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Chapter One

1 Purpose of' the Manual

The purpose of this manual is to provide guidance to pesticide regulatory
personnel on the substantive and procedural requirements necessary for
ensuring compliance and preparing enforcement cases under the Federal
Insecticide, Fungicide, and Rodenticide Act, as amended (FIFRA).

The manual describes the processes of case development and judicial pro-
ceedings including the analyzing of evidence collected during a compliance
inspection to determine its sufficiency to document a suspected violation;
issuing of an enforcement action; presenting evidence in an adjudicatory
hearing; and monitoring compliance with consent decrees.

Reservation

The policies and procedures set forth herein and the internal office proce-
dures adopted pursuant hereto are intended solely for the guidance of U.S.
Environmental Protection Agency personnel. These policies and procedures
are not intended to be relied upon to create a right or benefit (substan-
tive or procedural) enforceable at law by a party to litigation with the
United States Envirommental Protection Agency. The Agency reserves the
right to take any action alleged to be at variance with these policies and
procedures or that is not in compliance with internal office procedures.

The Update System

As revised or additional material is developed for the manual, it will be
distributed to all manual holders. A transmittal form will accompany and
explain these changes. The revised or additional pages will be identical
to the original page, but with added identification at the bottom of the

page.
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Chapter One Overview

When revisions entail the addition of pages into the manual (i.e., when
three pages in the manual are replaced by five pages), the additional pages
will be numbered as follows:

Original numbering: 3-3, 3-4, 3-5, 3-6, etc.
Addition of pages: 3-3, 3~4, 3-5a, 3-5b, 3-5¢, 3-6, etc.

This system will allow updates to be made quickly and easily and will ;void'
disruption of the chapters. New material will be numbered sequentially by
chapter. '

Comnon Acronyms and Abbreviations Used in this Manual

C.F.R. — Code of deerai Regulations |

CROP — Consolidated Rules of Practice

-EPA —-.Inited States -Environmental -Protection -Agency

FDA ~— Food and Drug Administration

FIFRA ~- Pederal Insecticide, Fungicide, and Rodenticide Act, as smended
HQCDO — Headquarters Case Development Officer

OLEC —— Office of Legal and Enforcement Counsel

PTSCMS — Pesticides and Toxic Substances Compliance Monitoring Staff
RCDO — Regional Case Development Officer

RD — BRegistration Division

RUP — Restricted Use Pesticide

SSURO — Stop Sale, Use, or Removal Order

UeSeCe = United States Code

YIVEL Gompliance/Eaforcement = —oaldence Fanoal 1953



Chapter One

2 Overview of the Act

The Federal Insecticide, Fungicide, and Rodenticide Act, Public Law 92-516
(1972), as amended by Public Law 94-140 (1975), Public Law 95~-396 (1978),
and Public Law 96-539 (1980) was passed by Congress as the primary statute
for pesticide control and regulation. The Act, referred to as “FIFRA,” is
codified in Title 7 of the United States Code. Regulations promulgated
pursuant to the Act are found at 40 C.F.R. Parts 162 through 180.

Purpose and Scope

FIFRA and its amendments are designed to provide for pre-market clearance
of pesticides and post-market surveillance of pesticides and pesticidal

devices to ensure prevention of unreasonable adverse effects upon human
health or the environment. Under FIFRA, the term “pesticides” includes:

e Substances (other ‘than "new animal drugs”™ or animal feeds) intended
for preventing, destroying, mitigating, or repelling any "pest”
defined to include organisms ranging from viruses and bacteria to
rodents; and

e Substances intended for use as plant regulators, defoliants, or
dessicants.

The Act prohibits (subject to certain exceptions) any individusl from ..
distributing, selling, offering or holding for sale, shipping, delivering
for shipment, or receiving and (having so received) delivering or -offering
to deliver any pesticide product not registered with the Administrator.of

EPA. Registration may be refused, restricted, suspended, or cancelled: ty
the Administrator where appropriate to ensure protection of the enviton-

ment. Under the Act, all producers of pesticides and pesticidal devic.c;:
are required to register their establishments with the td-iniotrltor.

FIFRA Case Proceedings Manual 1-3 Guidance Manual “_—» 1983



Chapter Ome Overview of the Act

Products Not Subject to the Act

Certain products are not classified as pesticides and, therefore, are not
subject to the Act. They include:

'«o Deodorizers, bleaching agents, and cleaning agents for which no
pesticidal claims are made;

e Paints and other formulated coatings that are treated with fungi-
cides to protect the coating itself and that bear no claims for
protecting other. surfaces or objects;

e Building material products (such as lumber, fiber boards, adhe-
sives, and caulking material) that have been treated to protect the
material itself against pests and for which no pesticidal claims
are made as to protecting other surfaces or objects;

e Fabric products that have been treated to pfotect the fabric itself
from insects, fungi, or other pests .and for which no pesticidal
-.claims are made .as. to protection of other surfaces or objects;

e Pertilizers and other plant nutrients; and

o Intermediate substances intended for the production of a pesticide
product by chemical reaction with other substances.

Authorities and Responsibilities

““The - Administrator.of -EPA is authorized to administer the Act in a reason-
gble and prudent manner, often considering the economic, social, and
environmental costs and benefits of actions taken under FIFRA. Within EPA,
several offices are responsible for providing national guidance for FIFRA
compliance enforcement activities. These offices and their responsibili-
ties are discussed in Chapter Two.

- ““Synopsis Of the Act

FIFRA authorizes the registration of pesticides as well a8 pesticide-
producing facilities. Specific authorities are provided for the inspection
of establishments, books, and records. The Act also provides for classifi-
cation of pesticides for gemeral use or restricted use; certification of

- .mpplicators for restricted use pesticides;.issusnce ofﬁa:pe:tngntnl use

- peralits; snd promulgation -of pesticide application standards. Protection
is afforded trade secrets and certain other business information deemed
confidential by the registration applicant. Provisions are made under the
Act for imposition of civil or criminal penalties.

YIFil Gomplisnce/Eforcemsnt I —SaTdsnce Hannal 19835



Chapter One Overview of the Act

Procedures for issuing a stop sale, use, or removal order (SSURO) or
seizing violative pesticides or devices are detailed. The statute also
provides authority to enter into cooperative agreements with the States.
These sections of FIFRA are briefly reviewed below.

Registration of Pesticides (Section 3)

Applications for registration must include information relating to the
labeling of the pesticide as well as the labeling itself, a statement of
all claims made by the manufacturer, and directions for using the pesti-
cide. The Administrator is required to publish guidelines for the
submission of information in support of the application. In general, an
application will be approved when the information submitted supports the
assertion that the pesticide will perform its claimed function(s) and indi-
cates that the pesticide will not present an unreasonable risk to the

environment when used properly. The Administrator is required to classify
all pesticides for either gemeral or restricted use or both; may condition-
ally register pesticide products that are identical or substantially
similar to those currently registered; and may approve new and added uses
of currently registered pesticides. The Administrator is required to
accomplish the re-registration of all pesticides in the most expeditious
manner practicable.

Use of Restricted Use Pesticides; Certified Applicators (Section 4)

EPA must establish standards for the certification of pesticide appli-
cators. For those States that do nmot have a State certification plan
approved by the Administrator, the Agency is to conduct its own certifica-
tion program for pesticide_ applicators. Approval of a State's certi-
fication program may be withdrawn if the Administrator determines that the
State program is not being administered in sccordance with the terms of the
approval.

Experimental Use Permits (Section 5)

Any person may apply to the Administrator for an experimental use permit
for a pesticide. Approval of the experimental use permit is conditional
upon the Agency's review of the application and all required supporting
data, as well as the applicant's need for information to support the regis-
tration. The permit may specify terms and conditions deemed appropriate by
the Administrator. Should these terms or conditions be violated, or inade-
quate to avoid an unreasonable adverse effect on the environment, the
permit may be revoked.

Administrative Review; Suspension (Section 6)

The Administrator shall cancel the registration five years from the date of
registration unless the registrant or other interested person requests the
continuance of the registration in accord with re-registration regulations

FIFEA Compliance/Enforcement 1-5 Gaidance Manual 1983



Chapter One Overview of the Act

prescribed by the Administrator. The Administrator may cancel or change
the classification of a registered pesticide if it is determined that its
labeling or other material required to be submitted is not in compliaace
with the Act or if the pesticide causes unreasonable adverse effects to tne
environment. The Act requires that notice of the order be sent to the
registrant and be made public. A hearing to dispute the order must be
provided to any person adversely affected by the notice. The Administrator
can also cancel a registration that was issued conditionally if the regis-
trant fails to meet any condition imposed or fails to initiate and pursue
appropriate action toward fulfilling any condition imposed. Section 6
further provides that if a pesticide is determined to be an imminent hazard
during the .period required for cancellation or change of registration
proceeding, its use may be immediately suspended by the Administrator upon
proper notice and availability of an expedited hearing.

Registration of Establishments (Section 7)

Any establishment producing pesticides, active ingredients used in produc-
- ing pesticides, or pesticidal devices must be registered with the

- Administrator. - Inforsation. .submitted in ‘this registration process, other
than the names of the pesticides or active ingredients used in producing
pesticides, will be subject to the confidentiality provisions of Section
10.

Books and Records (Section 8)

The Administrator may prescribe regulations requiring producers to maintain
records pertaining to their operation as well as pesticide and device
records considered necessary for the enforcement of the Act. Financial
data, sales data other than shipment data, pricing data, personnel data,
-and vesearch data other than: data relating to-a registered pesticide or

- pending registration are exempt from this rule. Inspection and copying of
shipping records or, in the absence thereof, records relating to shipment
are permitted upon presentation of proper credentials by a duly authorized
employee of EPA or any State.

Inspection of Establishments (Section 9)

FIFRA muthorizes, upon presentation -of ;proper: credentials and motice, the
inspection (at reasonable times) of establishments or other places where
pesticides and devices are held for distribution or sale. A written
notice, detailing the reason for the inspection and noting whether a viola-
tion of the lav is suspected, must be presented prior to entry. Inspectors
may obtain samples of any pesticides or devices that are packaged, labeled,
and released for shipment and samples of any such containers and labeling.
.Jf npecessary, -warrants say:be obtained from a district court to gain -entry,
4nspect, .acd -veproduce -certain -records-relating to pesticides or devices,
or to seize any pesticide or device. For minor violations, a written
notice of warning may be issued.

¥IfRA Compliance/Enforcement 1-6 ~Gualdance Hanoal 1983



Chapter One Overview of the Act

4.

Protection of Trade Secrets and Other Information (Section 10)

This section of FIFRA provides for the protection of trade secrets and
certain business information obtained under FIFRA. Applicants may claim
information as confidential or dispute the release by the Administrator of
any information the manufacturer feels is confidential. United States
employees who willfully disclose trade secrets are subject to criminal
penalties.

Standards Applicable to Pesticide Applicators (Section 11)

Separate standards for licensing and certification are established for
commercial and private applicators. Private applicators are not required
to maintain any records or to file any reports.

Unlawful Acts (Section 12)

Section 12 establishes the acts that are unlawful under FIFRA. These
include, inter alia, registration, labeling, and use violations. See

Chapter Seven for a complete listing.

Stop Sale, Use, or Removal and Seizure (Section 13)

The Administrator may issue a stop sale, use, or removal order under the
following circumstances:

e When, based on inspection or tests, there is reason to believe that
a pesticide or device is in violation of the Act or will be sold or
distributed in violation of the Act; or

e When the registration of a pesticide has been cancelled or
suspended. ) S

Additionally (if certain unlawful acts are being carried out), pesticides
or devices may be seized for condemnation upon action in a district court.

Penalties (Section 14)

Any registrant, commercial applicator, wholesaler, dealer, retailer, or
other distributor who violates any provision of the Act may be assessed a
civil penalty of up to $5,000 per offense. Should any of the above-
mentioned parties knowingly or willfully violate the Act, & criminal
penalty of up to $25,000 and/or imprisonment for up to one year may be
imposed. A private applicator or other person not included above who
violates the Act after receiving a warning letter or citation for a prior
violation may receive a $1,000 civil penalty for each subsequent offense.
“For hire” applicators may be fined $500 for the first offense and $1,000

FIFEA Compliance/Enforcement 1-7 Guidance Manual 1983



Chapter One Overviewv of the Act

for each subsequent offense. Criminal penalties for private applicators
and "for hire” applicators may be a fine of up to $1,000, 30 days' impri-
sonment, or both. :

Indemnities (Section 15)

Under certain conditions EPA may make indemnity payments to persons
suffering losses due to the cancellation or suspension of a pesticide

registration.

