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Attachment 1 (electronic rendition of original)

EXECUTIVE ORDER 12866 SUBMISSION

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

Send three copies of this form and supporting material (four copies if Economically Significant or an
Unfunded Mandate) to:

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

5. Legal Deadline for this Submission:

    a)    Q Yes                O No

    b)    Date:               /            /            
                            DD     MM        YY

    c)    Q Statutory         Q Judicial

                                                                           
    
     Description of Other

6. Designations
   a) Economically Significant (E.O. 12866)
           Q Yes                O No

   b) Unfunded Mandate (2 U.S.C. 1532)
           Q Yes                O No

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

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

Certification for Executive Order 12866 Submissions
The authorized regulatory contact and the program official certify that the agency has complied with the requirement of
E.O. 12866 and any applicable policy directives.

Signature of Program Official:

N  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

OMB 83-R 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

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 lnterim 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.

1. Agency/Subagency originating request:
Department of the Interior

National Park Service
or 

Office of Personnel Management

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.

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

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 

2. Regulation Identifier Number (RIN)
1024-AA12

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

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.

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

c) If 5a is 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) 1

ENVIRONMENTAL PROTECTION AGENCY2

40 CFR Part 1663

[OPP-2004-0039; FRL-XXXX-X]4

RIN 2070-AD365

Pesticides; Emergency Exemption Process Revisions6

AGENCY: Environmental Protection Agency (EPA).7

ACTION: Proposed rule.8

____________________________________________________________9

SUMMARY:  EPA is proposing several revisions to its regulations governing emergency exemptions that10

allow unregistered uses of pesticides to address emergency pest conditions for a limited time.  The first11

significant change would allow applicants for certain repeat exemptions a simple way to re-certify that the12

emergency conditions that initially qualified for an exemption continue to exist in the second and third years. 13

The second significant proposal would re-define significant economic loss and adjust the data requirements14

for documenting the loss.  These proposed revisions would streamline and improve the application and15

review process by reducing the burden to both applicants and the EPA, allowing for quicker decisions by16

the Agency, and providing for more consistently equitable determinations of “significant economic loss” as17

the basis for an emergency.  These two proposals are currently being employed in limited pilot programs. 18

In addition, EPA is proposing several minor revisions to the regulations to clarify that quarantine exemptions19

may be used for control of invasive species, and to update or revise certain administrative aspects of the20

regulations.  All of these proposed revisions can be accomplished without compromising protections for21

human health and the environment.22

DATES: Comments must be received on or before [insert date 60 days after date of publication in the23

Federal Register].24

ADDRESSES: Submit your comments, identified by Docket ID No. OPP-2004-0039, by one of the25

following methods:26

     • Federal eRulemaking Portal: http://www.regulations.gov.  Follow the on-line instructions for27

submitting comments.28

     • Agency Web Site:  http://www.epa.gov/edocket.  EDOCKET, EPA’s electronic public docket and29

comment system, is EPA’s preferred method for receiving comments.  Follow the on-line30

instructions for submitting comments.31

     • E-mail:  opp-docket@epa.gov.32

     • Mail:  Public Information and Records Integrity Branch (PIRIB) (7502C), Office of Pesticide33

Programs (OPP), Environmental Protection Agency, 1200 Pennsylvania Ave., NW., Washington,34

DC 20460-0001. 35
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     • Hand Delivery:  Public Information and Records Integrity Branch (PIRIB), Office of Pesticide36

Programs (OPP), Environmental Protection Agency, Rm. 119, Crystal Mall #2, 1921 Jefferson37

Davis Hwy., Arlington, VA..  Such deliveries are only accepted during the Docket’s normal hours38

of operation, and special arrangements should be made for deliveries of boxed information.39

Instructions:  Direct your comments to Docket ID No. OPP-2004-0039.  EPA's policy is that all40

comments received will be included in the public docket without change and may be made available online41

at http://www.epa.gov/edocket, including any personal information provided, unless the comment includes42

information claimed to be Confidential Business Information (CBI) or other information whose disclosure is43

restricted by statute. Do not submit information that you consider to be CBI or otherwise protected through44

EDOCKET, regulations.gov, or e-mail.  The EPA EDOCKET and the federal regulations.gov websites are45

“anonymous access” systems, which means EPA will not know your identity or contact information unless46

you provide it in the body of your comment.  If you send an e-mail comment directly to EPA without going47

through EDOCKET or regulations.gov, your e-mail address will be automatically captured and included as48

part of the comment that is placed in the public docket and made available on the Internet.  If you submit an49

electronic comment, EPA recommends that you include your name and other contact information in the50

body of your comment and with any disk or CD-ROM you submit.  If EPA cannot read your comment due51

to technical difficulties and cannot contact you for clarification, EPA may not be able to consider your52

comment.  Electronic files should avoid the use of special characters, any form of encryption, and be free of53

any defects or viruses.  For additional information about EPA’s public docket visit EDOCKET on-line or54

see the Federal Register of May 31, 2002 (67 FR 38102).  For additional instructions on submitting55

comments, go to Unit I.B. of the SUPPLEMENTARY INFORMATION section of this document.56

Docket: All documents in the docket are listed in the EDOCKET index at   http://www.epa.gov/edocket. 57

Although listed in the index, some information is not publicly available, i.e., CBI or other information whose58

disclosure is restricted by statute.  Certain other material, such as copyrighted material, is not placed on the59

Internet and will be publicly available only in hard copy form.  Publicly available docket materials are60

available either electronically in EDOCKET or in hard copy at the Public Information and Records Integrity61

Branch (PIRIB), Rm. 119, Crystal Mall #2, 1921 Jefferson Davis Hwy., Arlington, VA.  This docket62

facility is open from 8:30 a.m. to 4 p.m., Monday through Friday, excluding legal holidays.  The docket63

telephone number is (703) 305-5805.64

FOR FURTHER INFORMATION CONTACT:  Joseph Hogue, Field and External Affairs Division65

(7506C), Office of Pesticide Programs, Environmental Protection Agency, 1200 Pennsylvania Ave., NW.,66

Washington, DC 20460-0001;  telephone number: 703-308-9072;  fax number: 703-305-5884;  e-mail67

address: hogue.joe@epa.gov.68

SUPPLEMENTARY INFORMATION:69

I.  General Information70

A.  Does this Action Apply to Me?71

You may be potentially affected by this action if you are a Federal, State, or Territorial government72
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agency that petitions EPA for an emergency use authorization under section 18 of the Federal Insecticide,73

Fungicide and Rodenticide Act (FIFRA).  Regulated categories and entities may include, but are not limited74

to:75

    • Federal Government (NAICS Code 9241), i.e., Federal Agencies that petition EPA for section 1876

use authorization.77

    • State or Territorial governments (NAICS Code 9241), i.e., States, as defined in FIFRA section78

2(aa), that petition EPA for section 18 use authorization.79

This listing is not intended to be exhaustive, but rather provides a guide for readers regarding80

entities likely to be affected by this action.  Other types of entities not listed above could also be affected. 81

The North American Industrial Classification System (NAICS) codes have been provided to assist you and82

others in determining whether this action might apply to certain entities.  To determine whether you or your83

business may be affected by this action, you should carefully examine the summary of the applicability84

provisions as found in Unit III.B. of this Notice.  If you have any questions regarding the applicability of this85

action to a particular entity, consult the person listed under FOR FURTHER INFORMATION86

CONTACT.87

B.  What Should I Consider as I Prepare My Comments for EPA?88

1.  Submitting CBI.  Do not submit this information to EPA through EDOCKET, regulations.gov89

or e-mail.  Clearly mark the part or all of the information that you claim to be CBI.  For CBI information in90

a disk or CD ROM that you mail to EPA, mark the outside of the disk or CD ROM as CBI and then91

identify electronically within the disk or CD ROM the specific information that is claimed as CBI).  In92

addition to one complete version of the comment that includes information claimed as CBI, a copy of the93

comment that does not contain the information claimed as CBI must be submitted for inclusion in the public94

docket.  Information so marked will not be disclosed except in accordance with procedures set forth in 4095

CFR part 2.96

2.  Tips for Preparing Your Comments.  When submitting comments, remember to:97

     • Identify the rulemaking by docket number and other identifying information (subject heading,98

Federal Register date and page number).99

     • Follow directions - The agency may ask you to respond to specific questions or organize comments100

by referencing a Code of Federal Regulations (CFR) part or section number.101

     • Explain why you agree or disagree; suggest alternatives and substitute language for your requested102

changes.103

     • Describe any assumptions and provide any technical information and/or data that you used.104

     • If you estimate potential costs or burdens, explain how you arrived at your estimate in sufficient105

detail to allow for it to be reproduced.106

     • Provide specific examples to illustrate your concerns, and suggest alternatives.107

     • Explain your views as clearly as possible, avoiding the use of profanity or personal threats.108

     • Make sure to submit your comments by the comment period deadline identified.109
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II.  Purpose110

The primary purpose of this notice of proposed rulemaking is to simplify the process of applying for111

emergency exemptions, and allow for quicker responses to emergency pest conditions, without affecting112

current protections for human health and the environment.  This Notice proposes several revisions to the113

regulations at 40 CFR part 166, in an effort to make a variety of improvements to the pesticide emergency114

exemption program and process.  The two most significant of the revised practices being proposed are115

streamlining provisions intended to reduce the burden to both applicants and the Agency, and expedite116

decisions on exemption requests.  The first of these revisions would expressly authorize applicants for117

certain repeat exemptions to re-certify that an emergency condition continues in the second and third years,118

and to incorporate by reference all information submitted in a previous application rather than annually119

submit complete applications.  The second revision would pertain to the determination of “significant120

economic loss,” shifting the emphasis from the historical profit variability to the potential loss relative to121

yields and/or revenues without the emergency, and establishing a tiered analysis that will in many cases122

substantially reduce applicants’ data burden related to substantiating the significance of losses.  Each of123

these revisions would streamline the application and review process for emergency exemptions.  In124

addition, the proposed economic assessment approach would directly result in more consistently equitable125

determinations of whether a significant economic loss is expected than does the current approach.  These126

two streamlining proposals are currently being employed in limited pilot projects.127

EPA also intends to achieve several other objectives in this Notice.  First, revisions are proposed to128

correct or update several minor administrative aspects of the emergency exemption regulations, which have129

not been revised since 1986.  The reason for each of these minor administrative revisions falls into one of130

the following categories:  correction of typographical or administrative errors;  conformance with131

requirements of the Food Quality Protection Act of 1996 (FQPA); and codification of improved practices132

that have been voluntarily but widely followed by applicants.  Second, the Agency is proposing to add133

specific language to the regulations to clarify that treatment of “invasive species” is a valid basis for issuing a134

quarantine exemption.  Third, this notice includes a discussion of how the Agency protects endangered and135

threatened species, and ensures compliance with the Endangered Species Act, through its implementation136

of the emergency exemption program.  No regulatory proposals are included relative to endangered species137

measures.  Finally, this Notice informs the public that EPA has revised its tentative plan to include in this138

proposed rule a proposal to allow exemptions for the purpose of pest resistance management.  An139

explanation of why resistance management exemptions are not being proposed at this time, and a discussion140

of what alternative plans the Agency has for addressing resistance management, are included.141

The Agency encourages interested parties to submit comments on any of the proposed regulatory142

revisions by following the instructions in Unit I.C. of this Notice.  Commenters should explain any143

modifications they suggest for the proposed revisions, along with their rationale.  EPA would like applicants144

for emergency exemptions to submit comments concerning their experience with the pilot for the two145

streamlining provisions being proposed.  Applicants who have participated in the pilot are asked to submit146

comments explaining the pros and cons of the revised practices.  Applicants who were eligible for, but147

elected not to participate in, the pilot are asked to submit comments explaining why they did not participate. 148

Units V. and VI. of this document outline the specific revisions being proposed, but also include discussion149

asking potential commenters to consider alternative approaches for particular aspects of the proposal.  In150
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addition to inviting public comments on this proposed rule, EPA plans to consult the Pesticide Program151

Dialogue Committee (PPDC) on these proposed revisions, as it has prior to initiating the pilot for the152

streamlining proposals.  Input from the public comments received in response to this proposed rule, and153

experience from the pilot will be carefully considered, when deciding whether to modify these proposed154

revisions for the final rule.155

III.  Statutory and Regulatory Framework156

A. Statutory Authority157

EPA regulates the use of pesticides under the authority of two federal statutes: the Federal158

Insecticide, Fungicide, and Rodenticide Act (FIFRA) and the Federal Food, Drug, and Cosmetic Act159

(FFDCA).160

FIFRA provides the basis for regulation, sale, distribution and use of pesticides in the United States. 161

FIFRA generally prohibits the sale and distribution of any pesticide product, unless it has been registered by162

EPA in accordance with section 3.  (7 USC 136a.).  Section 18 of FIFRA gives the Administrator of EPA163

broad authority to exempt any Federal or State agency from any provision of FIFRA if the Administrator164

determines that emergency conditions exist which require such an exemption.  (7 USC 136p).  Under165

section 2(aa) of FIFRA, the term “State” is defined to include a “State, the District of Columbia, the166

Commonwealth of Puerto Rico, the Virgin Islands, Guam, the Trust Territory of the Pacific Islands, and167

America Samoa.”  (7 USC 136(aa)).168

Section 408 of FFDCA authorizes EPA to set maximum residue levels, or tolerances, for pesticides169

used in or on foods or animal feed, or to exempt a pesticide from the requirement of a tolerance, if170

warranted.  (21 USC 346a).171

B. Existing Regulatory Provisions172

Regulations governing FIFRA section 18 emergency exemptions are codified in 40 CFR part 166. 173