Administrative Procedure; Judicial Review (Section 16)

District courts are given authority to review those Agency final actioms
that are not given to Agency discretion by law. These courts are also
vested with jurisdiction to enforce, prevent, and restrain violations of
the Act. United States courts of appeals have exclusive jurisdiction to
affirm or set aside an order issued by the Administrator. All judgments
entered in actions.instituted under the -Act :are 'to be published.

Imports and Exports (Sectiom 17)

Pesticides and pesticidal devices may not be imported for use in the United
States if they violate any provision of the Act. Pesticides or pesticidal
devices intended solely for export may be produced and packaged according
to purchaser specifications but will be subject to certain provisions of
Sections 2, 7, and 8 of the Act.

Exemption of Federal Aggncies (Section 18)

“‘The Administrator may exempt Federal and State agencies from any provision
of the Act under emergency conditioms.

Disposal and Transportation (Section 19)

Procedures and regulations for disposal and storage of pesticides must be
established. The Administrator will advise .and assist: the Department of
Transportation inmatters :relating to .the transportation -of ‘hazardous
materials. If a pesticide 1s cancelled under Section 6(c), the
Administrator, at the request of the pesticide owner, is to provide a safe
disposal site. Specific provisions for the disposal of unused quantities
of a cancelled pesticide must appear in the notice of cancellation.

YIFEA Compliance/Enforcement 1-8 Guldance Manual 1983



Chapter One Overview of the Act

Research and Monitoring (Section 20)

Research necessary to carrﬁ out the Act is authorized. The Administrator
will formulate and carry out a national plan to monitor pesticide exposure
and pollution.

Solicitation of Comments; Notice of Public Hearings (Section 21)

The Administrator must solicit the views of the Secretary of Agriculture
prior to publishing regulations and may solicit, from other interested
persons, views relating to any action authorized under the Act. Timely

notice of all public hearings must be published in the Federal Register.

Delegation and Cooperation (Section 22)

The Administrator may delegate to EPA employees any or all vested authority
contained in the Act. The Administrator must cooperate with other agencies
in carrying out the Act.

State Cooperation, Aid, and Training (Section 23)

The Administrator may enter into cooperative agreements with States and
Native American Indian tribes for the purposes of delegating authority to
carry out the Act and to train personnel. The Administrator also may
assist them with contracts to encourage training certified applicators.

Authority of States (Section 24)

A State may regulate the sale or use of any federally registered pesticide
or pesticidal device to meet its special needs, as long as it is in accor-
dance with the Act. The State may register new uses for registered pesti-
cides for use only in the State. The new use may not be a food or feed use
unless it is consistent with the Federal Food, Drug, and Cosmetic Act.

With just reason, the Administrator may suspend the State's authority to
register pesticides under this gection.

Authority of the Administrator (Section 25)

The Administrator may prescribe regulations to carry out the Act. Proposed
and .final regulations must be given to the Secretary of Agriculture for
comment. All comments will be published in the Federal Register on a pres-
cribed time schedule. The House and Senate Agriculture committees must
also be notified. A scientific advisory panel will comment on the regula-
tions, using the same time schedule as the Secretary of Agriculture, and
the comments will also be published in the Pederal Register.

YIFRA Compliance/Enforcement 1-9 ~Gaildance Manual 1983



Chapter Omne Overview of the Act

The Administrator has the authority to determine what is a pest, to specify
which devices are subject to the Act, to establish packaging standards for
pesticides and devices, to prescribe regulations requiring pesticides to be
colored, to establish suitable pames for use in active ingredient state-
ments, and to determine whether pesticides are toxic to human health.

State Primary Enforcement Responsibility (Section 26)

A State has the primary enforcement responsibility for pesticide use viola-

tions (primacy) if the State laws and regulations are deemed adequate by
. the Administrator, if sufficient enforcement procedures are adopted and

used, and if the State keeps records and makes reports of such compliance
88 required by the Administrator.

A State may also obtain primacy by entering into cooperative agreement for
the enforcement of use violatiouns under Section 23 or by demomstrating that
their Section 4 certification plan meets the criteria described above.

The Administrator has primary enforcement :esponsihility for States that do
not have primacy.

Failure by the State To Assure Enforcement of State Pesticide Use
Regulations (Section 27)

The Administrator must notify the State of any significant allegations of a
pesticide use violation of the Act. If within 30 days of the referral the
State has not commenced appropriate enforcement action, EPA may bring its
own action. The Administrator is empowered to rescind primacy if it is
found that the State i1s not carrying out its pesticide use enforcement
responsibility. 1f an emergency exists and the State is unable or

- .anwilling to-respond, ‘the ‘Administrator is anthorized to take immediate

-action.

Identification of Pests; Cooperation with Department of Agriculture's
Program (Section 28)

The Administrator, in coordination with the Secretary of Agriculture, is to
identify those pests that must be controlled. ..In..addition, the

- Adwministrator: ds:to .coordinate with the Secretary -of -Agriculture's research
and implementation programs in order to determine the safest and nost
effective pesticides or control methods available.

Annual Report (Section 29)

An annual report-must -be submitted to: Congress dy the Administrator before
. . Fabrusry 16 0of each year, 1isting all the applications-for conditional

¥IFRA Compliance/Enforcement 1-10 — Guidance Manual 1983
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registration and approvals of such applications. The findings, imposi-
tions, modifications, and quantities of each conditionally registered
pesticide that is produced must be included.
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Chapter One

3 Federal Insecticide, Fungicide, and
Rodenticide Act (As Amended)

(Pablile Law 92.916, 920d Congress. H.R. 10729, Ocsober 21, 1972
as amssmdled by

Publie Low 94-51, 94¢h Congrem, H.R. 6387, July 2, 1975;

Public Law 94-109, 9%4ch Congram, S. 1375, Octeber 10, 197%;

Public Law 94-140, 94¢th Congress, H.R. $841, November 28, 1975; ~

Public Law 95-251, 95¢h Congress, H.R. 6975, March 27, 1978:

Public Law 95-396. 95t Coagress, S. 1673, Septamber 30, 1978:

Public Low 96539, 9%th Coagress, December 17, 1980)

An Act

86 STAT. 973-999

To amend the Federal Insecticide, Fungicide, and Rodenticide Act, and for
other purposes.

Federal Be it enacted by the Senate and House Represeniatives of the United States
Emiroemenial  of America in Congress assembled, That this Act may be cited as the *‘Federal
(“o!‘r;;t;l A Environmental Pesticide Control Act of 1972."°

o . -

Amendments to Federal Insecticide, Fungicide, and Rodenticide Act

61 Stat. 16): Sec. 2. The Federal insecticide, Fungicide, and Rodenticide Act (7 U.S.C. 136
78 S 1%0. el seq.) is amended to read as follows:

*“SECTION 1. SHORT- TITLE AND TABLE OF CONTENTS.

(a) Short Title — This Act may be cited as the ‘Federal Insecticide, -
Fungicide, and Rodenticide Act’.

(b) Table of Contents — P.L. 93-396;
*‘Section 1. Short title and table of contents. 92 Star. W38,
“(a) Short title. ’ . . -
*(b) Table of contents. ,.(S) xe“u?:::::d
“Sec. 2. Definitions. “(s) Person.
":ab) A;tive ingredient. “(1) Pest )
*“(b) Administrator. - o D
*(c) Adulterated. (u) Pesticide.
4 *(d) Animal gv)) l;::’n resul::’orp.md
; . T ; *w ucer a uce.
- (6) Cenifled sppienton. . .+ *(x) Protect health and the environ-
- *(2) Private applicator. !'.'(';;" Registrant
*(3) Commercial applicator. “(2) Re;is(mién
. **(4) Under the direct supervision “(as) Siate. '
Y “(n gﬂ?d?a':"lrm spplicator. **(bb) Unreasonable adverse effects on
g *(g) Desiccant. lh(t e)tlvaoum“ i
.. . A ¢ ssqce . .
) D court *(dd) Establishment. o
- ) Environment . (ee) To use any registered pesticide in a
(k) Fungus ) manner inconsistent with its labeling.
Bl “Sec. 3. Registration of pesticides.

‘(1) Imminent hazard. ‘(@) Requirement.

**{m) lnert ingredient. . :
o : (b) Exemptions.
"::; ::gce:iuem statement. ) () P:r;esd:n for mr:;t:n
o : . . tement required.
p) !::,bf 'l;'::lhb'h"s' (2) Data in support of registra-
: ¢ tion. .

*(2) Labeling.
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Chapter Ome

**(3) Time for acting with respect “'Scc. 11. Standards applicable to pesiicide ap-
to application. plicavors.
**(4) Notice of application. **(a) In general.
**(5) Approval of registration. “(b) Separate standards.
*(6) Denial of registration. . *Sec. 12. Unlawful acts.
*(7) Registration under special cir- . “a) In ‘encral.
cumstances. *(b) Exemptions.
- . **(8) Interim ldmlnmratwe review - ““Sec. 13. Stop sale, use, removal, and seizure.
(d) Classification of pesticides. “‘(a) Stop sale, etc., orders.
(1) Classification for general use, **(b) Seizure.
restricted use, or both. *(c) Disposition after condemnation.
**(2) Change in classification. *(d) Court costs, €tc.
**(3) Change in classification from **Sec. 14. Penalties. .
restricted use to general use. *(a) Civil penaities.
*(¢) Products with same formuiation “M In
and claims. - *(2) Private lpplncator
‘(N Miscellaneous. *(3) Hearing.
: **(1) Effect of change of labeling *(4) Determination of penalty.
or formulation. *“*(5) References to Attorney
*(2) Registration not a defense. General.
*(3) Authority to consult other *(b) Criminal penalties.
Federal agencies. “{1) In general.
: ‘“(g) Reregistration of pesticides. ¢ *(2) Private applicator.
“Sec. 4. Use of restricted use pesticides; certified * *(3) Disclosure of information.
applicators. *(4) Acts of officers, agents, etc.
‘“(a) Certification procedure. : **Sce. 15. Indemnities.
*(1) Federal certification. **(a) Reguirement.
*(2) State certification. *“(b) Amount of payment.
**(b) State plans. *(1) In general.
+'(c) [Instruction in integrated pest *(2) Special rule.
- management:techniques. *Sec. 16, ‘Administrative procedure; judicial
*Sec. S. Experimental use permits. reu:w
*‘(a) Issuance. **(a)} District court review.
‘*(b) Temporary tolerance level. *“(b) Review by Court of Appeals.
*“(c) Use under permit. ‘(c) Jurisdiction of district courts.
*(d) Studies. *(d) Notice of judgments.
" *e) Revocation. “*See. 17. Imports snd exports.
‘(D State issuance of permits. ‘(a) Pesticides and devices intended for
*(g) Exemption for agricultural research export.
agencies. ‘tb) Cancellation notices furnished to
**Sec. 6. Administrative review; suspension., . foreign governments.
“(a) Cancellation afier five years. *(c) Imponation of pesticides and de-
*(1) Progedure.’ - vices. :
*(2) Information. ‘“(d) Cooperation in international
*(b) Canceilation and change in classifi- efforis.
cation. ‘“(c) Regulations.
*¢c) Suspension. “*Sec. 18. Exemption of Federal agencies.
**(1) Order. “*Sev. 19. Disposal and transportation.
*(2) Expedite heunng **(a) Pracedures.
*%3) -Emergency .order. . . "'th) -:Advice 10 Secretary of Transporta-
**t4) Judicial review. thon,
e U} “‘Public-hearings-and scientific re- ") “Provisions Tor unused quantities.
view. - N “Sec. 20. Research and monitoring.
‘(e) Coqd_monal‘ registration. : “(a) Research.
(0 Judicial review. “(b) National monitoring plan.
**Sec. 7. Registration of establishments. “(c) Monitoring.
(@) Requirements. *Sec. 21. Solicitation of comments; notice of

‘(b) Registration.

. . ’
‘“(c) Information required. H public hearings.

*Sec. 22. Delegation and cooperation.

“(d) Confidential records and informa- “(a) Delegation.
tion. .
“ (b) Coopersation.
Sec. 8..‘ Books and records. "Scc 23. Scate cooperstion, aid, and training.
(a) Requirement. T a) Muw
1) inspection. - -*4b) Contracts for training.
| mgec 9 lwmofm& “*%c) “4mformation and education.
::(l) in general. *Sec. 24. Authority of States.
(b)_ Warrants. .~ _ “Sec. 23. Authority of Administrator.

) Enforcement.