Part 166 was last revised in 1986.  Generally, these regulations set forth information requirements,174

procedures, and standards for EPA's approval or denial of a request from a Federal or State agency for an175

exemption to allow a use of a pesticide that is not registered when such use is necessary to alleviate an176

emergency condition.177

Federal and State agencies may apply for an emergency exemption due to a public health178

emergency, a quarantine emergency, or a “specific” emergency.  Most emergency exemptions requested or179

approved fall under the category of “specific exemptions” and are requested in order to avert an economic180

emergency for an agricultural activity.  Typical justifications for specific exemptions include, but are not181

limited to, the expansion of the range of a pest; the cancellation or removal from the market of a previously182

registered and effective pesticide product; and the development of resistance in pests to a registered183

product, or loss of efficacy of available products for any reason.  Additionally, an emergency situation is184

generally considered to exist when no other viable (chemical or non-chemical) means of control exist, and185

where the emergency situation will cause significant economic losses to affected individuals if the exemption186
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is not approved.187

A Federal or State agency must submit an emergency exemption request in writing that documents188

the emergency situation, the pesticide proposed for the use, the target pest, the crop, the rate and number189

of applications to be made, the geographical region where the pesticide would be applied, and a discussion190

of risks that may be posed to human health or to the environment as a result of the pesticide use (40 CFR191

166.20).  EPA reviews the request, verifying the existence of the emergency, assessing risks posed to192

human health through food, drinking water, and residential exposure, assessing risks posed to farmworkers193

and other handlers of the pesticide, assessing any adverse effects on non-target organisms (including194

Federally listed endangered species), and assessing the potential for contamination of ground and surface195

water.  If an application for the requested use has been made in previous years, EPA also does an196

assessment of the progress toward registration for the use of the requested chemical on the requested crop,197

and considers this status in the final determination to approve or deny the exemption.  If EPA concludes198

that the situation is an emergency, and that the use of the pesticide under the exemption will be consistent199

with the standards of section 18 and 40 CFR part 166, and, for food uses, section 408 of FFDCA, then200

EPA may authorize emergency use of the pesticide.201

Use under specific and public health exemptions can be authorized for periods not to exceed 1202

year, and uses under quarantine exemptions can be authorized for up to 3 years (40 CFR §166.28).  Public203

health exemptions are for the control of pests that will cause a significant risk to human health, while204

quarantine exemptions are intended to control the introduction or spread of pests that are new or not205

known to be widely prevalent or distributed within and throughout  the United States and its territories. 206

Emergency exemptions should not be viewed as an alternative to registering the use(s) needed for longer207

periods. If the situation addressed with the section 18 exemption persists, or is expected to persist, affected208

entities must take the proper steps to amend the existing registration or seek a new registration to address209

that future need.210

IV. Background211

A. April, 2003, Notice Initiating Pilot for Two Revisions now being Proposed212

EPA published a Notice in the Federal Register on April 24, 2003 (68 FR 20145), announcing the213

initiation of a limited pilot program to test two potential improvements to the emergency exemption process.214

The two potential improvements currently being piloted are: (1) allowing applicants for certain repeat215

exemptions to re-certify that the emergency condition still exists in the second and third years, and to216

incorporate by reference all information submitted in a previous application rather than annually submit217

complete new applications and, (2) a new approach to documenting a significant economic loss that focuses218

on the significance of the 219

potential loss relative to yields and/or revenues without the emergency rather than comparison to historical220

profit variation.  The April, 2003, Notice also discussed whether exemptions for the purpose of pest221

resistance management might be allowed.  Finally, the Notice solicited public comment on all three potential222

changes, and announced EPA’s plan to issue a proposed rule addressing them.  The two revised practices223

included in the pilot are also included in this proposed rule, without the restriction to reduced-risk pesticides224

that limits the scope of the pilot.225
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Anyone interested in the background leading up to the pilot program, or other related documents,226

may wish to review the Federal Register Notice announcing the pilot, and the related documents.  A public227

docket was established for that Notice under docket number OPP-2002-0231.  Interested parties should228

follow instructions in Unit I.B. of this document for accessing the docket, but use docket number OPP-229

2002-0231 for the April 24, 2003, Notice.230

B. Summary of Early Pilot Experience231

The limited pilot program testing the two potential improvements that are proposed in this232

rulemaking was initiated with the publication of a Federal Register Notice on April 24, 2003.  Both parts of233

the pilot are limited to requests for a specific set of “reduced-risk” pesticides, which significantly limits the234

number of potentially eligible exemption requests.235

The first part of the pilot allowed applicants for eligible repeat exemptions to re-certify the existence236

of their emergency condition.  The re-certification pilot involves exemptions that meet all of the following237

eligibility criteria: (1) EPA approved the same exemption the previous year, and it is the second or third238

year of the request by that applicant, (2) the emergency situation can reasonably be expected to continue239

for longer than one year, (3) the exemption is not for a new chemical, a first food use, or for a chemical240

under Special Review, and (4) the exemption is for a chemical previously identified by EPA as reduced-241

risk.  For the 2003 growing season, 16 exemptions were identified by EPA as eligible for re-certification242

and the list was made available to States and the public.  Of the 16 exemptions eligible to repeat by re-243

certification, seven submitted applications using re-certification.  Of the nine exemptions that were eligible244

but for which no re-certification was submitted, three were for pesticide uses that had obtained federal245

registration under FIFRA section 3 since the 2002 exemption; three were not requested at all in 2003; and246

the remaining three were requested using conventional emergency exemption requests.  In the seven247

instances of a re-certification, EPA staff was able to make expedited decisions with an average of 9 days248

from receipt of the request until the decision was made.249

The second part of the pilot, for the loss-based approach for determining a significant economic250

loss, is limited only by the restriction to reduced-risk pesticides.  Unlike the re-certification part of the pilot,251

there is no specific list of eligible exemptions, only eligible pesticide active ingredients to be requested. 252

Therefore, there is no fixed number of eligible exemptions for the loss-based economic approach.  EPA did253

not receive any submissions in accordance with the terms of the pilot.  However, for the past year, the254

Agency has routinely prepared side-by-side assessments that evaluate the data under the traditional255

method, as well as the loss-based approach outlined in the pilot, to gain a better understanding and256

compare the ways of measuring whether pest situations represent emergencies.  The loss-based approach257

is considered to more accurately measure the significance of losses associated directly with the pest258

problem, and is less influenced by other factors such as market fluctuations.  In addition, cursory259

assessments of available past submissions have been done using the loss-based approach.260

Both of these proposed revisions offer a cost saving and reduce the burden on States as well as on261

EPA.  The Agency expects that the level of participation in both areas of the pilot will increase as the level262

of familiarity and understanding among state agencies increases. Efforts to facilitate the understanding and263

use of the pilot initiatives are currently underway.  Rulemaking would expand the scope of the pilot, by264
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eliminating the eligibility restriction to reduced-risk pesticides, thereby making more opportunities for265

efficiencies.266

V.  Proposed Revisions to Emergency Exemption Process267

The two revisions discussed below are currently being employed in limited pilot programs that were268

initiated by a Federal Register Notice in April, 2003.  A guidance document was prepared for use by269

applicants to participate in the pilot programs.  After reviewing this Unit V., interested parties may find it270

useful to review that guidance document for the Agency’s detailed plans for implementation of these271

revisions.  A final guidance document will be made available when a final rule is published.  In the meantime,272

the guidance document for the pilot would be particularly helpful in understanding what information would273

be required to be submitted by applicants under the proposed revisions.  The pilot guidance document is274

available in the public docket that was established for the Federal Register Notice announcing the pilot275

program.  Interested parties should follow instructions in Unit I.B. of this document for accessing the276

docket, but use docket number OPP-2002-0231 for the April 24, 2003, Notice.277

A. Re-certification of Emergency Condition by Applicants278

1.  What is our current practice?279

EPA authorizes emergency exemptions (except quarantine exemptions) for no longer than one year. 280

However, depending on the nature of the non-routine condition that caused the emergency, some281

exemptions may subsequently be approved again, one year at a time.  Currently, EPA conducts a full282

review of an application for the first year of an exemption, to determine whether an emergency condition283

exists, to ensure the use will not result in unreasonable adverse effects to human health or the environment,284

and, if the use will result in pesticide residues in food or feed, to make a safety finding consistent with285

section 408 of the Federal Food Drug and Cosmetic Act (FFDCA).286

If the emergency condition continues in subsequent years applicants may submit a similar287

application, in which case the Agency must again confirm the emergency condition and acceptability of the288

risk.  For requests after the first year, the applicant again submits information to support the emergency289

finding, with a full application, including updated economic data.  For these repeat requests EPA290

reevaluates the situation to determine, relative to the first year, whether: 1) the emergency condition has291

changed;  2) any alternative products have been newly registered for the use, or other effective pest control292

techniques are now available;  3) any changes have occurred in the status of the chemical’s risk assessment; 293

4) the requested conditions of use have changed;  and, 5) the pesticide for the requested use has made294

sufficient progress towards registration.295

2.  How would re-certification work under the proposed approach?296

This proposed revision would reduce the burden on applicants who seek re-approval of certain297

emergency exemptions in subsequent years.  EPA proposes to add a new paragraph (b)(5) to 40 CFR298

166.20, which would allow applicants for eligible repeat exemptions to submit applications that rely on the299

preceding year’s submission to document the economic impact of the pest emergency.  This re-certification300
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approach would allow applicants to incorporate by reference all information submitted in a previous301

application, instead of submitting a complete re-application and supporting documentation.  The re-302

certification of the emergency condition by the applicant combined with the materials already in EPA’s files303

would serve as the basis for EPA’s determination as to whether an emergency condition continues to exist.  304

Upon approval of any emergency exemption, EPA would make an up-front, separate, additional305

determination regarding eligibility for a streamlined re-certification application the following year, in the306

event that the applicant reapplies the next year.  Eligibility for a re-certification application would not307

determine whether an emergency exemption application could be approved.  Rather eligibility would affect308

the information that should be submitted in the application.  EPA would consider several factors in309

determining eligibility to use a streamlined re-certification application:310

1. Whether the emergency situation could reasonably be expected to continue for longer than one year.  An311

emergency situation could reasonably be expected to continue where, for example, a registered product312

relied upon by growers becomes permanently unavailable, a pest expands its range, or a registered product313

ceases to be effective against a pest.  Situations that would not be expected to continue would include a314

temporary supply problem of a registered product, an isolated weather event, or a sporadic pest outbreak.315

2. Whether an emergency exemption has been approved more than twice for the same pesticide at the316

same site.  EPA recognizes that some emergency situations can continue for more than one year, however,317

pesticide registration pursuant to FIFRA section 3 is the appropriate long-term response, rather than the318

section 18 emergency exemption.  According to the regulations and EPA policy, a failure to request319

registration of a use requested under section 18 for more than 3 years may indicate that adequate progress320

toward registration is not being made.  Therefore, EPA carefully examines all exemption submissions321

submitted for more than 3 years.322

3.  Whether the pesticide product, owing to its regulatory status, warrants heightened review before any323

additional use is approved.  EPA will rely on the same criteria used in the existing regulations at 40 CFR324

166.24(a), which identifies a number of different situations where, upon receipt of an application for an325

emergency exemption, the regulatory status of a pesticide product calls for public notice and comment: 326

(1) The application proposes use of a new chemical;327

(2) The application proposes the first food use of an active ingredient;328

(3) The application proposes any use of a pesticide if the pesticide has been subject to a suspension329

notice under section 6(c) of the Act;330

(4) The application proposes use of a pesticide which:331

(i) Was the subject of a notice under section 6(b) of the Act and was subsequently332

cancelled, and333

(ii) Is intended for a use that poses a risk similar to the risk posed by any use of the334

pesticide which was the subject of the notice under section 6(b);335

(5) The application proposes use of a pesticide which:336

(i) Contains an active ingredient which is or has been the subject of a Special Review, and337

(ii) Is intended for a use that could pose a risk similar to the risk posed by any use of the338

pesticide which is or has been the subject of the Special Review;339
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In instances where EPA determines that the emergency situation could reasonably be expected to340

continue, where an emergency exemption has been approved not more than twice for the same pesticide at341

the same site, and where the pesticide product’s regulatory status does not warrant heightened review,342

EPA would notify the successful applicant that, should it reapply the following year, it is eligible to use a re-343

certification application.  EPA anticipates that this notification would be included in the notice of approval of344

the current year’s application.  However, if an exemption is not classified as a candidate for re-certification345

in the approval notice, and an applicant believes that subsequent information would make it eligible, the346

applicant may contact the Agency to request an eligibility determination.  In some instances, EPA may347

determine that an emergency condition exists, and that the exemption is eligible for a re-certification348

application the following year, yet conclude that additional information should be gathered in order to349

support approval in future years.  In such instances, EPA may indicate in the approval notice that the350

exemption is eligible for re-certification upon submission of the specified information.  351

Under the proposed rule, an eligible re-certification applicant would be exempted from the352

information requirements of §166.20(a)(1) through (a)(10), and of the existing §166.20(b), where the353

applicant certifies that:354

(i) The emergency condition described in the preceding year’s application continues to355

exist;356

(ii) Except as expressly identified, all information submitted in the preceding year’s357

application is still accurate; 358

(iii) Except as expressly identified, the proposed conditions of use are identical to the359

conditions of use EPA approved for the preceding year;360

(iv) Any conditions or limitations on the eligibility for re-certification identified in the361

preceding year’s notice of approval of the emergency exemption have been satisfied.362

Applicants meeting the above requirements would not need to submit new, updated documentation363

that the emergency condition continues or the additional data elements generally required under 40 CFR364

166.20, except that the interim report specified in §166.20(a)(11) would still be required where a re-365

certification is filed before the final report on the previous exemption is available.366

Eligibility for re-certifying the emergency condition would not determine whether an emergency367

exemption application could be approved.  For applications that are eligible and include a proper re-368

certification of the emergency condition, EPA would again determine whether the requested use poses a369

risk to human health or the environment that exceeds statutory and regulatory standards.  If the risks posed370

by the requested use are determined to be unacceptable, the exemption request would be denied unless the371

risks could be mitigated.  Where an application re-certifies that the emergency condition and requested use372

are the same as in the initial year of the exemption, EPA would only re-evaluate the situation to determine,373

relative to the first year, whether:  1) any alternative products have been newly registered for the use;  2)374

any changes have occurred in the status of the chemical’s risk assessment;  3) the requested conditions of375

use have changed;  and, 4) the pesticide for the requested use has made sufficient progress towards376

registration.  If an effective product has been registered for the requested use since the previous exemption377

was approved, then an emergency condition may no longer exist.  If the Agency has received new risk378

information since approving the previous exemption, then the risk would be re-evaluated.  Likewise, if the379

request includes any change in the conditions of use that may increase exposure (application rate, number of380
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applications, type of application, pre-harvest interval, re-entry interval, total number of acres, and all other381

directions for use) then the risk would also be re-evaluated.  Because some applicants may start their three-382

year re-certification period in later years than others, it is possible that EPA may determine that sufficient383

progress towards registration has not been made for a pesticide requested by an applicant eligible for re-384

certification.385

For eligible requests where the applicant has certified a continuing emergency, if the three remaining386

review factors (product registrations, risk assessment status, and requested conditions of use) have not387

changed, the Agency’s review time is expected to be significantly reduced.  In such cases, applicants are388

expected to benefit by expedited decisions, in addition to the reduced burden due to the certification of the389

emergency.  Applicants would be permitted to modify the conditions of the emergency use in an application390

in which they re-certify the emergency.  However, EPA would need to determine whether, and how, such391

changes impact exposure and risk to human health or the environment.  Therefore, such changes may392

undercut the Agency’s ability to make an expedited decision.  If the conditions of use are the same as the393

conditions of use in the exemption approved by EPA in the previous year, applicants may include a394

separate certification that their requested conditions of use have not changed, and incorporate by reference395

all conditions of use submitted in a previous application or applications.  This certification that the conditions396

of use are unchanged would aid in expediting the Agency’s decision.397

If the Agency determines that there has been insufficient progress towards registration of the398

requested chemical on the requested crop, a request could be denied, consistent with current regulations399

and practice, regardless of eligibility for submitting a re-certification application.  Registrant progress toward400

registration is determined for a pesticide-crop combination, whereas the year-count (first, second, third) in401

the eligibility cycle for re-certification would be determined separately for each State/Federal applicant, and402

could often differ among section 18 applicants in a given year.  Lack of progress towards registration would403

not cause denials during the first three years of exemptions for a chemical-crop combination.  However,404

since some applicants may apply for the first time in a year subsequent to the first request for a chemical-405

crop combination by another applicant, lack of progress towards registration could potentially interrupt the406

eligibility cycle for some applicants.407

It is EPA’s view that section 18 applies to non-routine conditions, and thus the Agency does not408

expect to re-approve emergency exemptions indefinitely.  Under this proposal EPA would not allow409

submission of re-certification applications where exemptions have been previously granted for three or410

more years.  As provided in 40 CFR166.25(b)(2)(ii), an applicant for an emergency exemption for a use411

that has been subject to an emergency exemption in three previous years will be required to demonstrate412

reasonable progress towards registering the product for the use, as part of a full application.413

3.  Why propose this change?414

Allowing applicants for certain eligible exemption requests to re-certify the existence of an ongoing415

emergency condition and to incorporate by reference all information submitted in a previous application is416

expected to reduce the burden to both applicants and EPA as well as allow for quicker decisions.  When417

an applicant certifies the continuation of the emergency condition and incorporates previously submitted418

materials by reference, a complete new application sufficient to characterize the situation in accordance with419
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40 CFR 166.20 will not be required.  This will save applicants time and effort in gathering data and420

preparing their submissions.  The Agency will save time and resources by not having to annually repeat each421

step of its review of the documents supporting the exemption requests.  If no pesticides that could avert the422

emergency have been newly registered, and nothing has changed to affect the assessment of risk, then re-423

certification of an emergency will lead to significantly shorter Agency review.424

EPA’s experience indicates that emergency situations that continue after the initial year generally are425

projected to cause comparable yield losses in succeeding years.  Therefore, with the certification of a426

continuing emergency, reliance on the previously submitted data and other supporting information should be427

adequate to support a decision to approve or deny an emergency exemption application.428

B. Determining and Documenting “Significant Economic Loss”429

1.  What is our current practice?430

In determining whether a pest emergency is likely to result in “significant economic loss,” EPA431

ordinarily compares the affected growers’ projected per-acre “profits” (gross revenue less expenses, where432

expenses have often been poorly defined) for the affected crop, based on anticipated yield losses, to the433

historical variation in their “profits” for that crop in that region.  Applicants are required under 40 CFR434

166.20(b)(4) to submit economic information necessary to make this determination.  In addition to435

information used to estimate the amount of the anticipated yield and profit losses, EPA generally asks for436

annual data for five years of average yields, prices, and production costs to establish profit variability.  437

Under the current approach, EPA and applicants estimate expected net revenues under the438

emergency conditions and compare them to the variation in annual profitability during the previous five439

years.  If the expected net revenues under the emergency are less than the smallest net revenues of the440

previous five years, then the Agency would typically conclude that a significant economic loss will occur. 441

Some crops have very wide fluctuations in net revenues (that in many cases are the result of market forces442

entirely unrelated to pest pressure).  For such crops, growers may experience a large economic loss due to443

non-routine pest-related conditions, without a significant economic loss finding by EPA under strict444

adherence to the current approach.  Other crops may have very little variation in historical net revenues,445

which could lead to a very small economic loss being found significant under the current approach.446

2.  How would the proposed approach work?447

This second proposed improvement would focus EPA’s analysis on the economic impact of the448

pest emergency relative to yields and/or revenues without the pest emergency, rather than comparing it to449

historical profit variation for the crop and region.  Moreover, the new approach would allow applicants to450

document economic losses with a less burdensome methodology where appropriate.451

The proposed loss-based approach would use the existing methodology to calculate the economic452

consequences of an unusual pest outbreak, although the calculation would be done in steps (tiers) and453

sometimes the later steps would be unnecessary.  States would still have to submit data to demonstrate the454

emergency nature of the outbreak including the expected losses in quantity, and sometimes quality and/or455
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additional production costs.  However, the proposed approach would impose standard criteria for456

determining the significance of that loss, rather than comparing losses to past variations in revenue or profit. 457

The goal of the criteria is to compare losses to farm or firm income in the absence of the emergency in a458

manner that can be easily and consistently measured.  Further, successive screening levels (tiers) have been459

chosen that will permit situations that clearly qualify to be resolved quickly, with a minimum of data.  Each460

tier has a quantitative threshold that would generally apply to all eligible emergency exemption applications. 461

If the pest situation does not appear likely to result in a significant economic loss based on the first tier462

analysis, it might qualify based on further analysis in succeeding tiers.  Each additional tier would require463

more data and involve more analysis on how the emergency affects revenues.  Where conditions do not464

neatly fit into the tiered approach, for example long-term losses in orchard crops, the Agency would make465

its significant economic loss determinations based on other criteria, such as changes in the net present value466

of an orchard, if these losses are demonstrated by the applicant.467

Tier 1: Yield Loss - Tier 1 is based on crop yield loss.  If the projected yield loss due to the468

emergency condition is sufficiently large, EPA would conclude that a significant economic loss will occur,469

due to the magnitude of the expected revenue loss.  The yield loss threshold in Tier 1 would be 20 percent470

for all crops.  This threshold is set at a sufficiently high level such that a loss that exceeded the threshold471

would also meet the thresholds in Tiers 2 and 3, if the additional economic data were submitted and472

analyzed.  Therefore, for such large yield losses it would not be necessary to separately estimate economic473

loss, which would require detailed economic data.474

Tier 2: Economic Loss as a Percentage of Gross Revenues - A yield loss that does not satisfy the475

threshold in Tier 1 may nonetheless cause a significant economic loss because yield loss alone may not476

reflect all economic losses.  In addition to yield losses there may be other impacts that contribute to477

economic loss.  Quality losses may result in reductions in prices received and/or there may be changes in478

production costs, such as pest control costs and harvesting costs.  For situations with yield losses that do479

not meet the significant economic loss criterion for Tier 1, EPA would evaluate estimates of economic loss480

as a percent of gross revenue in Tier 2, to determine if the loss meets that threshold for a significant481

economic loss.  The economic loss threshold in Tier 2 would be 20 percent of gross revenue for all crops. 482

Again, this threshold in Tier 2 is set with the intention that losses exceeding the threshold would also meet483

the threshold in Tier 3, if the additional Tier 3 analysis were performed.484

Tier 3: Economic Loss as a Percentage of Net Revenues -  If neither yield or economic losses were485

above the required thresholds in Tiers 1 and 2, EPA would compare impacts to net revenues.  Net486

revenues are defined for the purposes of this rule as gross revenues minus operating costs.  The loss487

threshold in Tier 3 would be 50 percent of net revenues for all crops.  Some emergency conditions that488

would fall short of the thresholds in Tiers 1 and 2 may qualify as a significant economic loss in Tier 3,489

particularly for crops with narrow profit margins (net revenues as a percentage of gross revenues).  Even if490

economic loss seems small in comparison to gross revenues, the situation could still be a significant491

economic loss if the profit margin is narrow.492

EPA selected the sizes of the proposed thresholds (20%, 20%, and 50%) based on average farm493

income and production expenses in the U.S., and an analysis of past requests showing what results the494

proposed method would provide with various thresholds.  Data on farm income in “USDA Agricultural495
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Statistics, 2003” shows that net farm income averages about 20 percent of gross revenue.  Therefore, an496

economic loss of 20 percent of gross revenue would be sufficient to eliminate net farm income.  A yield loss497

of 20 percent results in economic loss of 20 percent or higher.  Also, since average net farm income is a498

little less than 50% of net revenue, an economic loss that is 50% of net revenue would be sufficient to499

eliminate net farm income.  The analysis of past requests indicated that the average and median economic500

losses that qualified as a significant economic loss were about 18 percent and 15 percent of gross revenue,501

respectively. Since the first 2 tiers are screening thresholds, these thresholds were rounded up to 20 percent502

to be a little more stringent, with the intention that if a request did not pass Tiers 1 or 2, it could qualify with503

Tier 3.  The analysis of past requests also showed that the median economic loss that qualified as a504

significant economic loss was about 51 percent of net revenue.  The analysis also showed that these505

thresholds collectively result in about the same overall likelihood of an application qualifying for a significant506

economic loss.  That is, approximately the same total number of emergency requests that qualified for a507

significant economic loss using the current  approach would qualify using the proposed loss-based508

approach, although there would be some differences in individual cases.509

The regulatory revisions in this proposed rule include the quantitative thresholds for the three tiers,510

presented above, as this is EPA’s preferred approach.  Commenters are asked to consider whether the511

actual thresholds should be included in the revised regulations, or whether more flexibility should be512

preserved to refine that aspect of the proposed approach in the future.  Commenters should also consider513

whether the levels of the proposed thresholds are appropriate, and if not, what the levels should be and514

why.515

For specific emergency exemptions (the only ones in which significant economic loss is a qualifying516

factor), EPA anticipates that applicants would first determine whether their projected loss meets the Tier 1517

yield loss threshold of 40 CFR 166.3(h)(1)(i), analytically the least burdensome criterion.  The associated518

data requirements are proposed in §166.20(b)(4)(i).  If the projected loss does not meet this threshold,519

EPA expects that applicants would determine whether their projected loss meets the Tier 2 gross revenue520

threshold of §166.3(h)(1)(ii), providing additional data as noted in §166 20(b)(4)(ii).  Failing to meet that521

threshold, applicants would submit the data to perform the analysis necessary for the Tier 3 net revenue522

threshold of §166.3(h)(1)(iii) as given in §166.20(b)(4)(iii).  The three tiers established in §166.3(h)(1) (i),523

(ii) & (iii) are designed such that when an emergency condition qualifies for significant economic loss under524

a lower tier, data for higher tiers are not required, and the burden and cost of preparing the emergency525

exemption application are reduced.  Each successive tier builds upon the previous one.  That is, the526

information required for estimating a lower tier is also necessary in estimating each higher tier.  This would527

allow an applicant to collect data, and build a case for significant economic loss, as needed and determined528

by the conditions, without requiring additional unnecessary data.529

This loss-based approach is designed to capture the economic impact of pest activity as it affects530

the current growing season, which will be sufficient for most emergency exemption applications.  Although531

the loss-based approach appears in a proposed revision to the definition of significant economic loss at532

§166.3(h)(1), EPA is not attempting to revise the approach for other types of losses, at the proposed533

§166.3(h)(2).  Where losses affect more than the current growing season, for example long-term losses in534

orchard crops, the Agency would continue to make its significant economic loss determinations based on535

other criteria, such as changes in the net present value of an orchard, if these losses are demonstrated by536
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the applicant.  In situations where the simple methods of the loss-based approach would not adequately537

reflect the likely extent of the economic loss, EPA would still attempt to determine, on a case-by-case538

basis, whether the pest emergency is likely to result in a substantial loss or impairment of capital assets, or a539

loss that would affect the long-term financial viability expected from the productive activity.540