(1) Certification of facts to Al- @ Q&Muom

wwenecy General, e, )
*(2) Notice not required. _ - ~0) Cﬂcor‘ml committees.
**{3) Warning notices. o) Exemption ’m_ .
“*Sev. 10. Protection of trade secrets and other - ..“) Other mﬁc ity.
information. “Sec. 26 Scienti rymeaf pnell
. *(a) In general. ‘ - bility. - State prima orcement responsi-
- ) Disclosure. L Sec 2V, el by the: -
’ ~‘.:fl)) Limitations. o “‘!‘s:”’{‘s‘r‘;mm:’!ghtm on
**(¢) Disclosure to contractors. : $; coopera
“(N Penalty for disclosure by Federal }',g:coglﬂmem of Amwhm s program.
'QT;';. Disclosure to foreign and multi- :.s's:‘c g? m: . o
national pesticide producers. . ton for appropriations.’’.
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“SEC. 2. DEFINITIONS. . | »UNC 138

‘*For purposes of this Act—

‘*(a) Active Ingredient.—The term ‘active ingredient’ means—

‘(1) in the case of a pesticide other than a plant regulator, defoliant,
or desiccant, an ingredient which will prevent, destroy, repel, or
mitigate any pest;

**(2) in the case of a plant regulator, an ingredient which, through
physiological action, will accelerate or retard the rate of growth or rate
of maturation or otherwise aiter the behavior of ornamental or crop
plants or the product thereof;

*‘(3) in the case of a defoliant, an ingredient which will cause the
leaves or foliage 1o drop from a plant; and

**(4) in the case of a desiccant, an ingredient which will artificially ac-
celerate the drying of plant tissue.

‘(b) Administrator.—The term ‘Administrator’ means the Administrator .
of the Environmental Protection Agency.

‘‘(c) Adulterated.—The term ‘adulterated’ applies to any pesticide if:

*(1) its strength or purity falls below the professed standard of quali-
ty as expressed on its labeling under which it is sold;

‘*(2) any substance has been substituted wholly or in part for the
pesticide; or

“(3) any valuable constituent of the pesticide has been wholly or in
part absiracted.

*(d) Animal.—The term ‘animal’ means all vertebrate and invertebrate
species, including but not limited to man and other mammals, birds, fish, and
the shellfish.

‘‘(e) Certified Applicator, Etc.—

*(1) Certified applicator.—The term ‘certified applicator’ means any
individual who is certified under section 4 as authorized to use or super- 7 usc 3.
vise the use of any pesticide which is classified for restricted use. Any p.L. 956
applicator who holds or applies registered pesticides, or use dilutions of 92 Sar. 819.
registered pesticides consistent with section 2(ee) of this Act, only to
provide a service of controlling pests without delivering any unapplied
pesticide (o any person so served is not deemed to be a seller or
distributor of pesticides under this Act.

*(2) Private applicator.—The term ‘private applicator’ means a cer-
tified applicator who uses or supervises the use of any pesticide which is

" classified for redtricted use for purposes of producing any agricultural
commodity on property owned or rented by him or his employer or (if
applied without compensation other than trading of personal services
between producers' of agricuitural commodities) on the property of
another person.

*(3) Commercial applrcaror —The term ‘commercial applicator’
means an applicator (whether or not he is private applicator with respect
to some uses) who uses or supervises the use of any pesticide which is
classified for restricted use for any purpose or on any property other
than as provided by paragraph (2).

‘“(4) Under the direct supervision of a certified applicator.—Unless
otherwise prescribed by its labeling, a pesticide shall be considered to be
applied under the direct supervision of a certified applicator if it is ap-
plied by a competent person acting under the instructions and contro! of
a certified applicator who is available if and when needed, even though
such certified applicator is not physically present at the time and place
the pesticide is applied.

‘(N Defoliani.—The term ‘defoliant’ means any substance or mixture of
substances intended for causing the leaves or foliage (o drop from a plant,
with or without causing abscission.
© *“g) Desiccant.—The term ‘desiccant’ means any substance or mixture of
substances intended for antificially accelerating the drying of plant tissue.

*“(h) Device.—The term ‘device’ means any instrument or contrivance

(olher than a fircarm) which is inended for trapping, destroying, repelling, or
miligating any pest or any other form of plant or animal life (other than man
and other than bacteria, virus, or other m:uootgamsm on or in living man or
other living animals); but not including cquipment used for the apphcauon of
pesticides when sold separately therefrom.

**(i) District Couri.—The term ‘district court’ means a United States
district court, the District Court of Guam, the District Court of the Virgin
_Islands, and the highest court of American Samoa.,

**(j) Environmeni.—The term ‘environment® includes water, air, land, and
all plants and man and other animals living therein, and the interrelationships
which exist among these.
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**(k) Fungus.—The term ‘fungus’ means any non-chlorophyli-bearing
thallophyte (that is, any non-chlorophyli-bearing plant of a lower order than
mosses and liverworts), as for exampie, rust, smut, mildew, mold, yeas:, and
bacteria, except those on or in living man or other animals and those on or in
processed food, beverages, or pharmaceuticals.

“) imminent Hazard.—The term ‘imminent hazard’ means a situation
which exists when the continued use of a pesticide during the time required for
cancellation proceeding would be likely to result in unreasonable adverse ef-
fects on the environment or will involve unreasonable hazard to the survival of
a species declared endangered by the Secretary of the Interior under Public

Law 91-13S.
2 gy 275, *¢m) Inert Ingredien;.—The term ‘‘inert ingredient’ means an ingredient
16 11N MG L which is not active.

*(n) Ingredient Statement.—The term ‘ingredient statement’ means a state-
ment which. contains—

*(1) the-name and percentage -of each active ingredient, and the total
percentage of all inert ingredients, in_the pesticide; and

**(2) if the pesticide contains arsenic in any form, a statement of the
percentages of total and wa(er soluble arsemc. calculated as elementary
arsenic.

**(0) Inseci.—The term ‘insect’ means any of the numerous small in-.
vertebrate animals generally having the body more or less obviously
segmented, for the most part belonging to the class insecta, comprising six-
legged, usually winged forms, as for example, beetles, bugs, bees, flies, and to
other allied classes of arthropods whose members are wingless and usually
have more than six legs, as for example, spiders, mites, ticks, centipedes, and
-wood lice.

**(p):Labdei.and Labeling. —

(1) Label.—The 1erm ‘label’ means the written, printed, or graphic
matter on. or attached to, the pesticide or device or any of its containers
or wrap

*“(2) Labelmg —The term ‘‘labeling’ means all labels and all other
written, printed, or graphlc matter—

**(A) accompanying the pesnclde or device at any time; or

‘(B) to which reference is made on the label or in literature ac-
companying the pesticide or device, except to current official
publications of the Environmental Protection Agency, the United
States Departments of Agriculture and Interior, the Department of
Health, Education, and Welfare, State experiment stations, State
agricultural colieges, and other similiar Federal or State institutions
or agencies authonzed by law to conduct research in the field of
pesticides.

*(q) Misbranded. —

*(1) A-pesticide ‘s 'misbranded il—

**(A) its:labeling bears any.statement . design, ‘or graphic represen-
tation relative thereto or to its ingredients which is false or
misleading in any particular;

**(B) it is contained in a package or other container or wrapping
which does not conform to the standards established by the Ad-

TN M ministrator pursvant to section 25(cX3);
*4(C) it is an imitation of, or is offered for sale under the name of,
: another pesuude.
TUSC 1M ‘(D) its label does not bear the re;mnnon number assigned
- under section 7 (0 each establishment in which it was produced;

“*(E) any word, statement, or other information required by or

Mmmny of this /Act:to:appearon the fabel-or tabeling is not

~~prominently.placed thereon with such: conspicuousness (ss'compared

with other words, statements, designs, or graphic matter in the label-
ing) and in such terms as to render it likely to be read and understood

:'y'dlhe ordinary individual under customary conditions of purchase

uu‘
*‘(F) the labeling accompanying it does not contain directions for
use which are necessary for effecting the purpose for which the
product is intended and if complied with, together with any re-

T USC 136, quirements imposed under section 3(d) of this Act, are adequate to
,-protect heaith and the environment;
* . *%G) the /lnbel .does MOt CONIRIN A WETRING O ‘caution statement
- -whhich-mzy-be necessary-and-if compiled-with, ‘together with any re-
7 USC 1368 quirements imposed under section 3{d) of this Act, is adequate to
protect health and the environment; or
P.L. 93-396: 92 Sumt. 819; *‘(H) in the case of a pesticide not registered in accordance with
7 USC 136s. section 3 of this Act and intended for export, the label does not con-

tain, in words prominently placed thereon with such conspicuousness
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(as compared with other words, statements, designs, or graphic mat-
ter in the labeling) as to render it likely to be noted by the ordinary
individual under customary conditions of purchase and use, the
following: ‘Not Registered for Use in the United States of America’.
‘“(2) A pesticide is misbranded if—

“(A) the label does not bear an ingredient statement on that part
of the immediate container (and on the outside container or wrapper
of the retail package, if there be one, through which the ingredient
statement on the immediate container cannot be clearly read) which
is presented or displayed under customary conditions of purchase,

_except that a pesticide is not misbranded under this subparagraph if:
**(i) the size of form of the immediate container, or the outside
container or wrapper of the retail package, makes it impracticable
to place the ingredient statement on the part which is presented or
displayed under customary conditions of purchase: and
*(ii) the ingredient statement appears prominently on another
part of the immediate container, or outside container or wrapper,
permitied by the Administrator;

“(B) the labeling does not contain a statement of the use
classification under which the product is registered;

(C) there is not affixed to its container, and to the outside con-
tainer or wrapper of the retail package, if there be one, through
which the required information on the immediate container cannot
be clearly read, a label bearing—

**(i) the name and address of the producer, registrant, or per-
son for whom produced;

. “(li‘i’) the name, brand, or trademark under which the pesticide

is sold;

‘“(iii) the net weight or measure of the content; Provided, That
the Administrator may permit reasonable variations; and

‘*(iv) when required by regulation of the Administrator to ef-
fectuate the purposes of this Act, the registration number as-
sig:lled to the pesticide under this Act, and the use classification;
an

*(D) the pesticide contains any substance or substances in quan-
tities highly toxic to man, uniess the label shall bear, in addition to
any other matter required by this Act—

**(i) the skull and crossbones;

**(ii) the word ‘poison’ prominently in red on a background of
distinctly contrasting color; and

**(iii) a statement of a practical treatment (first aid or otherwise)
in case of poisoning by the pesticide.

*(r) Nematode.—The term ‘nematode’ means invertebrate animals of the
phylum nemathelminthes and class nematoda, that is, unsegmented round
worms with elongated, fusiform, or saclike bodies covered with cuticle, and
inhabiting soil, water, plants, or plant parts; may also be calied nemas or
eelworms.

‘*(s) Person.—The term ‘person’ means any individual, partnership,
association, corporation, or any organized group of persons whether incor-
porated or not.

““(t) Pest.—The term ‘pest’ means (1) any insect, rodent, nematode,
fungus, weed, or (2) any other form of terrestrial or aquatic plant or animal
life or virus, bacieria, or other micro-organism (except viruses, bacteria, or
other micro-organisms on or in living man or other living animals) which the
Administrator declares to be a pest under section 25(cX1). 7 USC 13w,

‘(u) Pesticide.—The term ‘pesticide’ means (1) any substance or mixture of P.L. %140
substances intended for preventing, destroying, repelling, or mitigating any 0 5. 734
pest, and (2) any substance or mixture of substances intended for useasa t
regulator, defoliant, or desiccant: Provided, That the term ‘pesticide’ not
include any article (1)(a) that is a ‘new animal drug’ within the meaning of sec-
tion 201(w) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321(w)),

‘or (b) that has been determined by the Secretary of Health, Education, and
Welfare not to be a new animal drug by a regulation establishing conditions of
use for the article, or (2) that is an animal feed within the meaning of section
201(x) of such Act (21 U.S.C.321(x)) bearing or containing an article covered
by clause (1) of this proviso.”’