3. Why propose this change?541

This proposed methodology for determining a significant economic loss is intended to streamline the542

data and analytical requirements for emergency exemption requests, and allow for quicker decisions by543

EPA.  In addition, the methodology is designed to more accurately reflect the significance of an anticipated544

economic loss.  Specifically, this approach makes a more direct comparison between the losses anticipated545

owing to the emergency situation and the yield and/or revenues without the pest emergency, rather than a546

comparison to the historical range of profit variability.  Year-to-year profit variability often reflects market547

forces entirely unrelated to pest pressure.  Although EPA has attempted to make allowances for crops’548

differing profit variability when determining the economic significance of losses under the current approach,549

EPA now believes that the loss-based approach better and more directly permits EPA to evaluate the550

significance of economic losses.551

An analysis of past section 18 requests suggests that this proposed approach would not cause a552

significant change in the overall likelihood of a significant economic loss finding, although findings may differ553

in individual cases.  Further, it is expected to lead to savings to both applicants and EPA from reduced data554

and analytical burdens.  Under the proposed procedure, applicants could elect to submit the minimum555

amount of data necessary to demonstrate a significant economic loss in one of three increasingly refined556

tiers.  If the first tier is sufficient, the burden is reduced most significantly.  Even in the highest tier, the557

burden may be reduced relative to the current approach as the analysis focuses on the current year rather558

than historical data.  Like re-certification of emergencies, this would save applicants time and resources in559

gathering data and preparing submissions.  The Agency’s burden would be reduced due to streamlined560

reviews.561

An analysis of available past requests for emergency exemptions submitted by States, including562

requests for which significant losses were not found, shows that in many cases significant economic loss can563

be adequately demonstrated in a more flexible manner without loss of reliability through the proposed564

methodology.  The loss-based approach would require less data from applicants in cases that qualify under565

Tier 1, where the same conclusion of a significant economic loss would be made with the additional data566

and analysis under the higher tiers.567

Because the proposed approach shifts the focus from annual price variability to actual pest-related568

losses, while still considering typical net revenues for the crop and State, it leads to more consistently569

accurate findings of the significance of economic losses.  Under the current approach, producers of crops570

that have very wide fluctuations in net revenues, even if due to price variability, may experience a large571

economic loss due to non-routine pest-related conditions, without a significant economic loss finding by572

EPA under strict adherence to the current approach.  Other crops and cases may have very little variation573

in historical net revenues, which could lead to a small economic loss being found significant under the574

current approach.  Again, the proposed approach is designed so that it would not cause a significant change575
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in the overall likelihood of a significant economic loss finding, but it may change the findings in individual576

cases so that determinations of significance are more accurate, appropriate and equitable.577

Current regulations list certain information that must be included, as appropriate, in an application578

for a specific exemption:579

166.20(b) Information required for a specific exemption.  An application for a specific580

exemption shall provide all of the following information, as appropriate, concerning the nature of581

the emergency:582

***583

    (4) A discussion of the anticipated significant economic loss, together with data and other584

information supporting the discussion, which addresses all of the following:585

    (i)  Historical net and gross revenues for the site;586

    (ii)  The estimated net and gross revenues for the site without the use of the proposed587

pesticide; and588

    (iii)  The estimated net and gross revenues for the site with use of the proposed pesticide.589

The existing regulations state that all of the above information must be included “as appropriate.”  EPA590

recognizes that each pest emergency has individual characteristics, and exercises judgement based on591

experience, in determining what information is appropriate.  For example, under the current approach the592

Agency typically considers five years of annual data on historical net and gross revenues to be appropriate,593

and has requested in guidance materials that applicants submit revenue data for the preceding 5 years. 594

However, in some cases, such as a very minor or new crop for which less data is available, the Agency595

may rely on other credible information.  Further, EPA does not compare the emergency situation to the596

situation with the proposed pesticide, but to the situation without the emergency. Therefore, EPA believes597

that the proposed approach would allow applicants to focus their applications on the most “appropriate”598

information for determining whether or not a significant economic loss will occur.599

Because the analysis of past exemption requests, on which the proposed approach is based,600

demonstrates that the likelihood of approval of some requests is not significantly changed by the loss-based601

approach, EPA believes that the current requirement of those additional data in those cases can be602

improved.  However, even when annual historical data are not required, applicants would sometimes603

continue to utilize historical data under the proposed approach, albeit in a different way.  This is because604

each tier requires a quantitative threshold to be met, that is a certain percentage of a baseline of either crop605

yield, gross revenues, or net revenues.  The best approach to determine the baseline in some cases may be606

to use the average of historical data, including yield and price data.607

VI.  Proposed Minor Updates and Revisions608

A. Specifying Invasive Species as Targets under Quarantine Exemptions609

Current regulations describe four types of exemptions, one of which is a quarantine exemption.  The610

purpose of a quarantine exemption is stated in the regulations as follows:611
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40 CFR 166.2(b) Quarantine exemption.  A quarantine exemption may be authorized in an612

emergency condition to control the introduction or spread of any pest new to or not theretofore613

known to be widely prevalent or distributed within and throughout the United States and its614

territories.615

Quarantine exemptions are not directly for the purpose of, or approved on the basis of, averting a616

significant economic loss, although they may ultimately help prevent large economic losses.  In addition to617

being for the control of pests that are not widely prevalent or distributed in the U.S., quarantine exemptions618

are intended to control recently-introduced, non-native species.  In recent years such species have come to619

be commonly known as “invasive species.”  Because of the potentially widespread and devastating impacts620

of invasive species to ecosystems, the environment, and the economy, the challenge of preventing their621

introduction, and when necessary controlling them, has garnered increasing attention in recent years. 622

Although invasive species implicitly fall within the scope of quarantine exemptions, the now widely-623

recognized term does not appear in the regulations, probably because it was not widely used at the time 40624

CFR part 166 was promulgated.  EPA is proposing to add the term “invasive species” to Part 166.2(b)625

and to 166.3(d)(3)(i), to clarify that the intent of making quarantine exemptions available includes the626

control of invasive species.  EPA also proposes to add, at §166.3(k), a definition of “invasive species” that627

is derived from that used in Executive Order 13112 (64 FR 6183, Feb. 3, 1999).628

B. Updating administrative and communication processes629

A number of minor revisions to 40 CFR part 166 are being proposed to correct errors or update630

administrative aspects of the emergency exemption regulations, particularly in light of the fact that FQPA631

was enacted since the regulations under part 166 were last revised.  Each of these revisions is being632

proposed for one of the following reasons: (1) to correct typographical or administrative errors or633

inaccuracies, (2) to bring the regulations into agreement with current requirements put in place by the634

FQPA, or (3) to reflect improvements to the process that have been identified since 40 CFR part 166 was635

last revised, and that have been voluntarily practiced by applicants.  Each of these revisions would be non-636

substantive or reflect minor changes to the regulatory requirements, but all would correct, improve, or637

update the regulations.  The corrections of typographical or administrative errors or inaccuracies are self-638

explanatory.  The proposed revisions for the other reasons are discussed below.639

Under FFDCA section 408(l)(6), as amended by FQPA, EPA is required to establish time-limited640

tolerances, or exemptions from the requirement of a tolerance, for pesticide residues in food or feed641

resulting from uses under emergency exemptions.  The current regulations predate FQPA and therefore do642

not reflect this requirement.  Four revisions are being proposed to bring 40 CFR part 166 into agreement643

with current practices as required by the FFDCA.  Inasmuch as section 408(l)(6) applies to all food-use644

emergency exemptions, regardless of whether its requirements are reflected in part 166, these proposed645

changes to part 166 do not substantively change the applicable law.  For ease of discussion, below,646

“tolerance” is used to refer to a tolerance or exemption from the requirement of a tolerance.647

First, EPA proposes to amend §166.3(e) to revise the definition of “first food use.”  The current648

definition includes an explanation that no permanent tolerance or food additive regulation has been649

established for such a use.  The proposed definition would remove the word “permanent,” so that any650
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tolerance would be included, and would remove reference to “food additive regulation,” because, owing to651

the FQPA amendments, EPA no longer issues food additive regulations.652

Second, under §166.25, Agency Review, the regulations state that the review enables EPA to653

make a determination with respect to several items, including in §166.25(a)(2) the level of residues in or on654

all food resulting from the proposed use.  The proposed revision would add to this list the establishment of a655

time-limited tolerance for such residues, where necessary.656

The third proposed revision made necessary by FQPA is to add, under § 166.40, an additional657

limitation to the authority of a State to issue a crisis exemption, namely, that a State may issue a crisis658

exemption for a food use only where a tolerance or exemption is already in effect, or where EPA has659

provided verbal confirmation that a time-limited tolerance for the proposed use can be established in a660

timely manner.  It is in the best interests of applicants and potential users of the pesticide under the crisis661

exemption that there is some assurance that an exemption can be established in a timely manner before use662

of the pesticide begins.  EPA also proposes that all crisis exemptions be conditioned upon EPA confirming663

that it has no other risk-based objection to the use of the pesticide under the crisis provisions.664

The fourth proposed change, which arises because EPA now establishes formal tolerances under665

FQPA, is to remove the requirement under §166.30(b) and §166.47 to directly notify the U.S. Food and666

Drug Administration (FDA), the U.S. Department of Agriculture (USDA), and the State health officials. 667

The purpose of this requirement was to notify these agencies of levels of pesticides that may occur in food668

and feed items as a result of an emergency exemption use.  However, with the requirement that time-limited669

tolerances be established in accordance with FFDCA section 408(l)(6), such levels are published in the670

Federal Register, as well as the 40 CFR part 180, and detailed background is given regarding safety of671

these tolerances.  Therefore, notifying the other regulatory organizations (FDA, USDA, and State health672

officials) on an individual basis is considered redundant to the Federal Register notice and incorporation of673

the regulatory decision in the appropriate section of 40 CFR part 180.674

Several proposed revisions are to codify minor improvements to the process that have been675

identified since the current regulations became effective.  Applicants have been generally following these676

practices, in most cases for several years, and EPA believes that the public will generally agree that these677

are improvements to the regulatory requirements.  First, under § 166.20, Application for a specific,678

quarantine, or public health exemption, EPA is proposing to revise paragraph (a)(2)(i)(A) so that an679

application must include a copy of the registered label(s) if a specific pesticide product(s) is/are requested,680

instead of the current requirement to include the registration number and name of the product.  This is681

practical because emergency exemption requests are generally for pesticide products that are already682

registered for other uses, but not for the requested use.683

Next, under §166.20(a)(3), EPA is proposing to add a new item and revise several of the others,684

to specify that the conditions of use in an application must state the maximum number of applications, the685

period of time for which the use is proposed, and to specify the earliest possible harvest dates of the treated686

crop.  Such information is clearly necessary for both risk assessment and tolerance setting, and in those rare687

occasions where it is not apparent from the application, EPA must contact the applicant to obtain the688

information.  Expressly requiring this information in §166.20(a)(3) would expedite review of applications689
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and allow tolerances to be established in a timely fashion.690

Additionally, EPA is proposing that §166.20(a)(9) be revised to specify that in addition to the691

registrant or manufacturer being notified of the application submission, the application must also include a692

statement of support from the registrant or manufacturer, and the expectation that supplies of the requested693

material will be adequate to meet the needs under the proposed emergency use.694

The existing regulations establish a measure of whether adequate progress toward the registration of695

a requested use is being made.  Existing regulations suggest that the lack of a request for registration, within696

three years of an emergency exemption first being requested for the use, suggests that adequate progress is697

not being made.  EPA proposes to revise §166.24(a)(6)(i) and §166.25(b)(2)(ii) to relax this presumption698

for repeat emergency exemption applications for uses being supported by the Interregional Research699

Project No. 4 (IR-4).  The IR-4 program is a cooperative effort of the state land grant universities, USDA700

and EPA, to address the chronic shortage of pest control options for minor crops.  Generally, the crop701

protection industry lacks economic incentive to pursue registrations on minor crops because of low702

acreage.  IR-4 generates and supplies research data needed by EPA in order to register compounds for703

use on minor crops.  Owing to the limited pest control options available for minor use crops, the704

significance of the need evidenced by IR-4 action, and the limits on IR-4 resources, EPA believes that a705

somewhat slower rate of progress towards registration should be accepted for emergency exemptions for706

uses being supported by the IR-4 program.  Accordingly, EPA is proposing that §166.24(a)(6)(i) and707

§166.25(b)(2)(ii) be revised so that the presumption against adequate progress toward registration of708

repeat emergency exemptions for uses being supported by the IR-4 program would begin after 5 years, 2709

years more than allowed for uses supported by the registrant.  For such major crop uses, the 3-year710

presumption in the current regulations would remain in effect.711

EPA is proposing that §166.30(a)(1) be revised to reflect that EPA will not process incomplete712

applications, and that action on such submissions will be halted until required additional information is713

submitted.714

EPA is proposing to clarify §166.32(b) to ensure that applicants submit interim use reports for715

exemptions if requesting a repeated emergency exemption prior to the due date of the final report.716

EPA proposes clarifying the authority of an applicant to issue a crisis exemption by specifying in717

§166.40(a) that crisis exemptions are to be used only for unpredictable emergency conditions.  This718

proposed change is strictly for purposes of clarification, as the term “unpredictable” already appears in the719

introductory language of 166.40, and does not represent any intention by EPA to change the circumstances720

that are acceptable for crisis exemptions.721

EPA is proposing that §166.43(a)(1) be revised to improve the notification process for crisis722

exemptions, reflect the standard practice of the state agencies, and provide for advance notice so that EPA723

may make a determination of whether a tolerance may be supported in accordance with FFDCA section724

408 requirements.  EPA is proposing that §166.43(a)(1) be revised to require advance notification for725

crisis exemptions by applicants.  The state’s authority to exercise the crisis exemption would be stayed for726

up to 36 hours pending verbal confirmation by EPA that a tolerance can be established in a timely manner727
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and that the Agency has no other risk-based objections.  This would replace the currently ambiguous728

requirement that notification must be made at least 36 hours in advance, or no later than 24 hours after the729

decision of a state to avail itself of a crisis exemption.  Notification after the crisis has been declared does730

not allow EPA to evaluate whether a crisis use can be supported with a section 408 safety finding, or731

whether other potential risks are unacceptable, before use of the pesticide begins.   In any case, EPA732

would continue to provide the necessary verbal confirmations as quickly as possible, thereby often allowing733

use of the crisis exemption in less than 36 hours.  The Agency recognizes that speed is important for all734

crisis exemptions, and that certain situations may be particularly urgent, including, but not necessarily limited735

to, national security threats and some requests under USDA’s Animal and Plant Health Inspection Service736

quarantine program.737

To clarify necessary information for a crisis exemption, EPA is proposing that §166.43(b)(1) and738

(4), be revised to specify submission of the registered label(s) for the pesticide product(s) proposed for739

crisis use, as well as proposed use directions specific to the crisis use, and the timeframe for anticipated740

use, including end date.741

To bring the reporting requirements for crisis exemption requests into agreement with those for742

specific, quarantine, and public health exemption requests, EPA is proposing that §166.49(a)(1-4) be743

revised and (5) deleted, to clarify information requirements, such as applicant, product used, site treated,744

and contact information.745

VII.  EPA Plans for Resistance Management and Endangered Species Considerations746

A. Revised Plans for Addressing Resistance Management747

The EPA-USDA Committee to Advise on Reassessment and Transition (CARAT) is a diverse748

group of stakeholders formed to make recommendations to EPA and USDA regarding strategic749

approaches for pest management planning, transition to safer pesticides for agriculture, and tolerance750

reassessment for pesticides.  In October, 2003, CARAT provided draft recommendations, including one751

that “EPA and USDA need to recognize that any transition program has to consider efficacy, economics,752

resistance management, and impact on non-targets.”  EPA agrees with the CARAT on the importance of753

resistance management and is exploring how to use its regulatory and non-regulatory initiatives to support754

and facilitate effective resistance management.755

Although the April, 2003, FR Notice indicated that EPA was considering addressing resistance756

management in this proposed rule, EPA now plans to pursue opportunities to address pest resistance757

management as it implements the Pesticide Registration Improvement Act (PRIA) enacted January 23,758

2004.  This Act requires the Agency to establish a registration service fee system for applications for759

pesticide registration and amended registration.  Under this new system, fees will be charged for new760

applications for registration received on or after the effective date of the statute (March 23, 2004) and EPA761

is required to make a decision on the application within prescribed decision timeframes.  Under PRIA, EPA762

will eliminate its backlog of registration actions and make more timely decisions.  This will accelerate the763

registration of many products that will be beneficial to resistance management, including reduced risk764

products.   EPA’s reduced risk process considers resistance management as an important factor.  New765
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products that would address significant resistance management needs would reach the market sooner,766

thereby providing a strong incentive to registrants to incorporate resistance management in their registration767

submissions.768

In addition, EPA will continue to promote the implementation of its voluntary resistance769

management labeling guidelines based on rotation of mode of action described in Pesticide Registration770

Notice 2001-5 (PR Notice 2001-5).  These guidelines are part of a North American Free Trade771

Agreement (NAFTA) effort to harmonize resistance management guidelines.  The Agency supports772

incorporating resistance management considerations into pesticide labeling (i.e., PR Notice 2001-5),773

resistance management education programs, crop management and stewardship programs, and outreach774

efforts with stakeholders.  EPA will continue working with stakeholder groups on sustainable resistance775

management strategies that protect human health and the environment including the various Resistance776

Action Committees (RACs), registrants, consultants, academia, USDA, states, and public interest groups.777

B. Protections for Endangered Species778

Like all federal agencies, EPA must comply with the requirements of the Endangered Species Act779

(ESA), which requires that an agency ensure, in consultation with the U.S. Fish and Wildlife Service (FWS)780

and the National Marine Fisheries Service (NMFS) (jointly referred to as “the Services”), that its actions781

are not likely to jeopardize the continued existence of threatened or endangered (listed) species or destroy782

or adversely modify their critical habitat.  This requirement applies, among others, to EPA actions783

approving emergency exemptions under FIFRA section 18.  Under current ESA consultation regulations,784

an agency must consult with FWS and NMFS if an action “may affect” a listed species or its critical habitat. 785

FWS and NMFS, in collaboration with EPA and USDA, have developed a proposed counterpart786

regulation, that would make the process of consultation about EPA actions involving pesticides more787

efficient, effective, and timely, thereby strengthening the protections for endangered and threatened species. 788

As part of the work supporting the proposed counterpart rule, the Services and EPA reviewed the789

Agency’s approach to the assessment of potential risks to listed species resulting from pesticide use.  The790

Services agreed that EPA’s approach to ecological risk assessment “will produce effects determinations791

that reliably assess the effects of pesticides on . . . listed species and critical habitat pursuant to the ESA792

and implementing regulations.”  The January 26, 2004, letter from the Services to EPA that includes this793

quote is in the public docket for this proposed rule, and interested parties may access it by following the794

detailed instructions in Unit I.B. of this Notice.  795

As a result of the Services’ review of the Agency’s ecological risk assessment methodology, EPA796

anticipates looking more closely at potential risks of pesticide use in connection with decisions on requests797

for emergency exemptions.  EPA currently requires, under 40 CFR 166.20(a)(7), information to be798

included in applications for emergency exemption that addresses potential risks of the requested use to799

endangered and threatened species.  Although EPA, under existing requirements, routinely considers the800

impacts of emergency exemptions on endangered and threatened species, the Agency seeks to improve the801

guidance it gives to applicants concerning data on endangered and threatened species.  EPA will need to802

rely on States and federal agencies to supply information as part of their requests for emergency exemptions803
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that will enable EPA to assess the potential impacts on listed species and critical habitat of pesticide use804

under the proposed exemption.  EPA also plans to work with AAPCO and with individual States, as the805

primary applicants for emergency exemptions, to improve the quality of their submissions as they try to806

frame the potential impact of a requested pesticide use on endangered and threatened species.  EPA807

believes these measures fall within existing requirements but should increase the availability of essential808

information needed to make a timely and substantive determination of the potential impact to endangered809

and threatened species.  EPA also plans through its reevaluation, to refocus and possibly increase810

consideration of these impacts in its decision process for exemption requests, including any need to consult811

with USFWS and NMFS.812

VIII.  FIFRA Review Requirements813

In accordance with FIFRA section 25(a), this proposal was submitted to the FIFRA Science814

Advisory Panel (SAP), the Secretary of Agriculture (USDA), and appropriate Congressional Committees. 815

The SAP has waived its review of this proposal, and no comments were received from any of the816

Congressional Committees or USDA.817

IX.  Statutory and Executive Order Reviews818

A.  Executive Order 12866819

Pursuant to Executive Order 12866, entitled Regulatory Planning and Review (58 FR 51735,820

October 4, 1993), the Office of Management and Budget (OMB) has designated this proposed rule as a821

“significant regulatory action” under section 3(f) of the Executive Order because it may raise novel legal or822

policy issues arising out of legal mandates, the President’s priorities, or the principles set forth in the823

Executive Order.  This action was therefore submitted to OMB for review under this Executive Order, and824

any changes to this document made at the suggestion of OMB have been documented in the public docket825

for this rulemaking.826

In addition, EPA has prepared an economic analysis of the potential regulatory impacts of this827

proposed action on those affected, which is contained in a document entitled “Economic Analysis of the828

Proposed Pesticides Emergency Exemption Process Revisions.”  A copy of this Economic Analysis is829

available in the public docket for this action and is briefly summarized here.830

EPA is considering these improvements in an effort to reduce the burden to both the applicants and831

EPA, and to allow for quicker decisions by the Agency, while maintaining health and safety requirements. 832

As such, this proposed action is not expected to cause any significant adverse economic impacts if833

implemented as proposed.  This proposed action would only potentially affect Federal, State, or Territorial834

government agency that can petition EPA for an emergency use authorization under FIFRA section 18.  It835

would therefore have no direct impacts on local governments, small entities, pesticide producers or on836

government entities that may be registrants of pesticide products, and would have no direct impacts on any837

other sector of the economy.838

The only significant impacts expected would be burden reductions to States and Federal agencies in839
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the application process for emergency exemptions, and to EPA in the review process, as well as quicker840

responses to emergency conditions.  As detailed in the Economic Analysis prepared for this proposed rule,841

based on predicted future applications affected by the proposed revisions, EPA estimates the annual842

combined savings for applicants and EPA of around $1.7 million, a little over $1.2 million from re-843

certification and about $0.5 million from changing to the loss-based method of determining SEL.844

B.  Paperwork Reduction Act (PRA)845

This action does not impose any new information collection burden that would require additional846

approval by OMB under the Paperwork Reduction Act (PRA), 44 USC 3501 et seq.  This proposed rule847

is expected to reduce the existing burden that is approved under OMB Control No. 2070-0032 (EPA ICR848

No. 596), which covers the information collection activities contained in the existing regulations at 40 CFR849

part 166, and under the pilot program announced April 23, 2003 (68 FR 20145).  A copy of the OMB850

approved Information Collection Request (ICR) has been placed in the public docket for this rulemaking,851

and the Agency’s estimated burden reduction is presented in the EA that has been prepared for this852

proposed rule.853

Under the PRA, "burden" means the total time, effort, or financial resources expended by persons854

to generate, maintain, retain, or disclose or provide information to or for a Federal agency.  This includes855

the time needed to review instructions; develop, acquire, install, and utilize technology and systems for the856

purposes of collecting, validating, and verifying information, processing and maintaining information, and857

disclosing and providing information; adjust the existing ways to comply with any previously applicable858

instructions and requirements; train personnel to be able to respond to a collection of information; search859

data sources; complete and review the collection of information; and transmit or otherwise disclose the860

information.  861

An agency may not conduct or sponsor, and a person is not required to respond to an information862

collection request unless it displays a currently valid OMB control number.  The OMB control numbers for863

EPA’s regulations in 40 CFR, after appearing in the preamble of the final rule, are listed in 40 CFR part 9864

and included on any related collection instrument (e.g., form or survey).865

Submit any comments on the Agency's need for this information, the accuracy of the provided866

burden estimates, and any suggested methods for minimizing respondent burden, including the use of867

automated collection techniques, along with your comments on the proposed rule.  The Agency will868

consider any comments related to the information collection requirements contained in this proposal as it869

develops a final rule.  Any changes to the burden estimate for the ICR will be effectuated with the final rule.870

C.  Regulatory Flexibility Act871

Pursuant to section 605(b) of the Regulatory Flexibility Act (RFA), 5 USC 601 et seq., the Agency872

hereby certifies that this proposal will not have a significant adverse economic impact on a substantial873

number of small entities.  This action will only directly impact State and Federal agencies, neither of which874

qualify as a small entity under the RFA.  This proposal does not have any direct adverse impacts on small875

businesses, small non-profit organizations, or small local governments.  Section 18 only applies to Federal876
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and State governments.877

D.  Unfunded Mandates Reform Act878

Under Title II of the Unfunded Mandates Reform Act of 1995 (UMRA) (Public Law 104-4), EPA879

has determined that this action does not contain a Federal mandate that may result in expenditures of $100880

million or more for State, local, and tribal governments, in the aggregate, or the private sector in any one881

year.  This proposed rule only applies to Federal and State government agencies, the only entities that can882

petition the EPA under FIFRA section 18.  As described in Unit IX.A., this proposed rule is expected to883

result in an overall reduction of existing costs for applicants and EPA of around $1.7 million.  As such, this884

action will not impact local or tribal governments or the private sector, and will not significantly or uniquely885

affect small governments.  Accordingly, this rule is not subject to the requirements of sections 202, 203,886

204, and 205 of UMRA.887

E.  Executive Order 13132 888

Pursuant to Executive Order 13132, entitled Federalism (64 FR 43255, August 10, 1999),  EPA889

has determined that this proposed rule does not have “federalism implications,” because it will not have890

substantial direct effects on the states, on the relationship between the national government and the states,891

or on the distribution of power and responsibilities among the various levels of government, as specified in892

the Order.  As indicated above, this proposed rule is expected to reduce burden on Federal and States893

government agencies that petition EPA under FIFRA section 18, and on EPA in processing the894

applications.  Thus, Executive Order 13132 does not apply to this proposed rule.  In the spirit of the Order,895

and consistent with EPA policy to promote communications between the Agency and State governments,896

EPA has specifically solicited comment from State officials.897

F.  Executive Order 13175898

As required by Executive Order 13175, entitled Consultation and Coordination with Indian899

Tribal Governments (65 FR 67249, November 6, 2000), EPA has determined that this proposed rule900

does not have tribal implications because it will not have any affect on tribal governments, on the901

relationship between the Federal government and the Indian tribes, or on the distribution of power and902

responsibilities between the Federal government and Indian tribes, as specified in the Order.  As indicated903

above, this proposed rule only applies to State and Federal government agencies.  FIFRA section 18 does904

not apply to tribal governments.  Thus, Executive Order 13175 does not apply to this proposed rule.905