*(v) Plant Regulator.—~The term “plant regulator’ means any substance or
mixture of substances intended, through physiological action, for accelerating
or retarding the rate of growth or rate of maturation, or for otherwise altering
the behavior of plants or the produce thereof, but shall not include substances

. to the extent that they are intended as plant nutrients, trace elemerits, nutri-
tional chemicals, plant inoculants, and soil amendments. Also, the term ‘plant
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regulator’ shall not be required to include any of such of those nutrient mix-
tures or soil amendments as are commonly. known as vitamin-hormone hor-
ticultural products, intended for improvement, maintenance, survival, health,
and propagation of plants, and as are not for pest destruction and are non-

toxic, nonpoisonous in the undiluted packaged concentration.
*(w) Producer and Produce.—~The term ‘producer’ means the person who
manufactures, prepares, compounds, propagates, Or processes any pesticide or
P.L. 93.30: device or active ingredient used in producing a pesticide. The term ‘produce’
9 Sim. M3 means to manufacture, prepare, compound, propagate, Or process any
pesticide or device, or active ingredient used in producing a pesticide. The
dilution by individuals of formulated pesticides for their own use and accor-
ding to the directions on registered labels shall not of itself result in such in-
dmduals being included in the definition of ‘producer’ for the purpaoses of this

Act "

*“(x) Protect Heallh and the Environment.—The terms *protect health and
. the environment’ and ‘protection of health and the environment’ mean protec-
tion against any unreasonable adverse effects on the environment.

**(y) Registrant.—The term ‘registrant’ means a person who has registered
any pesticide pursuant to the provisions of this Act.

. ‘(2) Registration.—The term ‘registration’ includes reregistration.

**(aa) Srate.—The term ‘State’ 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.

© *(bb) Unreasonable Adverse Effects on the Environment.—The term
‘unreasonable adverse effects on the environment’ means any unreasonable
risk to man or the environment, taking into account the economic, social, and
environmental costs and benefits of the use of any pesticide.

“*(cc): Weed.—The term ‘weed’ means any plant which grows where not

*(dd) Esiablishment.—The term ‘establishment’ means any place where a
pesticide or device or active ingredient used in producing a pesticide is
produced, or heid, for distribution or sale.

L. 93-296: *(ee) To Use Any Registered Pesticide in a Manner Inconsistent With Its
’ Labeling. —The term ‘to use.any registered pestiscide in a manner inconsistent
with its labeling’. means to use any registered pesticide in a manner not permit-
ted by the labeling: Provided, That the term shall not include (1) applying a
peiticide at any dosage, concentration, or frequency less than that specified on
the labeling, (2) applying a pesticide against any target pest not specified on
the labeling if the application is to the crop, animal, or site specified on the
‘labeling, unless the Administrator has required that the labeling specifically
state that the pesticide may be used only for the pests specified on the labeling
after the Administrator has determined that the use of the pesticide against
other pests would cause an unreasonable adverse effect on the environment,
(3) employmg any method o! apphmmw ‘the Jabeling, or (4)
‘ 2 pesticide or with.a fertilizer. when such mixture is not pro-
mem Ptvndedfmha “That the term also shall not include
7USC 134, 1360, 1360 mymofnpamdeumnfwmmmmmns 18, or 24 of this Act,or any
meofapatmdemamnnamatunummmordamtobemls
tent with the purposes of this Act: And provided further, That after March 31,
1979, the term shall not indudethenseoflpemodefotmltunlor
forestry purposes at a dilution ess than label dosage unless before or after that
date the Administrator issues a regulation or advisory opinion consistent with
7 USC 136w-4 note. Unnudyprovnded fmmmmﬂ(b)ofunFederdPMAmorlws
which regulation or advisory opinion specifically requires the use of definite
amounts of dilution.

aECaNe . - SegEC 3 REGISTRATION:OF PESTICIDES.

*(a) Requirement.—Except as othavnepmnded by this Act, no person in
any State may distribute, sell, offer for sale, bold for sale, ship, deliver for
: mmt.ammd(hlvm.nmdved)deﬁmaoﬁerwdehva.
. any person any pesticide which is not registered with the Administrator
**(b) Exemptions.—A pesticide which is oot registered with the Ad-
ministrator may be transferred if—
(1) the transfer is from one registered establishment to another
registered establishment operated by the same producer solely for
. ;packaging at:the' second entabishment or- fuu-am-ﬂ of
zmmwm‘mm
**(2) the transfer is pursuant to and in mrduu:e with the re-
quirements of an experimental use permit.
“(c) Procedure for Registration.—
(1) Statement required.—Each applicant for registration of a
pesticide shall file mth the Administrator a statement which includes—

»-

3.
g.
s
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‘“(A) the name and address of the applicant and of any other per-
son whose name will appear on the labeling;

**(B) the name of the pesticide;

*(C) a complete copy of the labeling of the pesticide, a statement
of all claims to be made for it, and any directions for its use;

**(D) except as otherwise provxded in subsection (¢)(2QXD) of this p.L. 95196
section, if requested by the Administrator, a full description of the f;f':;:a-‘
tests made and the results thereof upon which the claims are based, o
or alternatively a citation to data that appears in the public luerature

“or that previously had been submitted 10 the Administrator and that
the Administrator may consider in accordance with the following
provisions:

**(i) with respect to pesticides containing active ingredients that

are initially registered under this Act after September 30, 1978,

data submitted to support the application for the original registra-

tion of the pesticide, or an application for an amendment adding

any new use to the registration and that pertains solely to such  Etone
. mew use, shall not, without the written permission of the original ¥ ©f ¢
. dmsa submitter, be considered by the Administrator to support an

application by another person during a period of ten years follow-
ing the date the Administrator first registers the pesticides: Pro-
vided, That such permission shall not be required in the case of
defensive data;

*‘(ii) except as otherwise provided in subparagraph (DXi) of
this paragraph, with respect to data submitted after December 31,

1969, by an applicant or registrant to support an application for
registration, experimental use permit, or amendment addmg a
new use to an existing registration, to support or maintain in ef-
fect an existing registration, or for reregistration, the Adminis-
trator may, without the permission of the original data submitter,
consider any such item of data in support of an application by any
other person (hereinafter in this subparagraph referred to as the
‘applicant’) within the fifteen-year period following the date the

data were originally submitted only if the applicant has made an
offer to compensate the original data submitier and submitted Compensation.
such offer to the Administrator sccompanied by evidence of
delivery to the original data submitter of the offer. The terms and
amount of compensation may be fixed by agreement between the
original data submitter and the applicant, or, failing such agree-
ment, binding arbitration under this subparagraph. If, at theend -
of ninety days after the date of delivery to the original data sub-
mitter of the offer to compensate, the original data submitter and
the applicant have neither agreed on the amount and terms of
compensation. nor on a procedure for reaching an agreement on
the amount and terms of compensation, either person may initiate
binding arbitration proceedings by requesting the Federal Media- | arvitration.
tion and Conciliation Service to appoint an arbitrator from the
roster of arbitrators maintained by such Service. The procedure

and rules of the Service shall be applicable to the selection of such
arbitrator and to such arbitration proceedings, and the findings
and determination of the arbitrator shall be final and conclusive,
and no official or court of the United States shall have power or
jurisdiction to review any such findings and determination, except
for fraud, misrepresentation, or other misconduct by one of the
parties to the arbitration or the arbitrator where there is a verified
complaint with supporting affidavits attesting to specific in-
stances of such fraud, misrepresentation, or other misconduct.

The parties to the arbitration shall share equally in the payment of
the fee and expenses of the arbitrator. If the Administrator deter-
mines that an original data submitter has failed to participate in a
procedure for reaching an agreement or in an arbitration pro-

ceeding as required by this subparagraph, or failed to comply with
the terms of an agreement or arbitration decision concerning
compensation under this subparagraph, the original data submit-
ter shall forfeit the right to compensation for the use of the data
in support of the application. Notwithstanding any other provi-

sion of this Act, if the Administrator determines that an applicant

e

oo~

Scmon 2(b) of the Federal Peniicide At of 1978 provides, The amendment 1o section 3(:)(1)(0) of 7 USC 136s ncne.
the Federal Insecticide. Fungicide, and Rodemmde Act made by llus section shall apply with respect .
to all applications (or registration app d after September 30, 1978.
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has failed to participate in a procedure for reaching an agreement
or in an arbitration proceeding as required by this subparagraph,
 or failed to comply with the terms of an agreement or arbitration
decision concerning compensation under this subparagraph, the
Administrator shall deny the application or cancel the registration
of the pesticide in support of which the data were used without
further hearing. Before the Administrator takes action under
cither of the preceding two sentences, the Administrator shall fur-
nish to the affected person, by certified mail, notice of intent 1o
take actions and aliow fifteen days from the date of delivery of
the notice for the affected person to respond. If a registration is
denied or canceled under this subparagraph, the Administrator
may make such order ss the Administrator deems appropriate
concerning the continued sale and use of existing stocks of such
pesticide. Registration action by the Administrator shall not be
. delayed pending the fixing of compensation;

i **(iii) after expiration of any period of exclusive use and any
period for which compensation is required for the use of an item
of data under subparagraphs (DXi) and (D)ii) of this paragraph,
the Administrator may consider such item of data in support of

' an application by any other applicant without the permission of
the original data submitter and without an offer having been
received (0 compensate the original data submitter for the use of
such item of data;

“(E) the complete formula of the pesticide; and
**(F) a request that the pesticide be classified for general use, for
. .restricted use,.or for both.
. *%2) (A) Dara:in support of registration.—The Admumstntor shall
‘publish guidelines specifying the kinds of information which will be
required to support the registration of a pesticide and shall revise
such guidelines from time to time. If thereafter he requires any addi-
tional kind of information under subparagraph (B) of this
ph, he shall permit sufficient time for applicants to obtain
s such additional information. The Administrator, in establishing
e _standards for data requirements for the registration of pesticides
with respect to minor uses, shall make such standards commensurate
with the anticipated extent of use, pattern of use, and the level and
degree of potential exposure of man and the environment 10 the
pesticide. In the development of these standards, the Administrator
shall consider the economic factors of potential national volume of
use, extent of distribution. and the impact of the cost of meeting the
requirements on the incentives for any potential registrant to under-
take the development of the required data. Except as provided by
7 USC 136h. . ., -section 10, within-30:days  after the- Administrator registers a
: : '.\;Mmdausmumumnam:ommm
- “datacalled for in the registration statement together with such other
scientific information as he deems relevant to his decision.
*‘(B) Additional data to support existing registrations. ~

s @) If the Administrator determines that additional data are
o required to maintain in effect an eanun; renstntlon of a
Notification. pesticide, the Administrator shall notify all existing registrants of

the pesticide to which the determination relates and provide a list
of such registrants to any interested
‘ii) Each registrant of such llull provide evidence
within ninety days after reoapx of nokiﬁalion tlm it is taking ap-
e C A m«mmm“ mm mwm
Sd———. - . hmmuf&vdopm.nnhdaulftheyweemdadmthe
. Administrator of their intent within ninety days after notification.
Any registrant who sgrees to share in the cost of producing the
data shall be entitled to examine and rely upon such data in sup-
port of maintenance of such registration.

Arhisration. *¥iii) 1f, at the end of sixty days after advising the Ad-
ministrator of their agreement to develop jointly, or share in the
cost of developing, data, the registrants have not further agreed
on the terms of the data development. arrangement: or .on a-pro-

/- cedure for veaching such agreement. any of such registrants may

- initiste binding arbitration procecdings by requesting the Federal
Mediation and Conciliation Service to appoint an arbitrator from
the roster of arbitrators maintained by such Service. The pro-
cedure and rules of the Service shall be applicable to the selection
of such arbitrator and to such arbitration proceedings, and the
ﬁndmgs and determination of the arbnntor shall be final and
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conclusive, and no official or court of the United States shall have
power or jurisdiction to review any such findings and determina-
tion, except for fraud, misrepresentation, or other misconduct by
one of the parties to the arbitration or the arbitrator where there
is a verified complaint with supporting affidavits attesting to
specific instances of such fraud, misrepresentation, or other
misconduct. All parties to the arbitration shall share equally in the
payment of the fee and expenses of the arbitrator.

‘“(iv) Notwithstanding any other provision of this Act, if the
Administrator determines that a registrant, within the time re-
quired by the Administrator, has failed to take appropriate steps
to secure the data required under this subparagraph, to par-
ticipate in a procedure for reaching agreement concerning a joint
data development arrangement under this subparagraph or in an
arbitration proceeding as required by this subparagraph, or to
comply with the terms of an agreement or arbitration decision
concerning a joint data development arrangement under this sub-
paragraph, the Administrator may issue a notice of intent to sus-
pend such registrant’s registration of the pesticide for which addi-
tional data is required. The Administrator may include in the
notice of intent to suspend such provisions as the Administrator
deems appropriate concerning the continued sale and use of ex.
isting stocks of such pesticide. Any suspension proposed under
this subparagraph shall become final and effective at the end of
thirty days from receipt by the registrant of the notice of intent to
suspend, unless during that time a request for hearing is made by
a person adversely affected by the notice or the registrant has
satisfied the Administrator that the registrant has complied fully
with the requirements that served as a basis for the notice of in-
tent to suspend. If a hearing is requested, a hearing shall be con-
ducted under section 6(d) of this Act: Provided, That the only
matters for resolution at that hearing shall be whether the
registrant has failed to take the action that served as the basis for
the notice of intent to suspend the registration of the pesticide for
which additiona!l data is required, and whether the Ad-
ministrator’'s determination with respect to the disposition of ex-
isting stocks is consistent with this Act. If a hearing is held, a deci-
sion after completion of such hearing shall be final. Notwith-
standing any other provision of this Act, a hearing shall be held
and a determination made within seventy-five days after receipt of
a request for such hearing. Any registration suspended under this
subparagraph shall be reinstated by the Administrator if the Ad-
ministrator determines that the registrant has compiled fully with
the requirements that served as a basis for the suspension of the
registration.