G.  Executive Order 13211906

This proposed rule is not subject to Executive Order 13211, Actions concerning Regulations907

that Significantly Affect Energy Supply, Distribution, or Use (66 FR 28355, May 22, 2001) because it908

is not designated as an “economically significant” regulatory action as defined by Executive Order 12866909

(see Unit XI.A.), nor is it likely to have any significant adverse effect on the supply, distribution, or use of910

energy.911
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H.  Executive Order 13045912

Executive Order 13045, entitled Protection of Children from Environmental Health Risks and913

Safety Risks (62 FR 19885, April 23, 1997) does not apply to this proposed rule because this action is not914

designated as an “economically significant” regulatory action as defined by Executive Order 12866 (see915

Unit XI.A.), nor does it establish an environmental standard, or otherwise have a disproportionate effect on916

children.917

I.  National Technology Transfer and Advancement Act918

Section 12(d) of the National Technology Transfer and Advancement Act of 1995 (NTTAA), 15919

USC 272 note) directs EPA to use voluntary consensus standards in its regulatory activities unless to do so920

would be inconsistent with applicable law or impractical.  Voluntary consensus standards are technical921

standards (e.g., materials specifications, test methods, sampling procedures, etc.) that are developed or922

adopted by voluntary consensus standards bodies.  This proposed rule does not impose any technical923

standards that would require EPA to consider any voluntary consensus standards.924

J. Executive Order 12898925

This proposed rule does not have an adverse impact on the environmental and health conditions in926

low-income and minority communities.  Therefore, under Executive Order 12898, entitled Federal Actions927

to Address Environmental Justice in Minority Populations and Low-Income Populations (59 FR928

7629, February 16, 1994), the Agency has not considered environmental justice-related issues. 929

List of Subjects in 40 CFR Part 166930

Environmental protection, pesticides, emergency exemptions.931

 Dated:____________________932

________________________________________________933

Administrator934

Therefore, it is proposed that 40 CFR chapter I be amended as follows:935

PART 166 --[AMENDED]936

1. The authority citation for part 166 would continue to read as follows:937

Authority:  7 U.S.C. 136-136y.938

2. By [amendatory instructions will be added after FAR.]939
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§166.2 Types of exemptions.940

(b) Quarantine exemption. A quarantine exemption may be authorized in an emergency condition to941

control the introduction or spread of any pest that is an invasive species, or is otherwise new to or942

not theretofore known to be widely prevalent or distributed within and throughout the United States943

and its territories.944

§166.3 Definitions.945

(a) The term the Act means the Federal Insecticide, Fungicide, and Rodenticide Act, as amended,946

7 U.S.C. 136 et. seq.947

(d)(3)(i) Involves the introduction or dissemination of an invasive species or a pest new to or not948

theretofore known to be widely prevalent or distributed within or throughout the United States and949

its territories; or  950

(e) The term first food use refers to the use of a pesticide on a food or in a manner which951

otherwise would be expected to result in residues in a food, if no tolerance or exemption from the952

requirement of a tolerance for residues of the pesticide on any food has been established for the953

pesticide under section 408 (b) (2) and (c) (2) of the Federal Food, Drug, and Cosmetic Act.954

(h) The term significant economic loss means that, compared to the situation without the pest955

emergency and despite the best efforts of the affected persons, the emergency conditions at the956

specific use site identified in the application are reasonably expected to cause losses meeting any of957

the following criteria:  958

(1) For pest activity that primarily affects the current crop, one or more of the following:959

(i) crop yield loss greater than or equal to 20 percent;960

 (ii) economic loss, including revenue losses and cost increases, greater than or961

equal to 20 percent of gross revenues;962

 (iii) economic loss, including revenue losses and cost increases, greater than or963

equal to 50 percent of net revenues;964

(2) For all other pest activity, substantial loss or impairment of capital assets, or a loss that965

would affect the long-term financial viability expected from the productive activity.966

(k) The term invasive species means, with respect to a particular ecosystem, any species that is not967

native to that ecosystem, and whose introduction does or is likely to cause economic or968

environmental harm or harm to human health.969

(l) The term IR-4 program refers to the Interregional Research Project No. 4, which is a970

cooperative effort of the state land grant universities, the U.S. Department of Agriculture (USDA)971

and EPA, to address the chronic shortage of pest control options for minor crops, which are972

generally of too small an acreage to provide economic incentive for registration by the crop973

protection industry.974
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§ 166.20 Application for a specific, quarantine, or public health exemption.975

(a)(2)(i)(A) A copy of the label(s) if a specific product(s) is/are requested; or the formulation(s)976

requested if a specific product is not desired; and977

Under § 166.20(a)(3), insert new item (iv); accordingly renumber items (iv, v, and vi) to be (v, vi, and vii);978

revise the new item (vii); and add new items (viii and ix), to read as follows:979

(iv) The maximum number of applications;980

(v) The total acreage or other appropriate unit proposed to be treated;981

(vi) The total amount of pesticide proposed to be used in terms of both active982

ingredient and product;983

(vii) All applicable restrictions and requirements concerning the proposed use which984

may not appear on labeling;985

(viii) The duration of the proposed use; and986

(ix) Earliest possible harvest dates.987

(a)(9) Acknowledgment by registrant. The application shall contain a statement by the registrants of988

all pesticide products proposed for use acknowledging that a request has been made to the Agency989

for use of the pesticide under this section. This acknowledgment shall include a statement of support990

for the requested use, including the expected availability of adequate quantities of the requested991

product under the use scenario proposed by the applicant(s); and the status of the registration in992

regard to the requested use including appropriate petition numbers, or of the registrant’s intentions993

regarding the registration of the use.994

(b)(4) A discussion of the anticipated significant economic loss, together with data and other995

information supporting the discussion, that addresses one or more of the following, as appropriate:996

(i) crop yield or utilized yield reasonably anticipated in the absence of the emergency and997

expected losses in quantity due to the emergency;998

(ii) the information in (i) of this paragraph plus prices reasonably anticipated in the absence999

of the emergency and changes in prices and/or production costs due to the emergency;1000

(iii) the information in (ii) of this paragraph plus operating costs reasonably anticipated in the1001

absence of the emergency;1002

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

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

(5) Re-certification of an emergency condition.  Applicants for specific exemptions for which the1005

emergency condition could reasonably be expected to continue for longer than one year, and for1006
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which the exemption was granted for the same pesticide at the same site to the same applicant the1007

previous year, but no more than twice, may submit less information by basing such application on1008

previously submitted information.  For applications for such exemptions, except for applications1009

subject to public notice pursuant to §166.24(a)(1)-(5) of this part, the information requirements of1010

paragraphs (a)(1) through (a)(10) of this section, and of paragraphs (b)(1) through (b)(4) of this1011

section, shall not apply where the applicant certifies that all of the following are true:1012

(i) The emergency condition described in the preceding year’s application continues to1013

exist;1014

(ii ) Except as expressly identified, all information submitted in the preceding year’s1015

application is still accurate; 1016

(iii) Except as expressly identified, the proposed conditions of use are identical to the1017

conditions of use EPA approved for the preceding year;1018

(iv) Any conditions or limitations on the eligibility for re-certification identified in the1019

preceding year’s notice of approval of the emergency exemption have been satisfied.1020

§ 166.24 Public notice of receipt of application and opportunity for public comment.1021

(a) Publication requirement. The Administrator shall issue a notice of receipt in the Federal Register1022

for a specific, quarantine, or public health exemption and request public comment when any one of1023

the following criteria is met:1024

(a)(6)(i) An emergency exemption has been requested or approved for that use in any 3 previous1025

years, or any 5 previous years if the use is supported by the IR-4 program, and1026

§ 166.25 Agency Review.1027

(a)(2)  The Agency’s ability and intention to establish a time-limited tolerance(s) or exemption(s)1028

from the requirement of a tolerance for any pesticide residues resulting from the authorized use,1029

identifying the level of permissible residues in or on food or feed resulting from the proposed use;1030

(a)(4) The potential risks to human health, endangered or threatened species, beneficial organisms,1031

and the environment from the proposed use.1032

(b)(2)(ii) The progress which has been made toward registration of the proposed use, if a repeated1033

specific or public health exemption is sought.  It shall be presumed that if a complete application for1034

registration of a use, which has been under a specific or public health exemption for any 3 previous1035

years, or any 5 previous years if the use is supported for registration by the IR-4 program, has not1036

been submitted, reasonable progress towards registration has not been made.1037

§ 166.30  Notice of Agency Decision.1038

(a)(1) Incomplete applications. The Agency may discontinue the processing of any application that1039

does not address all of the requirements of §166.20 until such time the additional information is1040

submitted by the applicant.1041
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Remove §166.30(b) Notification of FDA, USDA, and State health officials, and accordingly re-label item1042

(c) Federal Register Publication as item (b).1043

§166.32 Reporting and recordkeeping requirements for specific, quarantine, and public health1044

exemptions.1045

(b) Interim and Final reports. A final report summarizing the results of pesticide use under any1046

specific, quarantine, or public health exemption must be submitted to the Agency within 6 months1047

from the expiration of the exemption unless otherwise specified by the Agency.  For quarantine1048

exemptions granted for longer than one year, interim reports must be submitted annually.  When an1049

application for renewal of the exemption is submitted before the expiration of the exemption or1050

before submission of the final report, an interim report must be submitted with the application.  The1051

information in interim and final reports shall include all of the following:1052

§ 166.40 Authorization.1053

(a) An unpredictable emergency condition exists; and1054

add new item (c)1055

(c) EPA has provided verbal confirmation that, for food uses, a tolerance or exemption from the1056

requirement of a tolerance can be established in a timely manner, responsive to the projected1057

timeframe of use of the chemical and harvest of the commodity, and that, for any use, the Agency1058

has no other risk-based objection.1059

§ 166.43 Notice to EPA and registrants or basic manufacturers.1060

(a)(1) The State or Federal Agency issuing the crisis exemption must notify the Administrator, and1061

receive verbal confirmation from EPA required in §166.40(c), in advance of utilization of the crisis1062

provisions.  EPA will attempt to provide such confirmation as quickly as possible, but shall notify1063

the applicant of its determination within 36 hours.1064

(b)(1) The name of the product and active ingredient authorized for use, along with the common1065

name and CAS number if available, including a copy of the EPA registered label and use directions1066

appropriate to the authorized use;1067

(b)(4) The date on which the pesticide use is to begin and the date when the use will end;1068

(b)(5) An estimate of the level of residues of the pesticide expected to result from use under the1069

crisis exemption;1070

Revise, and add new items (6), (7), and (8) under §166.43(b)1071

(b)(6) Earliest anticipated harvest date of the treated commodity;1072
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(b)(7) Description of the emergency situation; and1073

(b)(8) Any other pertinent information available at the time. 1074

Delete §166.47 Notification of FDA, USDA, and State health officials.1075

§166.49 Public notice of crisis exemptions.1076

(a) Periodic notices.  At least quarterly, the Administrator shall issue a notice in the Federal Register1077

announcing issuance of crisis exemptions.  The notice shall contain all of the following: 1078

(1) The name of the applicant;1079

(2) The pesticide authorized for use;1080

(3) The crop or site to be treated; and1081

(4) The name, address, and telephone number of a person in the Agency who can provide1082

further information.1083

[FR Doc. 03-?????   Filed ??-??-03; 8:45 am]1084

 BILLING CODE 6560-50-S1085
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Economic Analysis

I. Background for the Proposed Rule:

EPA is proposing several revisions to the regulations at 40 CFR part 166, which govern such FIFRA
section 18 emergency exemptions.  The most significant of these proposed improvements are two revisions
intended to streamline and improve the application and review process by reducing the burden to both
applicants and the EPA, allowing for quicker decisions by the Agency, and providing for more equitable
determinations of “significant economic loss” as the  basis for an emergency.  These two proposals are
currently being employed in limited pilot programs.  The first would allow applicants for certain exemptions
to re-certify that the emergency conditions which initially qualified for an exemption continue to exist in the
second and third years.  The second proposal would allow greater flexibility in the submission of data to
demonstrate significant economic loss (SEL) and corresponds to a change in methodology 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
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 human health and the environment.

A. Overall Approach:

This is primarily a cost saving rule, reducing burden on states and on EPA.  In conducting the economic
analysis the Agency is analyzing 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. Benefits–estimating cost 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 analysis demonstrates that the proposed rule
would result in considerable cost savings to the applicants and some savings to EPA.  

2. Impacts–comparing findings of SEL (significant economic loss) under the current and proposed
methods for determining SEL.  The analysis demonstrates that there would be no change in the
overall likelihood of a SEL finding, although 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-certification: The Agency believes that most candidates for re-certification can be registered
relatively quickly.  This will allow applicants for certain repeat exemptions to re-certify that the
emergency conditions which initially qualified for an exemption continue to exist in the second and
third years.  The applicants’ own certification that the emergency situation is ongoing, along 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
this way, the burden associated with the application process for select repeat requests will be
significantly reduced.  In addition, re-certification will often allow EPA to make quicker decisions
on exemption requests.

2. Determination of Significant Economic Loss (SEL):  In developing a more appropriate
methodology for determining SEL, the Agency considered three factors: 

a. To focus the determination of losses due to emergencies caused by urgent and non-routine
pest problems on existing conditions.  The current methodology may confound the issue with
past price volatility and may result in an inappropriate criterion of significant economic loss. 
Historical data have been used to provide a baseline for estimating both normal profits and
variation 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 weather conditions may lead to pest outbreaks, the weather
conditions themselves should not influence the calculation or significance of loss. 
Similarly, many crops have demonstrated high price variability or significant changes in
price over the past several years.

(2) Historical data are often affected by the emergency condition.  Pest pressure
related to the emergency condition in previous years (even if not significant) may reduce
revenues and distort the estimation of baseline revenues and variation.  For example,
historical 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
historical data are affected by both the revenue-decreasing emergency condition and
revenue-increasing use of the requested pesticide, which will not necessarily equally
offset each other.

(3) Historical data may be unavailable in many states for minor and new crops.
(4) The focus on historical data may make it difficult to demonstrate some pest-

related losses.  While pest damage usually results in a loss in 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 perennial crops may result in
losses over several years.  These types of losses have not fit well under the present
method of analysis.
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b. To increase transparency and establish more consistent measures of economic loss. In the
current revenue variation method, crops with high yield variability (such as many non-
irrigated crops) or with high price variability must have high pest losses to meet the criterion
of SEL compared to crops with stable yields and prices.  Therefore, this criterion may be
unfair to  farmers already facing high yield and price risk while inappropriately granting
exemptions to farmers of low-risk crops with minor pest losses .

c. To reduce the burden of data collection and analysis on the part of the states and the
Agency.  In many cases a decision can be made with less information, thus speeding
decisions for these cases and permitting more resources to be devoted to more complex
situations.

C. Description of the Current Revenue Variation Method

The revenue variation method defines an economic loss as significant if it would cause expected net
revenue to fall below the minimum historical net revenue over a period of typically five years.  In some cases,
past yields and/or prices may be considered to be outside normal bounds.  For example, drought may
reduce yields such that one year in the data cannot be considered typical.  Analysts may use judgement to
eliminate outliers from the determination of the minimum net revenue.

The economic consequences of the emergency are determined separately.  In most cases, yield losses
are predicted, but the impacts may also include quality losses or increases in pest control costs.  For
example, an unusual pest outbreak might be controlled by multiple applications of a registered pesticide
when typically only one application would be necessary.   If 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 considered significant.

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

The loss-based approach uses the same methodology to calculate the economic consequences of an
unusual pest outbreak.  States will still have to submit data to demonstrate the emergency nature of the
outbreak and the expected losses in quantity, quality and/or additional production costs.    The proposed
approach would provide applicants with greater flexibility in establishing the baseline scenario.  Even though
5 years of historical economic data are not required under the proposed approach, applicants may continue
to utilize historical data to establish baseline 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
significance of that loss, rather than comparing losses to past revenues.  The goal of the criterion is to
compare losses to expected farm income in a manner that can be easily measured.  Further, successive
screening levels have been chosen that will permit situations that clearly qualify to be resolved quickly and
with a minimum of data.
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1. Tier Thresholds

Tier 1, Yield loss $ 20%:  The first screen is based on crop yield 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. The yield loss threshold in Tier 1
will be the same for all crops and regions.  This threshold is set at a level such that a loss which exceeds the
threshold would generally also meet the thresholds in Tiers 2 and 3, if the additional economic data were
submitted and analyzed.  Therefore, for large yield losses it 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
available, registered alternative.

Tier 2, Economic Loss $ 20% of Gross Revenues:  For situations with yield losses that do not meet
the yield loss criterion for Tier 1, EPA will evaluate estimates of economic loss as a percent of gross revenue
in Tier 2.  Economic losses result not only from yield losses, but also from causes such as quality losses and
changes in production costs, including pest control, harvesting, sorting and processing.  EPA will conclude
that a significant loss will occur if the projected losses due to the emergency condition are verified to be 20%
of expected gross revenues or higher.  This threshold will be the same for all crops and regions.  Quality
losses occur when damage results such that the commodity fails to meet the market standards for a high-
value segment (e.g., export or fresh market) and must be sold in a lower value outlet (e.g., domestic or
processed market).  Quality losses can occur without loss in quantity or can occur in conjunction with yield
losses.  This tier will also consider losses due to higher production costs.  Higher production costs could
include additional pest control costs, for example, mechanical weeding, or additional harvest costs, for
example, sorting into different grades.  However, these costs must be a result 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 situations in which
losses do not meet the criteria for Tiers 1 and 2, EPA will evaluate estimates of economic loss as a percent
of net revenue in Tier 3 .  Economic losses are defined as in Tier 2.  EPA will conclude that a significant loss
will occur if the projected losses due to the emergency condition are 50% of expected net revenues or
higher.  This threshold will be the same for all 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
considers 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
costs overstate grower income, but believes the facility of measurement and verification make it a more
useful measure.

Losses that do not fit into this general pattern will be evaluated on a case-by-case basis.  For example,
damage to perennial crops that may result in losses over several years could be evaluated as a loss in capital
or in returns on an investment, depending on the situation.  In those cases, the states must submit data
appropriate to their case.
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2. Basis for Tier Thresholds

The choice of thresholds 20%, 20%, and 50% is based on the following three considerations.

a. Farm income

The tier thresholds are based on average farm income and production expenses for the USA.  The
latest annual 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.  See table below.

Table 1.  Aggregate Farm Income and Costs for 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  $191.4  80.2%
   Operating Costs  $136.1  $134.8  $136.5  $140.4  $147.0  $139.0  58.2%
   Fixed Costs  $51.5  $51.7  $51.8  $53.3  $53.7  $52.4  22.0%

Net Revenue = 
gross revenue - operating costs

 $102.0  $97.3  $98.0  $101.3  $99.5  $99.6  41.8%

Net Farm Income =
gross revenue - 
total production cost

 $50.5  $45.6  $46.2  $48.0  $45.7  $47.2  19.8%

Source: USDA Agricultural Statistics, 2003.

An economic loss of 20% of gross revenue would be sufficient to eliminate net farm income, which is
on average about 20% of gross revenue.  A yield loss of 20% results in economic loss of 20% or more of
gross revenue.

Since net farm income is a little less than 50% of net revenue, an economic loss that is 50% of net
revenue would be sufficient to eliminate net farm income.

b. Retrospective Analysis

In addition, a retrospective analysis was done on past emergency exemptions and the results are shown
in Figure 1.  To qualify as a SEL under a direct use (without subjective judgement) of the revenue variation
approach, 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 analysis:
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(1) Tiers 1 and 2. The average and median economic losses that would have qualified as a
SEL under the current method (i.e. calculated thresholds of losses) were about 18%
and 15% of gross revenue, respectively. 

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

Since the first 2 tiers are screening thresholds, these thresholds were rounded up to 20% to be a little
more stringent, with the idea being that if they did not pass Tiers 1 or 2, they could qualify with Tier 3.  Tier
3 compares losses to net revenue (gross revenue minus operating costs).

c. Neutral to Likelihood of a SEL

The proposed approach is not expected to significantly change the likelihood of an application
qualifying for a SEL.  That is, approximately the same number of emergency requests that qualified for a
SEL using the current revenue variation approach, would have qualified using the proposed loss-based
(tiered) approach, although there would be differences in individual cases.  That is, some cases would have
qualified for a SEL under the proposed method that did not qualify under the current method and visa-versa
with the total number qualifying being the about the same with both methods.  See Section IIIE, Comparison
of Findings.  EPA believes that the differences in which cases qualify would be more equitable and consistent
under the proposed method.

E. Statutory and Regulatory Requirements:

1.  Statutory Provisions: FIFRA, Section 18

FIFRA generally prohibits the sale and distribution of any pesticide product, unless it has been
registered by EPA in accordance with section 3.  One exception to this general prohibition is section 18 of
FIFRA, which gives the Administrator of EPA broad authority to exempt any Federal or State agency from
any provision of FIFRA if the Administrator 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. 
Generally, these regulations allow a Federal or State agency to apply for an exemption to allow a use of a
pesticide that is not registered when such use is necessary to alleviate an emergency condition.  A State, as
defined by FIFRA section 2(aa), means a State, the District of Columbia, the Commonwealth of Puerto
Rico, the Virgin Islands, Guam, the Trust Territory of the Pacific Islands and American Samoa.  The
regulations set forth information requirements, procedures, and standards for EPA's approval or denial of
such exemptions.

II. Methodology of Economic Analysis
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A. Purpose of EA (economic analysis)

The purpose of this EA is to evaluate the costs and benefits of the proposed rule change.  The EA:

1. Compares findings (both the overall likelihood of a finding and the findings for individual cases) to
determine if there would be an impact with substantially different conclusions under more flexible
data requirements, given changes in guidance for evaluating SEL.  The analysis indicates that there
would be virtually no impact in the overall likelihood of a finding of SEL, and that small
differences in findings for individual cases would be more equitable.

2. To estimate the cost savings of the rule as a result of :
a. More flexible data requirements for determining SEL (significant economic loss).
b. Reduced data requirements for re-certification of emergency conditions.

B. Significant Economic Loss (SEL)

1. SEL Database.  The first step in this analysis was to populate a database of SEL findings under
different approaches.  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 populate the
SEL database used for this analysis.

2. Cost Savings Analysis.  

a. Number of cases qualifying.  With the SEL database EPA determined the number of cases
which would have qualified as a SEL under each Tier.  Then EPA assumed the same
proportion would qualify in the future.  A significant economic loss (SEL) is defined as a loss
that would pass any one of the following tiers:
Tier 1 - Yield loss $ 20%.  Significant cost savings for both states and EPA.
Tier 2 - Economic loss as a percent of gross revenue $ 20%.  This tier also covers quality
losses and cost increases.  Economic loss is defined as loss in revenue from yield and quality
losses plus increased costs as a result of the emergency, such as increased pest control or
harvesting costs.  This tier would also save resources because production costs other than
cost increases are not required.
Tier 3 - Economic loss as a percent of net revenue $ 50%.  This tier also considers the
impact on net revenue.  This tier 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.  This tier 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 costs included in the submitted data.    Therefore, BEAD assumes that the resource
requirements would be comparable to the  revenue variation method.
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b. Cost saving per case.  Using ICRs (information collection requests) and expert opinion from
scientists in EPA, the agency estimated the savings.

c. Estimate cost impacts.  The agency can estimate 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 respective tier, i.e.:

3 (cost savings for Tiers 1 & 2 requests) X (number of cases qualifying for Tiers 1 & 2)

This calculation 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, states claiming yield losses in excess of 20% may still decide to submit price and
production cost data in case EPA’s evaluation suggests that yield losses will be less severe. 
This calculation also assumes that there will be no savings under Tier 3, although more
flexible data requirements may mean that applicants will be able to provide adequate
baseline data more easily than under the revenue variation method.

3. Comparison of SEL Findings.  The database can also be used to compare findings with respect
to the likelihood of a SEL finding and the findings in individual cases.  The database provides
what the findings:
a. Would be with a direct use (without judgement) of revenue variation method,
b. Would have been with the proposed loss-based approach given data submitted under the

current methodology, and
c. What they actually were determined to be by the analyst.

C. Re-certification

To estimate the potential cost savings EPA estimated the:
1. Number of section 18s that would have been eligible for re-certification.  EPA assumes that the

same proportion will be eligible in the future.
2. Resources required by the state and EPA for a full application & review compared to a review

with re-certification.



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

1 BEAD is the Biological and Economic Analysis Division of the Office of Pesticide Programs of
EPA.  BEAD does the biological 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

III. Results of the Analysis of Proposed Method for Determining SEL

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

Table 2.  Summary of emergency exemption requests received by EPA annually, and the numbers
of requests used in the Economic Assessment for the section 18 proposed rule.

Set of exemption requests Average
Annual
Number

Comments

Total exemption requests received/year 541 Includes all specific, quarantine, public health, and
crisis exemption requests

Number of specific exemption requests
received/year

500 The proposed process revisions only apply to
specific exemptions

Number of specific exemption requests
received/year for which bio/econ analysis is done

95 The Biological and Economic Analysis Division
(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 specific exemption requests
received/year for which bio/econ analysis is done,
AND for which we have complete data to do
comparative analysis of revenue variation and
loss-based methods

45 BEAD keeps a database in which analysts record
certain data from the application, the results of the
revenue variation method, and the analyst’s SEL
conclusion.  However, in some cases the data is
incomplete

Number of specific exemption requests
receieved/year for which bio/econ analysis is done,
AND for which we have complete data to do
comparative analysis of revenue variation and
loss-based methods, AND for which we have the
analyst’s SEL conclusion available in the database

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 FY2000-FY2003.  Each set of exemption requests is a
subset of the set(s) described in the row(s) above it.

B. Dataset

1. Number of Applications Received for specific exemptions from 2000 through 2003 averaged
about 500 annually.  This average is assumed to be the likely number of applications to be
received in the future.  (EPA, 2003b)  The proposed rule only applies to specific exemption
requests.

2. Number of Applications Reviewed for SEL by BEAD1  from 2000 through 2003 averaged about
95 annually for specific exemptions only.  This average is assumed to be the likely number of
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applications to be reviewed by BEAD for SEL  in the future.  A BEAD review for SEL was
conducted on less than one-fifth of the applications received.  Many requests are not reviewed by
BEAD for SEL for various reasons such as repeat requests, low risk, and similar conditions to
granted requests from another state.  (EPA, 2003a)

3. SEL Database
a. As explained above, this database derived from SEL spreadsheet templates was used to

estimate the likelihood of an application qualifying for a SEL
(1) as recommended by the analyst using the current method, including the analyst’s

judgement,
(2) under a direct use of the revenue variation method without the analyst’judgement or

conclusion, and
(3) under the loss-based method, given data submitted under the current methodology.

b. The SEL database contains information from 181 (45 per year) SEL spreadsheets compiled
in the course of the BEAD review covering almost one-half 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 a number of reasons including:
(1) Incomplete data submitted by the applicant.
(2) Determination by the biologist that there was not an emergency condition.
(3) Withdrawal of request by the applicant.
(4) The revenue variation methodology was not appropriate for the situation. 