‘“(v) Any data submitted under this subparagraph shall be subject to the
provisions of subsection (c)(I D) of this section. Whenever such data are sub-
mitted jointly by two or more registrants, an agent shall be agreed on at the
time of the joint submission to handle any subsequent data compensation mat-

ters for the joint submitters of such data.’’.

“(C) Simplified procedures.—Within nine months after date of
enactment of this subparagraph, the Administrator shall by regula-
tion, prescribe simplified procedures for the registration of
pesticides, which shall include the provisions of subparagraph (D) of
this paragraph. .

‘(D) Exemption.—No applicant for registration of a pesticide
who proposes (0 purchase a registered pesticide from another pro-
ducer in order to formulate such purchased pesticide into an end-use
product shall be required to—

**(i) submit or cite data pertaining to the safety of such pur-
chased product; or . .

*«(ii) offer to pay reasonable compensation otherwise required
by paragraph (1XD) of this subsection for the use of any such
au "

‘3) Time Jfor acting with respect to application.—The Ad-
ministrator shall review the data after receipt of the application and
shall, as expeditiously as possible, either register the pesticide in accor-
dance with paragraph (5), or notify the applicant of his determination
that it does not comply with the provisions of the Act in accordance
with paragraph (6). L

**(4) Notice of application.—The Administrator shall publish in the
Federal Register, promptly after receipt of the statement and other data
required pursuant to paragraphs (1) and (2), a notice of each application
for registration of any pesticide if it contains any new active ingredient

Payment of
arbiirator,

Hearing.

T USC 136d.

P.L. 95.396;
92 Sumi. 824,

Sy
'

Publicaiion in
Federal Register.

——
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or if it would entail a changed use pattern. The notice shalil provide for a
period of 30 days in which any Federal agency or any other interested
person. may comment.

**(5) Approval of registration.—The Administrator shall reg:stcr a
pesticide if he determines that, when considered with any restrictions
imposed under subsection (d)—

**(A) its composition is such as to warrant the proposed claims for
it;

“(B) its labeling and other material required to be submitted com-
ply with the requirements of this Act;

*(Q) it will perform its intended function without unreasonable
adverse effects on the environment; and

‘(D) when used in accordance with widespread and commonly
recognized practice it will not generally cause unreasonable adverse

. effects on the environment.

. ‘The Administrator shall not make any lack of essentiality a criterion for
denying registration of any pesticide. Where two pesticides meet the re-
quirements of this paragraph, one should not be registered in preference

PL. 95-3%: to the other. In considering an application for the registration of a

92 Siat. 825, pesticide, the Administrator may waive data requlremems pertaining to
efficacy, in which event the Administrator may register the pesticide
without determining that the pesticide's composmon is such as to war-
rant proposed claims of efficacy. If a pesticide is found to be efficacious

7 USC 136, by any State under section 24(c) of this Act, a presumption is established
that the Administrator shall waive data requirements pertaining to ef-
ficacy for use of the pesticide in such State.

*2(6) -Denial - oj registration.—}1f the Administrator determines that

-.the requirements of paragraph (5) for registration are not satisfied, he

" shall notify the applicant for registration of his determination and of his
reasons (including the factual basis) therefor, and that, unless the appli-
cant corrects the conditions and notifies the Administrator thereof dur-
ing the 30-day period beginning with the day after the date on which the
applicant receives the notice, the Administrator may refuse to register
the pesticide. Whenever the Administrator refuses to register a
pesticide, he shall notify the applicant of his decision and of his reasons

Publication in (mcludmg the factual basis) therefor. The Administrator shall promptly
Federal Reginer. publish in the Federal Register notice of such denial of registration and
- the reasons therefor. Upon such notification, the applicant for registra-
tion or other interested person with the concurrence of the applicant
shall have the same remedies as provided for in section 6.
P98 e *(7) Registration under special circumnstances.—Notwithstanding the
93 Ne K28 provisions of subsection (c}5) of this section—
: *(A) The Administrator may conditionally register or amend the
- segistration of-a.pesticide.if the Administrator determines that (i) the
. pesticide. and ;proposed .use-are .identical.or substantially similar to
any currently registered pesticide and use thereol, or differ only in
ways that would not significantly increase the risk of unreasonabie
adverse effects on the environment, and (ii) approving the registra-
tion or amendment in the manner proposed by the applicant would
not sxgmﬁamly increase the risk of any unreasonable adverse effect
on the environment. An applicant seeking conditional registration or
amended registration under this subpmgraph shall submit such data
as would be required to obtain registration of a similar pesticide
under subsection (cX5) of this section: Provided, Tlut. if the appli-
cant is unable to submit an item of data because it has not yet been
the Adminisiratos mnay.register.or.amend the registratioa
wrvmmm ‘conditions as will-require the submission
of such data not later than the time such data are required to be sub-

:uued with respect to similar pesticides already registered under tlus

ct

*(B) The Administrator may conditionally amend the repmwon
oflpemudetopemnaddmalmo such pesticide notwi
standing that data concerning the peuic:demlybeixmfﬁclem to
support an unconditional amendment, if the Administrator deter-
mines that (i) the applicant has submitted satisfactory data pertaining
to the proposed addi uonalnse.ud(’u)mmngmemmionm

Jthenannerproposed by -the . applicant M”Wﬂy in-

—cvense thestisk of ‘any umressonsble:-sdverse effect on-theenviron-

ment. Notwnhstandmg the foregoing provisions of tlns subpara-
graph, no registration of a pesticide may be amended to ‘permit an

additional use of such pesticide if the Adrnmumtot has issued a

notice stating that such pesticide, or any lngred:em thereof, meets or
exceeds risk criteria associated in whole or in part with human
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dietary exposure enumerated in regulations isued under this Act, and
during the pendency of any risk-benefit evaluation initiated by such
notice, if (i) the additional use of such pesticide involves a major
food or feed crop, of (ii) the additional use of such pesticide involves
a minor food or feed crop and the Administrator determines, with
the concurrence of the Secretary of Agriculture, there is available an
effective alternative pesticide that does not meet or exceed such risk
criteria. An applicant seeking amended registration under this sub-
paragraph shall submit such data as would be tequired to obtain
registration of a similar pesticide under subsection (c)(5) of this sec-
tion: Provided, That, if the applicant is unable to submit an item of
data (other than data pertaining to the proposed additional use)
because it has not yet been generated, the Administrator may amend
the registration under such conditions as will require the submission
of such data not later than the time such data are required to be sub-
rined with respect to similar pesticides already registered under this
ct.

*(C) The Administrator may conditionally register a pesticide
containing an active ingredient not contained in any currently
registered pesticide for a period reasonably sufficient for the genera-
tion and submission of required data (which are lacking because a
period reasonably sufficient for generation of the data has not
elapsed since the Administrator first imposed the data requirement)
on the condition that by the end of such period the Administrator
receives such data and the data do not meet or exceed risk criteria
enumerated in regulations issued under this Act, and on such other
‘conditions as the Administrator may prescribe: Provided, That a
conditional registration under this subparagraph shall be granted
only if the Administrator determines that use of the pesticide during
such period will not cause any unreasonable adverse effect on the en-
vironment, and that use of the pesticide is, in the public interest.
*(8) Interim administrative review. —Notwithstanding any other pro- P.L. 95-396:

vision of this Act, the Administrator may not initiate a public interim 52 % 8.
administrative review process to develop a risk-benefit evaluation of the
ingredients of a pesticide or any of its uses prior to initiating a formal
action to cancel, suspend, or deny registration of such pesticide, re-
quired under this Act, unless such interim administrative process is
based on a validated test or other significant evidence raising prudent

. concerns of unreasonable adverse risk to man or to the environment.
Notice of the definition of the terms ‘validated test’ and ‘other signifi-  Nouce of
cant evidence' as used herein shall be published by the Administrator in  pepmeens. .
the Federal Register.”' - Federal Regisier.

*(d) Classification of Pesticides.—
*(1) Classification for general use, restricted use, or both.—

‘(A) As a part of the registration of a pesticide the Administrator
shall classify it as being for general use or for restricted use, provided
that if the Administrator determines that some of the uses for which
the pesticide is registered should be for general use and that other
uses for which it is registered should be for restricted use, he shall
classify it for both general use and restricted use. Pesticide uses may  p.L. 95.396:
be classified by regulation on the initial classification, and registered = 925w 826.
pesticides may be classified prior to reregistration. If some of the -
uses of the pesticide are classified for general use and other uses are
classified for restricted use, the directions relating to its general uses
shall be clearly separated and distinguished from those directions
relating o its restricted uses: Provided, however, That the Ad-
ministrator may require that its packaging and labeling for restricted
uses shall be clearly distinguishable from its packaging and labeling
for general uses.

*(B) If the Administrator determines that the pesticide, when ap-
plied in accordance with its directions for use, warnings and cautions
and for the uses for which it is registered, or for one or more of such
uses, or in accordance with a widespread and commonly recognized
practice, will not generally cause unreasonable adverse effects on the
environment, he will classify the pesticide, or the particular use or
uses of the pesticide to which the determination applies, for general
use

*(C) If the Administrator determines that the pesticide, when ap-
plied in accordance with its directions for use, warnings and cautions
and for the uses for which it is registered, or for one or more of such
uses, or in accordance with a widespread and commonly recognized
practice, may generally cause, without additional regulatory restric-
tions, unreasonable adverse effects on the environment, inciuding
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injury to'the applicator, he shall classify the pesticide, or the par-
ticular use or uses to which the determination applies, for restricted
use:

*‘(i) If the Administrator classifies a pesticide, or one or more
uses of such pesticide, for restricted use because of a determina-
tion that the acute dermal or inhalation toxicity of the pesticide
presents a hazard to the applicator or other persons, the pesticide
shall be applied for any use to which the restricted classification
applies only by or under the direct supervision of a certified ap-
plicator.

**(ii) If the Administrator classifies a pesticide, or one or more
uses of such pesticide, for restricted use because of a determina-
tion that its use without additional regulatory restriction may
cause unreasonable adverse effects on the environment, the
pesticide shall be applied for any use to which the determination
applies only by or under the direct supemsnon of a certified ap-
‘plicator, or subject to such other restrictions as the Administrator

-may - provide ' by -fegulation. Any such regulation shall be
reviewable in the appropriate court of appeals upon petition of a
person adversely affected filed within 60 days of the publication
of the regulation in final form.

Pubin st 0 *(2) Change in classification.—If the Administrator determines that
Fedetal Repricr. a change in the classification of any use of a pesticide from general use
to restricted use is necessary ({0 prevent unreasonable adverse effects on
the environment, he shall notify the registrant of such pesticide of such
determination at least forty-five days before making the change and
shall publish the proposed change in the Federal Register. The
registrant, or other interested person with the concurrence of the

TUse 1red: ‘ ~registrant, may-seek relief from such determination under section 6(b).
P4 9530, . *43) .Change in.classification from-restricted use 10 general use.—~The
92 Saat 227, registrant of any pesticide with one or more uses classified for restricted

use may petition the Administrator to change any such classification
from restricted to general use. Such petition shall set out the basis for
the registrant’s position that restricted use classification is unnecessary
because classification of the pesticide for general use wouild not cause
unreasonable adverse effects on the environment. The Administrator,
within sixty days after receiving such petition, shall notify the registrant
whether the petition has been granted or denied. Any denial shall con-
tain an explanation therefor and any such denial shall be subject to
TUSC 130, judicial review under section 16 of this Act.

*‘(e) Products With Same Formulation and Claims.—Products which have
the same formulation, are manufactured by the same person, the labeling of
which contains the same claims, and the labels of which bear a designation
identifying the product as the same pesticide may be registered as a singie
pesticide; and additional names and labels shall be added to the registration by

*“f) -Miscelloneous.—

*(1) Effect of change of labeling or formulation.—~1f the labeling or
formulation for a pesticide is changed, the registration shall be amended
to reflect such change if the Administrator determines that the change
will not violate any provision of this Act.

**(2) Regisiration not a defense.—1n no event shall registration of an

article be construed as a defense for the commission of any offense
under this Act: Provided, That as long as no cancellation proceedings
are in effect registration of a pesticide shall be prima facie evidence that
the pesticide, its labeling and packaging comply with the registration
provisions of the Act.

under this secuon. the Admmmor may consult with any other
Federal agency.

‘() Reregistration of Pesticides.—The Administrator shall accomplish the
reregistration of all pesticides in the most expeditious manner practicable:
Provided, That, to the extent appropriate, any pemude that results in a
postharvest residue in or on food or feed crops shall be given priority in the
reregistration process.
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*SEC. 4. USE OF RESTRICTED USE PESTICIDES; CERTIFIED AP- TUSC 1360

PLICATORS.
‘‘(a) Certification Procedure. —
‘*(1) Federal ceriification.—In any State for which a State plan for \';.;'\“:*;\;

applicator certification has not been approved by the Administrator, the
Administrator, in consultation with the Governor of such State, shall
conduct a program for the certification of applicators of pesticides: Pro-
vided, That such program shall conform to the requirements imposed
upon the States under the provisions of subsection (a)(2) of this section
and shall not require private applicators to take any examination to
establish competency in the use of pesticides. Prior to the implementa-
tion of the program, the Administrator shall publish in the Federal
Register for review and comment a summary of the Federal plan for ap-
plicator certification and shall make generally available within the State
copies of the plan. The Administrator shall hold public hearings at one Public hearings.
or more locations within the State if so requested by the Governor of
such State during the thirty days following publication of the Federal
Register notice inviling comment on the Federal plan. The hearings shall
be held within thirty days following receipt of the request from the
Governor. In any State in which the Administrator conducts a certifica-
tion program, the Administrator may require any person engaging in the
commercial application, sale, offering for sale, holding for sale, or
distribution of any pesticide one or more uses of which have been
classified for restricted use to maintain such records and submit such
reports concerning the commercial application, sale, or distribution of
such pesticide as the Administrator may by regulation prescribe. Subject Standards.
to paragraph (2), the Administrator shall prescribe standards for the
certification of applicators of pesticides. Such standards shall provide
that to be certified, an individual must be determined to be competent
with respect to the use and handling of pesticides, or to the use and
handling of the pesticide or class of pesticides covered by such in-
dividual's certification: Provided, however, That the certification stan- P.L. ™4.140;
dard for a private applicator shall, under a State plan submitted for ap- 9 Sa. 753,
proval, be deemed fulfilled by his completing a certification form.
The Administrator shall further assure that such form contains ade-
quate information and affirmations to carry out the intent of this Act,
and may include in the form an affirmation that the private applicator
has completed a training program approved by the Administrator so
long as the program does not require the private applicator to take, pur-
suant to requirement prescribed by the Administrator, any examination
to establish competency in the use of the pestiscide. The Administrator
may require any pesticide dealer participating in a certification program
to be licensed under a State licensing program approved by him.
**(2) State certification.—1f any State, at any time, desires to certify
applicators of pesticides, the Governor of such State shall submit a State
plan for such purpose. The Administrator shall approve the plan sub-
mitted by any State, or any modification thereof, if such plan in his
judgment—
*(A) designates a State agency as the agency responsible for ad-
ministering the plan throughout the State;
“(B) contains satisfactory assurances that such agency has or will
have the legal authority and qualified personnel necessary to carry
out the plan;
“(C) gives satisfactory assurances that the State will devote ade-
quate funds to the administration of the plan;
‘(D) provides that the State agency will make such reports to the
Administrator in such form and containing such information as the
Administrator may from time to time require; and
*(E) contains satisfactory assurances that State standards for the
certification of applicators of pesticides conform with those stan-
dards prescribed by the Administrator under paragraph (1).
Any State certification program under this section shall be maintained
in accordance with the State plan approved under this section.
**(b) State Plans.—If the Administrator rejects a plan submitted under this Hearing.
paragraph, he shall afford the State submitting the plan due notice and oppor-
tunity for hearing before so doing. If the Administrator approves a plan sub-
mitted under this paragraph, then such State shall certify applicators of
pesticides with respect to such State. Whenever the Administrator determines
that a State is not administering the certification program in accordance with
the plan approved under this section, he shall so notify the State and provide
for a hearing at the request of the State, and, if appropriate corrective action is
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not taken within a reasonable time, not 10 exceed ninety days, the Ad-
ministrator shall withdraw approval of such plan.
P.I. 94140, **(¢) Instruction in Integrated Pest Management Techniques.—Standards
B9 Star. 733 prescribed by the Administrator for the certification of applicators of
pesticides under subsection (a), and the State plans submitted to the Ad-
ministrator under subsection (a) and (b), shall include provisions for making
instructional materials concerning integrated pest management techniques
available to individuals at their request in accordance with the provisions of
7 USC 1360 section 23(c) of this Act, but such plans may not require that any individual
’ receive instruction concerning such techniques or be shown 1o be competent
with respect to the use of such techniques. The Administrator and States im-
plementing such plans shall provide that all interested individuals are notified
of the availability of such instructional materials.’’

7 USC e “SEC. 5 EXPERIMENTAL USE PERMITS.
P.L. 95396 . **(a) Issuance.—Any person may apply 10 the Administrator for an ex.
92 S B2 .peritnental use permit for a pesticide. The Administrator shall review the ap-

plication. After completion of the review, but not later than one hundred and
twenty days after receipt of the application and all required supporting data,
the Administrator shail either issue the permit or notify the applicant of the
Administrator’s determination not to issue the permit and the reasons
therefor. The applicant may correct the application or request a waiver of the
conditions for such permit within thirty days of receipt by the applicant of
such notification. The Administrator may issue an experimenial use permit
only if the Administrator determines that the .pplnunt needs such permit in

7 USC 136a. order to accumulate information necessary to register a pesticide under section
3 of this Act. An application for .an experimental use permit may .be filed at
‘gny time.

" *%(b) - Temporary ‘Tolerance Level.—1{ the Administrator determines that
the use of a pesticide may reasonably be expected to result in any residue on or
in food or feed, he may establish a temporary tolerance level for the residue of
the pesticide before issuing the experimental use permit.

e Use Under Permit.—Use of a pesticide under an experimental use per-
mit shall be under the supervision of the Adminstrator, and shall be subject to
such terms and conditions and be for such period of time as the Admlmstrator
may prescribe in the permit.

*(d) Studies.—When any experimental use permit is issued for a pesuc:de
containing any chemical or combination of chemicals which has not been in-
cluded in any previously registered pesticide, the Administrator may specify
that studies be conducted to detect whether the use of the pesticide under the
permit may cause unreasonable adverse effects on the environment. All results
of such studies shall be reported to the Administrator before such pesticide

7 USC 136e. may be registered under section 3.
**(e) Revocation.—The Administrator may-sevoke :any -experimentil use
-~ permit, atany time, Jhefmdsthaxusmormadmonsmhangvnlamd
-;0r.that its terms and-conditions are inadequate to svoid unreasonable adverse
effects on the environment.

‘() State Issuance of Permits.—Notwithstanding the foregoing provisions
of this section, the Adminsitrator shall,under such terms and conditions as
he may by regulations prescribe, authorize any State to issue an experimental

7USC 1365, use permit for a pesticide. All provisions of section 4 relating to State plans
shall apply with equal force to a State plan for the issuance of experimental use
permits under this section.

140: ‘(o) Exrmpnon Jor Agncultuml Research Agencies. —Notwithstandmg the
734 foregomgll provisions o; this section, the Administrator may issue an ex-
perimental use permit for a pesticide 40 any -public o private: agricultural
- -yesesrch-agency or educations] institution wrhich applies for such permit. Each
- gpermitshail not exceed more than 2 one-year period or such other specific time
as the Administrator may prescribe. Such permit shall be issued under such
terms and conditions restricting the use of the pesticide as the Administrator
may Tequire: Provided, That such pesticide may be used only by such research

agency or educational institution for purposes of experimentation.*

7 UNC 1364 **SEC. 6. ADMINISTRATIVE REVIEW; SUSPENSION.

‘“(a) Ccncellanon After Five Years.—
e £ 3 ~The Administrator shal) cance] the registration of
ANy pesticide af theend.ofthe five-year period which begins on the date
of its regnslrauon (or at the end of any five-year period thereafter) unless
the registrant, or other interested person with the concurrence of the
registrant, before the end of such period, requests in accordance with
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regulations prescribed by the Administrator that the registration be con-
tinued in effect: Provided, That the Administrator may permit the con-
tinued sale and use of existing stocks of a pesticide whose registration is
canceled under this subsection or subsection (b) to such extent, under
such conditions, and for such uses as he may specify if he determines
that such sale or use is not inconsistent with the purposes of this Act and
will not have unreasonable adverse effects on the environment. The Ad-
ministrator shall publish in the Federal Register, at least 30 days prior 1o publicanson in
the expiration of such five-year period, notice that the registration will ~ Federal Registec.
be canceled if the registrant or other interested person with the concur-
rence of the registrant does not request that the registration be con-
tinued in effect.
‘2) Information.—1f at any time after the registration of a pesticide
the registrant has additional factual information regarding
unreasonable adverse effects on the environment of the pesticide, he
shall submit such information to the Administrator.
**(b) Cancellation and Chance in Classification.—If it appears to the Ad-
ministrator that a pesticide or its labeling or other material required to be sub-
mitted does not comply with the provisions of this Act or when used in accor-
dance with widespread and commonly recognized practice, generally causes
unreasonable adverse effects on the environment, the Administrator may issue
a notice of his intent either—
(1) to cancel its registration or to change its classification together
with the reasons (including the factual basis) for his action, or
*(2) to hold a hearing (0 determine whether or not its registration  nearing
shouid be canceled or its classification changed.
Such notice shall be sent to the registrant and made public. In determining P.L. 94-140;
whether to issue any such notice, the Administrator shall include among those %9 St 731
factors to be taken into account the impact of the action proposed in such
notice on production and prices of agricultural commodities, retail food
prices, and otherwise on the agricultural economy. At least 60 days prior to
sending such notice to the registrant or making public such notice, whichever
occurs first, the Administratos shall provide the Secretary of Agriculture with
a copy of such notice and an analysis of such impact on the agricultural
economy. If the Secretary comments in writing to the Administrator regarding  pubtication in
the notice and analysis within 30 days after receiving them, the Administrator - ¥ederal Regrer.
shall publish in the Federal Register (with the notice) the comments of
the Secretary and the response of the Administrator with regard to the
Secretary’s comments. If the Secretary does not comment in writing to the Ad-
ministrator regarding the notice and analysis within 30 days after receiving
them, the Administrator may notify the registrant and make public the notice
at any time after such 30-day period notwithstanding the foregoing 60-day
time requirement. The time requirements imposed by the preceding 3
sentences may be waived or modified to the extent agreed upon by the Ad-
ministrator and the Secretary. Notwithstanding any other provision of this
subsection (b) and section 25(d), in the event that the Administrator deter- USC 136w,
mines that suspension of a pesticide registration is necessary to prevent an im- .
minent hazard to human health, then upon such a finding the Administrator
may waive the requirement of notice to and consuitation with the Secretary of
Agriculture pursuant to subsection (b) and of submission to the Scientific Ad-
visory Panel pursuant to section 25(d) and proceed in accordance with subsec-
tion (c). The proposed action shall become final and effective at the end of 30
days from receipt by the registrant, or publication, of a notice issued under
paragraph (1), whichever occurs later, unless within that time either (i) the
registrant makes the necessary corrections, if possible, or (ii) a request for o
hearing is made by a person adversely affected by the notice. In the event a
hearing is beld pursuant to such a request or to the Administrator’s determina-
tion under paragraph (2), a decision pertaining to registration or classification
issued after completion of such hearing shall be final.