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

4. Specific exemption requests eligible for self-certification are estimated to be about 130  per year. 
(EPA, 2003b)

5. ICR (Information Collection 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. Losses Qualifying as a SEL under the Revenue Variation Method.

To qualify as a SEL under the revenue variation method, the loss should cause expected net revenue
as a result of the emergency to fall below the minimum net revenue over a period of 5 years.  This loss
threshold  is calculated as a percent of gross revenue as follows:

baseline net revenue  - minimum revenue over past 5 years
baseline gross revenue
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The chart below presents the frequency distribution of the losses as a percent of gross revenue that

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

This frequency distribution 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 qualified as
having a SEL under a direct interpretation (without judgement) of the revenue variation method with the
following losses as a percent of gross revenue: 

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

2. 45 (25%) requests with a loss of 10%.

3. 91 (50%–the median) requests would have qualified with a loss of 15.3%.  The other 90 would
have required losses ranging between 15.3 % and 60% to qualify with a SEL.

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

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

6. Conclusion.  A consistent standard of loss (as the proposed loss-based method) that would
qualify as a SEL would be more equitable.
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7. Average.  The average calculated loss 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
distribution.  The calculated loss threshold is the loss minimum loss required to qualify as a SEL.

D. Cost Savings as a Result of Changing Data Requirements for Determining SEL 

1. Requests Passing Each Tier with a Finding of a SEL.  Table 3 below shows the percent and
number of requests that would have qualified for a SEL under the proposed loss-based method,
given data submitted under the current methodology2.
a. About 55%  would qualify for Tier 1 and would not require economic data nor an economic

review.
b. Another 10%  that would not qualify for Tier 1 would qualify for Tier 2 and not require

production cost data.
c. Another 15% would qualify only for Tier 3, for which we assume no savings compared to

the current method.
d. No savings are assumed for requests not qualifying for any tier.
e. EPA receives about 500 specific exemption requests per year.  Of these about 95 are

reviewed for SEL.  Therefore, the annual applicant savings are based on 500 requests
submitted, while the annual EPA savings are based 95 applications reviewed for SEL.
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Table 3.  Requests Likely to Pass Each Tier Using the Loss-based Method

Tier Threshold Required Data &
Analysis

Requests likely to pass tier*

% Total* Bio/Econ*

Tier 1 $ 20% yield loss Yield loss 55% 276 52

Tier 2, but not
Tier 1

Loss $ 20% gross
revenue

Yield loss + prices, cost
changes & gross revenue

10.5% 53 10

Tier 3, but not
Tiers 1 & 2

Loss $ 50% of net
revenue

All of the above +
operating cost & net

revenue

15.5% 77 15

Requests passing any tier 81% 406 77

Requests not passing any tier 19% 94 18

Total 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.

2. Cost Savings for the Applicants (States).  The table below estimates the application cost savings
that are likely to occur as a result 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 a cost of $54 per hour or over $5000 per application.  Of this 99 hours, an
estimated 74 hours is spent processing, compiling, reviewing, and providing all 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
application qualifies for a SEL in Tier 1, the economic data would not be required, thus
saving almost 19 hours or almost $1000 per application.  For 276 applications that are likely
to qualify under Tier 1, the savings would be almost $276,000.

b. If an applicant qualifies for a SEL under Tier 2, but not under Tier 1,  limited economic data
is required.    EPA assumes that this limited data would require about half 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 all data under the current method – about 9
hours or $500 per application.  With about 53 applications that are likely to qualify for a
SEL in Tier 2, but not Tier 1, and that would provide limited economic data, the savings
would be almost $26,500.

c. 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 applicant
may provide historical data to establish a baseline from which to calculate the loss.  Also, no
savings are assumed for requests with no finding of SEL.
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d. EPA estimates the total annual savings to the applicants to be almost 5,600 hours or over
$300,000.

Table 4.  Cost Savings for Applicants from Proposed Loss-based Method

Applicant
Current Cost Savings as a Result of Qualifying for a SEL

Under:

Application Data * Tier 1 Tier 2 Total Savings

Avg wage rate $54 per hour

% savings 25% 12.5%

Hour/application 99 74 18.5 9.25

Applications/year 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

Total $ 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. Cost Savings for EPA.  The table below estimates the review cost savings that are likely to occur
as a result 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 hours to review the biological
and economic data in order to determine if there is an emergency condition and a SEL3. 
Most of the time is 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 a cost of $67.25 per hour the biologic and economic
review costs almost $1900 per application, with the economic analysis costing about $470.

b. If the application qualifies for 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 annually for 52
applications likely to qualify for a SEL in Tier 1.

c. If an applicant qualifies for a SEL under Tier 2, a limited economic review would be
required.  EPA estimates that this limited review would require about 40% of the normal
time to do a full economic analysis 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 almost $1,900 for 10 applications that are likely to qualify for a SEL in Tier 2.



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

15

d. EPA makes the conservative assumption that there would be no savings in the review of Tier
3, including those requests with no finding of SEL.

e. EPA estimates the total annual savings of the biologic and economic review to be almost 400
hours or about $26,000.

Table 5.  Cost Savings for EPA from Proposed Loss-based Method

EPA
Current Cost Savings as a Result of Qualifying for a SEL

Under:

EPA Biologic &
Economic

Tier 1 Tier 2 Total
Savings

Avg wage rate $67.25 per hour

Savings 25% 10%

Hours/application 108 28 7 2.8

# of applications 95 95 52 10 62

Total 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. Total Saving.  EPA estimates the total potential savings for the states and EPA combined to be
about a third of a million dollars as a result of changing data requirements and using the loss-
based method of determining SEL.

E. Comparison 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 analyst actually concluded using judgement.

a. The analyst found a SEL a higher percentage of time (83%) than a direct use of the  revenue
variation method would indicate (72%).  The higher findings of a SEL by the analyst were
mainly the result of the analyst eliminating outliers where past revenues were very low due to
unusual conditions.   Such outliers distort typical conditions and the loss as a result of the
emergency condition would have to be overly large to qualify for a SEL.  By eliminating the
outliers, the historical data is more indicative of normal conditions and the calculated
threshold needed to qualify as a SEL is less biased.
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b. The percent of time the loss qualified as a SEL under the loss-based method (given that the
data were submitted under the present methodology) was closer to what the analysts found
than what a direct use of the revenue variation method found.  Since the loss-based method
is less affected by outliers in the historical data4, it is less dependent on subjective decisions
of the analyst.  

Table 6.  Comparison of Findings

Finding

Number and Likelihood of a Finding

Current Method Proposed Method

Actual by Analyst* Revenue Variation* Loss-based

 SEL  86   (83%)  131  (72%)  147   (81%)

 No SEL  17   (17%)  50   (28%)  34   (19%)

 Total Observations*
 2000-03

103 181 181

* 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 outliers in 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 a direct use of the revenue variation method would have determined.
b. What the analyst actually determined.
c. What the loss-based method would have determined.

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

Table 7.  Cross Agreement of Findings 
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Cross Agreement of Findings
based on 103 observations 2000-03*

% Agreement
SEL no SEL total

Analyst with Revenue Variation Method 76% 14% 90%
Analyst with Loss-based Method 82% 6% 88%
Revenue Variation Method with Loss-based Method 76% 6% 82%
Analyst with Revenue Variation & Loss-based Methods 74% 6% 80%

  * Out of 181 observations, the finding of the analyst is known in 103 cases.

3. Conclusions of comparisons.  The two tables above demonstrate that changing from the current
method to the proposed loss-based method would:  

a. Not cause a significant change in the overall likelihood of a SEL finding as compared to the
current revenue variation method as modified by analyst judgement such as eliminating
outliers.  The analyst made a finding of SEL in 83% of the cases studied, while the loss-
based method would have found a SEL in 81% of cases.

b. Result in some different findings in individual cases.  The analyst and the loss-based method
arrived at different conclusions 12% of the time.  In a few cases the analyst found a SEL with
a yield 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 a yield loss greater than
20% because these losses were not sufficient to cause the net revenue to fall below the
lowest net revenue of the past 5 years.  In some cases there was not good data on the
expected yield loss, so a judgement was made whether or not the expected loss would
exceed the minimum loss needed to qualify as significant with the revenue variation method.
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IV. Results of Analysis of Re-certification

A. Applicant (States) Savings
The table below estimates the likely savings to the applicants from re-certification.  The calculations

are similar to the cost savings analysis of the loss-based method for determining SEL.  If an applicant re-
certifies, data will not be required, thus saving the 74 hours that the ICR estimates is needed to provide the
data, thus saving about $4000 per application.  EPA estimates that about130 applications per year may
qualify for re-certification resulting in a total savings to the applicants of over $0.5 million per year.

Table 8.  Cost Savings to Applicants from Re-certification

Applicant Current Cost Savings from Re-certification

Average wage rate $54 per hour

Hours per application 99 74 75%

Number of applications 500 130

Total 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 repeat requests
that would have qualified for re-certification are currently not as thoroughly reviewed as new requests, the
EPA savings would not be as great as the applicants’.  EPA estimates (conservatively low) that it would
save about 10% of the average time it currently takes to review an application.  According to the ICR it
takes about 108 hours to review an application, thus savings for EPA would be almost 11 hours or over
$700 per application, with a total annual savings of over 1,400 hours or $94,000.
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Table 9.  Cost Savings to EPA from Re-certification

EPA Current Average Cost Savings from Re-certification

Average wage rate $67.25 per hour

Hours per application 108 11 10%

Number of applications 500 130

Total hours 54,000 1,404

$ per application $7,263 $726

Total $ per year $3,631,500 $94,419

C. Total Savings from Re-certification.  EPA estimates the annual 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 $ millions in the table below:

Table 10.  Summary of Cost Savings

Savings Loss-based Method 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 provision.  The total savings from the loss-based method are about a third of a million dollars, and
from re-certification are over $600,000 for a grand total of almost $1 million.

By entities.  The total savings to the applicant and EPA are over $800,000 and $100,000,
respectively, for a grand total of almost $1 million.
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VI. Information Collection Request (ICR)

This economic analysis is based on the ICR for emergency exemptions (EPA, 2000).  The provisions
of the proposed rule only reduce the paperwork burdens as estimated in this economic analysis.  Therefore,
the current ICR is still valid and provides an estimate of the paperwork burden for those applications that
would not benefit from the proposed rule.  For the applicants that benefit from the proposed rule, the burden
will be reduced.  The applicants that benefit include:

1. Those qualifying for self-certification
2. Those applicants who can show a SEL in Tiers 1 or 2 of the loss-based method.

In those applications where the applicant burden is reduced, EPA’s burden is also reduced.

VII. Limitations of Analysis

A. Total 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 applications would benefit from the
savings of the loss-based method would be slightly less as a result of economic data and analysis 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 usually require less time to prepare, the savings
from re-certification would be slightly less for the applicant.  However, this double counting of savings
is likely to be small because repeat applications benefitting from re-certification are not likely to be the
same applications that would benefit from the loss-based method.

B. Average Savings.  This analysis was based on average hours and costs required to prepare and review
applications.  However, such costs vary widely.  The costs to prepare and review a first-time
application for an emergency exemption are likely to be higher.  Since these first-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
repeat applications are likely to be less.  Since repeat applications are more likely to benefit from the
savings of re-certification, the savings from re-certification are likely to be over estimated for the
applicants. Since EPA has no basis to differentiate the costs of first time vs. repeat applications, it did
not fully attempt to do so, 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.

C. Unrealized Savings.  Some applicants that qualify for Tier 1 or 2 of the loss-based method may not
realize their potential savings because they might provide additional data in case they do not pass those
tiers.  Similarly, some applicants that would qualify for re-certification may not take advantage of it. 
However, with almost no experience from the pilot program, EPA has no basis to estimate these
unrealized savings.  Instead, EPA has estimated the potential saving applicants could realize if they
chose to do so.
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D. 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.  Several factors were used to help make some of these
assumptions.  For example, the 74 hours required to provide data is the basis of the savings for re-
certification.  Other savings are possible from other parts of the application that are likely be simpler,
but were not estimated.  Therefore, the savings from re-certification may be underestimated. 
However, repeat applications are likely to be less costly, thus offsetting this underestimation.

E. Conclusions.  In spite of these limitations, the conclusions are valid .  There should be substantial
savings from re-certification and from changing data requirements for determining SEL.  Increasing
flexibility in the data requirements in conjunction with changing the methodology for determining SEL
will also increase fairness, openness and objectivity.

VIII. Conclusions

A. Benefits

1. Cost Savings.  EPA estimates substantial cost savings to applicants and some savings to 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 analysis would change the magnitude of the savings estimates, but would not change the
conclusion that there will be cost savings.

2. Transparency, Consistency, and Equity.   EPA believes that the determination of SEL under the
loss-based method will be more consistent and transparent.  Currently, differences in variations in
revenue result in differences in the magnitude of the losses that would qualify as SEL.  To avoid
extremes in inequities, analysts use judgement; however, such judgement is not consistent nor
transparent.  By reducing judgement the loss-based method is more transparent.  With
established thresholds for SEL, the loss-based method is also more consistent and equitable. 
EPA believes decision making will be improved under the proposed method.

3. Timeliness.  Reduced analysis by EPA means more timely decisions on emergency exemptions.

B. Impacts.  There are no costs associated with the proposed rule, only cost savings.  With respect to the
proposed loss-based method, our analysis shows that the overall likelihood of a finding of SEL would
not be changed.  However, in individual 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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