In taking any final action under this subsection, the Administrator shall  r.L. 95.3%:
consider restricting a pesticide’s use or uses as an alternative to cancellation Y2 5o 8.
and shall fully explain the reasons for these restrictions, and shall include B o140

8t. .

among those factors to be taken into account the impact of such final action
on production and prices of agricultural commodities, retail food prices, and
otherwise on the agricultural economy, and he shall publish in the Federal
Register an analysis of such impact.
*“(c) Suspension.—
“(1) Order.—1f the Administrator determines that action is
to prevent an imminent hazard during the time required for cancellation
or change in classification proceedings he may, by order, suspend the
registration of the pesticide immediately. No order of suspension may
be issued unless the Administrator has issued or at the same time issues
notice of his intention to cancel the registration or change the classifica-
tion of the pesticide.
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Except as provided in paragraph (3), the Administration shall notify
the registrant prior to issuing any suspension order. Such notice shall in-
clude findings pertaining to the question of ‘imminent hazard’. The
registrant shall then have an oppertunity, in accordance with the provi-
sions of paragraph (2), for an expedited hearing before the Agency on
the question of whether an imminent hazard exists.

‘“(2) Expedite hearing. —If no request for a hearing is submitted to
the Agency within five days of the registrant’s receipt of the notification
provided for by paragraph (1), the suspension order may be issued and
shall take effect and shall not be reviewable by a court. If a hearing is re-
quested, it shall commence within five days of the receipt of the request
for such hearing unless the registrant and the Agency agree that it shall

. commence at a later time. . The bearing shall be held in accordance with

80 Suat. J81; the:provisions of subchapter II of title 5.of the United States Code, ex-
5 USC 331, cept that the presiding officer need not be a certified hearing examiner.

The presiding officer shail have ten days from the conclusion of the
presentation of evidence to submit recommended findings and conclu-
sions to the Administrator, who shall then have seven days to render a
final order on the issue of suspension.

*(3) Emergency order.—Whenever the Administrator determines
that an emergency exists that does not permit him to hold a hearing
before suspending, he may issue a suspension order in advance of
notification to the registrant. in that case, paragraph (2) shail apply ex-
cept that (i) the order of suspension shall be in effect pending the ex-

. pedmous‘complcuon of the remedies- provnded by that paragraph and
theissuance.of :a final.order.on suspension, and (ii) no party other than
the registrant and the Agency shall participate except that any person
adversely affected may file briefs within the time allotted by the Agen-
cy’s rules. Any person so filing briefs shall be considered a party to such

7 USC 1360 proceeding for the purpose of section 16(b).

*(4) Judicial review.—A final order on the question of suspension
following a hearing shall be reviewable in accordance with Section 16 of
this Act, notwithstanding the fact that any related cancellation pro-
ceedings have not been completed. Petitions to review orders on the
issue of suspension shall be advanced on the docket of the courts of ap-
peals. Any order of suspension entered prior to a hearing before the Ad-
ministrator shall be subject to imnmediate review in an action by the
registrant or other interested person with the concurrence of the
‘fegistrant in an appropriate district court, solely to determine whether
the order of suspension was arbitrary, capricious or an abuse of discre-
tion, or whether the order was issued in accordance with the procedures

grestabhshed by-Aaw. Theweffect of any order:of the court-will be only to0

. stay -the -effectiveness .of -the -suspension. order, pending the Ad-
ministrator's final decision with respect to cancellation or change in
classification. This action may be maintained simultaneously with any
administrative review proceeding under this section. The commence-
ment of proceedings under this paragraph shall not operate as a stay of
order, unless ordered by the coun.

*(d) Public Hearings and Scientific Review.—In the event a hearing is re- -
quested pursuant to subsection (b) or determined upon by the Administrator
pursuant to subsection (b), such hearing shall be held after due notice for the
purpose of receiving evidence relevant and material to the issues raised by the
objections filed by the apphant or other interested pams. or to the issues

. .«stated-by the..Administrator, if the searing -is catied :by the ‘Administrator
“zather ‘than -by 'the filing \0f -objections. Ulpon-a- shomngm“demc:and
reasonable scope of evidence sought by any party to a public hearing, the

Subpoens. Hearing Examiner shall issue a subpoena to compel testimony or production of -
documents from any person. The Hearing Examiner shall be guided by the
28 USC app. principles of the Federal Rules of Civil Procedure in making any order for the

protection of the witness or the content of documents produced and shall
_order the payment of reasonable fees and expenses as a condition to requiring -
laumony of the witness. On contest, the subpoena may be enforced by an ap-
propriate United States district court in sccordance with the principles stated
herein. Upon the request of any_party to a public hearing and when.in the

- Hearing Examiner’s jodgment . .53 mecessary of desirable, :the Hearing - Ex-

. “uminer'shall atany timeibefore the ‘hearing record is-closed refer to-a-Commit-
tee of the National Academy of Sciences the relevant questions of scientific
fact involved in the public hearing. No member of any committee of the Na- ~
tional Academy of Sciences established to carry out the functions of this sec-
tion shall have a financial or other conflict of interest with respect to any mat-

Repor, ter considered by such committee. The Committee of the National Academy

of Sciences shall report in writing to the Hearing Examiner within 60 days after

such referral on these questions of scientific fact. The report shall be made
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public and shall be considered as part of the hearing record. The Ad-
ministrator shall enter into appropriate arrangements with the National
Academy of Sciences to assure an objective and competent scientific review of
the questions presented to Committees of the Academy and to provide such
other scientific advisory services as may be required by the Administrator for
carrying out the purposes of this Act. As soon as practicable after completion
of the hearing (including the report of the Academy) but not later than 90 days
thereafter, the Administrator shall evaluate the data and reports before him
and issue an order either revoking his notice of intention issued pursuant to
this section, or shall issue an order either canceling the registration, changing
the classification, denying the registration, or requiring modification of the
labeling or packaging of the article. Such order shall be based only on substan-
tial evidence of record of such hearing and shall set forth detailed findings of
fact upon which the order is based.

‘‘(e) Conditional Registration.— P.L. 95-396:

(1) The Administrator shall issue a notice of intent to cancel a 2 Star. 828.
registration issued under section 3(c)7) of this Act if (A) the Ad- Notice.

ministrator, at any time during the period provided for satisfaction of 7 USC 136a.

any condition imposed, determines that the registrant has failed to in-
itiate and pursue appropriate action toward fulfilling any condition im-
posed, or (B) at the end of the period provided for satisfaction of any
condition imposed, that condition has not been met: Provided, That the
Administrator may permit the continued sale and use of existing stocks
of a pesticide whose conditional registration has been canceled under
this subsection to such extent, under such conditions, and for such uses
as the Administrator may specify if the Administrator determines that
such sale or use is not inconsistent with the purposes of this Act and will
" not have unreasonable adverse effects on the environment.

‘“(2) A cancellation proposed under this subsection shall become
final and effective at the end of thirty days from receipt by the registrant
of the notice of intent to cancel unless during that time a request for
hearing is made by a person adversely affected by the notice. If a hear-
ing is requested, a hearing shall be conducted under subsection (d) of
this section: Provided, That the only matters for resolution at that hear-
ing shall be whether the registrant has initiated and pursued appropriate
action to comply with the condition or conditions within the time pro-
vided or whether the condition or conditions have been satisfied within
the time provided, and whether the Administrator’s determination with
respect to the disposition of existing stocks is consistent with this Act. A
decision after completion of such hearing shall be final. Notwithstand-
ing any other provision of this section, a hearing shall be held and a
determination made within seventy-five days after receipt of a request
for such hearing.

‘“(f) Judicial Review.—Final orders of the Administrator under this section

shall be subject to judicial review pursuant to section 16. 7 USC 136n.

“SEC. 7. REGISTRATION OF ESTABLISHMENTS. TUSC 136e
‘“(a) Requirement.—No person shall produce any pesticide subject to this

Act or active ingredient used in producing a pesticide subject to this Act in any P.L. 9539

State unless the establishment in which it is produced is registered with the Ad- 92 Stat. 829.

ministrator. The application for registration of any establishment shall include
the name and address of the establishment and of the producer who operates
such establishment.

*(b) Registration.—~Whenever the Administrator receives an application
under subsection (a), he shall register the establishment and assign it an
establishment number.

‘“(c) Information Required.—

‘“(1) Any producer operating an establishment registered under this
section shall inform the Administrator within 30 days dfter it is
registered of the types and amounts of pesticides and, if applicable, ac- 92 Siat. 329.
tive ingredients used in producing pesticides—

*(A) which he is currently producing;

*(B) which he has produced during the past year; and

*(C) which he has sold or distributed during the past year.
The information required by this paragraph shall be kept current and
submitted to the Administrator annually as required under such regula-
tions as the Administrator may prescribe.

‘(2) Any such producer shall, upon the request of the Administrator
for the purpose of issuing a stop sale order pursuant to section 13, in-
form him of the name and address of any recipient of any pesticide pro-
duced in any registered establishment which he operates.
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**(d) Confidential Records and Information. —Any information submitted

92 Stat. 829 to the Administrator pursuant to subsection (c) other than the names of the
pesticides or active ingredients used in producing pesticides produced, sold, or

distributed at an establishment shall be considered confidential and shall be

7 USC 136h. subject to the provisions of section 10.
7 USC 136 “*SEC. 8. BOOKS AND RECORDS.
Regulations. *‘(3) Reguirements.—The Administrator may prescribe regulations requir-

ing producers to maintain such records with respect to their operations and the
pesticides and devices produced as he determines are necessary for the effec-
tive enforcement of this Act. No records required under this subsection shall
extend to financial data, sales data other than shipment data, pricing data,
‘personnel data, and research data (other than data relating to registered pesti-
«cides or.to.a pesticide for which an application for registration has been filed).
~ *“(b) Inspection.—For the purposes of enforcing the provisions of this Act,
any producer, distributor, carrier, dealer, or any other person who sells or or-
fers for sale, delivers or offers I'or dclivery any pesticide or device subject to
this Act, shall, upon request of any officer or employee of the Environmental
Protection Agency or of any State or political subdivision, duly designated by
the Administrator, furnish or permit such person at alt reasonable times to
have access to, and to copy: (1) all records showing the delivery, movement, or
holding of such pesticide or device, including the quantity, the date of ship-
ment and receipt, and the name of the consignor and consignee; or (2) in the
event of the inability of any person to produce records containing such infor-
.mation, -all' other records ‘and -information relating to such delivery, move-
- .ment,-or holding of the pesticide or.device.-Any inspection with respect to any
records and information referred to in this subsection shall not extend to
financial data, sales data other than shipment data, pricing data, personnel
data, and research data (other than data relating to registered pesticides or to a

P.L. 95.396: pesticide for which an application for registration has been filed).

92 Siat. 829. Before undertaking an inspection under this subsection, the officer or
employee must present to the owner, operator, or agent in charge of the
establishment or other place where pesticides or devices are held for distribu-
tion or sale, appropriate credentials and a written statement as to the reason
for the inspection, including a statement as to whether a violation of the law is
suspected. If no violation is suspected, an alternate and sufficient reason shall
be given in writing. Each such inspection shall be commenced and completed
with reasonable promptness.

7USC 130 “SEC.'9. INSPECTION OF-ESTABLISHMENTS, ETC.

‘“(a) In General.—For purposes of enforcing the provisions of this Act, of-
ficers or employees duly designated by the Administrator are authorized to
enter at reasonable times, any establishment or other place where pesticides or
devices are held for distribution or sale for the purpose of inspecting and ob-
taining samples of any pesticides or devices, packaged, labeled , and released
for shipment, and samples of any containers or labeling for such pesticides or
devices.

Before undertaking such inspection, the officers or employees must
present to the owner, operator, or agent in charge of the establishment or
other place where pesticides or devices are held for distribution or sale. ap-

)mmmmdammmns to:the reason for the inspec-

-tion, including astatement as: :owhetha:mlauonoflhehwsmpected. if
no v:olauon is suspected, an alternate and sufficient reason shall be given in
writing. Each such inspection shall be commenced and completed with
reasonable prompiness. If the officer or employee obtains any samples. prior
to leavmg the premises, he shall give to the owner, operator, or agentin charge
a receipt describing the samples obtained and, if requested, a portion of each
such sample equal in volume or weight to the portion retained. If an analysis is
made of such samples, a copy of the results of such analysis shall be furnished
promptly to the owner, operator, or agent in charge.

‘*(b) Warrants.—For purposes of enforcing the provisions of this Act and

.. mpon.a showing 1o an officer or-court of competent jurisdiction that there is

- yeasono belfeve that the provisions of this. Acthave been-viotated, officers or
employees duly designated by the Administrator are empowered to obtain and
to execute warrants authorizing—

(1) entry for the purpose of this section;
**(2) inspection and reproduction of all records showing the quantity,
date of shipment, and the name of consignor and consignee of any
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pesticide or device found in the establishment which is adulterated,
misbranded, not registered (in the case of a pesticide) or otherwise in
violation of this Act and in the event of the inability of any person to
produce records containing such information, all other records and in-
formation relating to such delivery, movement, or holding of the
pesticide or device; and .

**(3) the seizure of any pesticide or device which is in violation of this
Act.

‘(¢) Enforcement.—

‘“(1) Certification of facts to ariornev general. —The examination of
pesticides or devices shall be made in the Environmental Protection
Agency or elsewhere as the Administrator may designate for the purpose
of determining from such examinations whether they comply with the
requirements of this Act. If it shall appear from any such examination
that they fail to comply with the requirements of this Act, the Ad-
ministrator shall cause notice to be given 10 the person against whom
criminal or civil proceedings are contemplated. Any person so notified
shall be given an opportunity to present his views, either orally or in
writing, with regard to such contemplated proceedings, and if in the opi-
nion of the Administrator it appears that the provisions of this Act have
been violated by such person, then the Administrator shall certify the
facts to the Attorney General, with a copy of the results of the analysis
or the examination of such pesticide for the institution of a criminai pro-
ceeding pursuant (0 section 14(b) or a civil proceeding under section 7 USC 161,
14(a), when the Administrator determines that such action wiil be suffi-
cient to effectuate the purposes of this Act.

*“(2) Notice not required.—The notice of contemplated proceedings
and opportunity to present views set forth in this subsection are not
prerequisites to the institution of any proceeding by the Attorney
General.

‘“(3) Warning notices.—Nothing in this Act shall be construed as re-
quiring the Administrator (o institute proceedings for prosecution of
minor violations of this Act whenever he believes that the public interest
will be adequately served by a suitable written notice of warning.

;'SEC. 10. PROTECTION OF TRADE SECRETS AND OTHER INFOR-  7usC 13
ATION,

‘“(a) In General.—In submitting data required by this Act, the applicant
may (1) clearly mark any portions thereof which in his opinion are trade
secrets or commercial or financial information and (2) submit such marked
materials separately from other material required to be submitted under this
Act.
“(b) Disclosure.—~Nothwithstanding any other provision of this Act, and
subject to the limitations in subsections (d) and (¢) of this section the Ad-
ministrator shall not make public information which in his judgment contains
or relates to trade secrets or commercial or financial information obtained
from a person and privileged or confidential, except that, when necessary to
carry out the provisions of this Act, information relating to formulas of pro-
ducts acquired by authorization of this Act may be revealed to any Federal
agency consulted and may be revealed at a public hearing or in findings of fact
issued by the Administrator.
**(c) Disputes.—If the Administrator proposes to release for inspection in-
formation which the applicant or registrant believes to be protected from
disclosure under subsection (b), he shall notify the applicant or registrant, in
writing, by certified mail. The Administrator shall not thereafter make
available for inspection such data until thirty days after receipt of the notice by
the applicant or registrant. During this period, the applicant or registrant may
institute an action in an appropriate district court for a declaratory judgment
as to whether such information is subject to protection under subsection (b).
‘(d) Limitations. ~— P.L. 93-396;
“(1) All information concerning the objectives, methodology, 925 8%
resuits, or significance of any test or experiment performed on or with a Information,
registered or previously registered pesticide or its separate ingredients, :;'“'&'i'c“v
impurities, or degradation products, and any information concerning pubhe:
the cffects of such pesticide on any organism or the behavior of such
pesticide in the cnvironment, including, but not limited to, data on safe-
ty to fish and wildlife, humans and other mammals, plants, animals,
and soil, and studies on persistence, translocation and fate in the en-
vironment, and metabolism, shall be available for disclosure to the
public: Provided, That the use of such data for any registration purpose
shall be governed by section 3 of this Act: Provided further, That this 7 USC 136a.
paragraph does not authorize the disclosure of any information that—
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P.L. 95-39;
91 Siat. 831,

P.L. 95-396;
92 Stat. B3l

P.L. 93-39:
92 Siai. R,

““(A) discloses maufacturing or quality control processes,

**(B) discloses the details of any methods for leslmg, detecting, or
measuring the quantity of any delibrately added inert ingredient of a
pesticide, or

“(C) discloses the identity or percentage quantity of any
deliberately added inert ingredient of a pesticide, unless the Adminis-
trator has first determined that disclosure is necessary to protect
against an unreasonable risk of injury to health or the environment.
*“(2) Information concerning production, distribution, sale, or inven-

tories of a pesticide that is otherwise entitled to confidential treatment
under subsection (b) of this section may be publicly disclosed in connec-
tion with a public proceeding to determine whether a pesticide, or any
ingredient of a pesticide, causes unreasonable adverse effects on health
or the environment, if the Administrator determines that such
disclosure is necessary in the public interest.

“*(3) -1f the Administrator proposes to disclose information described
in clause (A), (B), or (C) of paragraph (1) or in paragraph (2) of this
subsection, the Administrator shall notify by certified mail the submit-
ter of such information of the intent to release such information. The
Administrator may not release such information, without the submit-
ter's consent, until thirty days after the submitter has been furnished
such notice: Provided, That where the Administrator finds that
disclosure of information described in clause (A), (B), (C) of paragraph
(1) of this subsection is necessary to avoid or lessen an imminent and
substantial risk of injury to the public health, the Administrator may set
such shorter period of notice (but not less than ten days) and such
xmethod of notice as the Administrator finds appropriate. During such

- period ‘the data submitter :may institute an action in .an appropriate
district court to enjoin or limit the proposed disclosure. The court shall
give expedited consideration to any such action. The court may enjoin
disclosure, or limit the disclosure or the parties to whom disclosure shall
be made, to the extent that—

““(A) in the case of information described in clause (A), (B), or (C)
of paragraph (1) of this subsection, the proposed disclosure is not re-
quired to protect against an unreasonable risk of injury to health or
the environment: or

**{B) in the case of information described in paragraph (2) of this
subsection, the public interest in availability of the information in the
public proceeding does not outweigh the interests in preserving the
confidentiality of the information.

**(e) Disclosure 10 Contractors.—Information otherwise protected from
disclosure to the public subsection (b) of this section may be disclosed to con-
tractors with the United States and employees of such contractors if, in the opi-

-nion of the Administrator,.such disclosure is-necessary forthe satisfactory per-
formance by the contractor of a contract with the Usnited States for.the perfor-
mance ‘of work in connection with this Act and under such conditions as the
Administrator may specify. The Administrator shall require as a condition to
the disclosure of information under this subsection that the person receiving it
take such security precautions respecting the information as the Administrator
shall by regulation prescribe.

*‘(N)_Penalty for disclosure by Federal Employees. —

(1) Any officer or employee of the United States or former officer
or employee of the United States who, by virtue of such employment or
official position, has obtained posscssion of, or has access to, material
the disclosure of which is prohibited by subsection (b) of this section,
.and who, knowing.that disclosure of-such-material is-prohibited by such

--;subsection, willfully-discloses the material in-any manner t0-any person

‘not-entitied to Teceive -it, shall be Tined not more than $10,000 or im-
prisoned for not more than one year, or both, Section 1905 of title 18 of
the United States Code shall not apply with respect to the publishing,
divulging, disclosure, or making known of, or making available, infor-
mation reported or otherwise obtained under this Act. Nothing in this
Act shall preempt any civil remedy under State or Federal law for
wrongful disclosure of trade secrets.

*‘(2) For the purposes of this section, any contractor with the United
States who is furnished information as authorized by subsection (e) of
this section, orany empioyee of any such contractor, shall be considered
10 be an-employeeof the United ‘States.

**(g) Disclosure 10 Foreign and Multinational Pesticide Producers.—

‘(1) The Administrator shall not knowingly disclose information
submitted by an applicant or registrant under this Act to any employee
or agent of any business or other entity engaged in the production, sale,
or distribution of pesticides in countries other than the United States or
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in addition to the United States or to any other person who intends to
deliver such data to such foreign or multinational business or entity
unless the applicant or registrant has consented to such disclosure. The
Administrator shall require an affirmation from any person who intends
to inspect data that such person does not seek access to the data for pur-
poses of delivering it or offering it for sale to any such business or entity
or its agents or employees and will not purposefully deliver or negligent-
ly cause the data to be delivered to such business or entity or its agents
or employees. Notwithstanding any other provision of this subsection,
the Administrator may disclose information to any person in connection
with a public proceeding under law or regulation, subject to restrictions
on the availability of information contained elsewhere in this Act, which
information is relevant to the determination by the Administrator with
respect to whether a pesticide, or any ingredient of a pesticide, causes
unreasonable adverse effects on health or the environment.

‘“(2) The Administrator shall maintain records of the names of per- Revords.
sons to whom data are disclosed under this subsection and the persons
or organizations they represent and shall inform the applicant or
registrant of the names and affiliation of such persons.

**(3) Section 1001 of title 18 of the United States Code shall apply to
any affirmation made under paragraph (1) of this subsection.

“SEC. 11. STANDARDS APPLICABLE TO PESTICIDE APPLICATORS. T USC 1360

‘*(a) In General.—No regulations prescribed by the Administrator for car-
rying out the provisions of this Act shall require any private applicator to
maintain any records or file any reports or other documents.

*‘(b) Separate Standards.—When establishing or approving standards for
licensing or certification, the Administrator shall establish separate standards
for commercial and private applicators.

*SEC. 12. UNLAWFUL ACTS. 7 UNC 136]

‘*(a) In General.—

*(1) Except as provided by subsection (b), it shall be unlawful for
any person in any State to distribute, sell, offer for sale, hold for sale,
ship, deliver for shipment, or receive and (having so received) deliver or
offer 1o deliver, to any person—

**(A) any pesticide which is not registered under section 3, except 7 USC 1362, 1364,
as provided by section 6(a)(1); :

““(B) any registered pesticide if any claims made for it as a part of
its distribution or sale substantially differ from any claims made for
it as a part of the staternent required in connection with its registra-
tion under section 3;

“(C) any registered pesticide the composition of which differs at
the time of its distribution or sale from its composition as described
in the statement required in connection with its registration under
section 3; ’

**(D) any pesticide which has not been colored or discolored pur- 7 USC 136w.
suant to the provisions of section 25(c)(5);

*(E) any pesticide which is adulterated or misbranded; or

‘(F) any device which is misbranded.

*“(2) It shall be unlawful for any person—

*“(A) to detach, alter, deface, or destroy, in whole or in part, any
labeling required under this Act;

“(B) to refuse to keep any records required pursuant to section 8, 7 USC 1361, 136g.
or to refuse to allow the inspection of any records or establishment
pursuant to section 8 or 9, or to refuse to allow an officer or

_employee of the Environmental Protection Agency to take a sample

of any pesticide pursuant to section 9;

*(C) (o give a guaranty or undertaking provided for in subsection
(b) which is false in any particular, except that a person who receives
and relies upon a guaranty authorized under subsection (b) may give
a guaranty to the same effect. which guaranty shall contain, in addi-
tion to his own name and address, the name and address of the per-
son residing in the United States from whom he received the guaran-
ty or undertaking;

‘(D) to use for his own advantage or to reveal, other than to the
Administrator, or officials or employees of the Environmental Pro-
tection Agency or other Federal executive agencies, of to the courts,
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or to physicians, pharmacists, and other qualified persons, needing
such information for the performance of their dutiss, in accordance
with such directions as the Administrator may prescribe, any infor-
mation acquired by authority of this Act which is confidential under
this Act; :
7 USC 136a. ‘“(E) who is a registrant, wholesaler, dealer, retailer, or other
distributor to advertise a produce registered under this Act for
restricted use without giving the classification of the product as-
signed to it under section 3;
7 USC 1363, ‘(F) to make available for use, or to use, any registered pesticide
classified for restricted use for some or ail purposes other than in ac-
. cordance with section 3d) and any regulations thereunder;
P.L. 95-19: Provided, That it shall not be unlawful to sell, under regulations
92 Star. #32. issued by the Administrator, a restricted use pesticide to a person
who is not a certified applicator for application by a certified ap-
plicator;
‘(G) to use any registered pesticide in a manner inconsistent with
its labeling;
‘‘(H) to use any pesticide which is under an experimental use per-
mit contgary to the provisions of such permit;
7 USC 136k: ““(1) to violate any order issued under section 13;
7 USC 136d. ““()) to violate any suspension order issued under section 6;
““(K) to violate any cancellation of registration of a pesticide
under section 6, except as Jprovided by section 6&(a)(1);
7 USC 136e. ‘(L) who is a producer’to violate any of the provisions of section

N

7 USC 13k, 1761 ’ (M) 10 knowingly falsify -all or part of any application for
: registration, application for experimental use permit, any informa-
tion submitted to the Administrator pursuant to section 7, any
records required to be maintained pursuant to section 8, any report
filed under this Act, or any information marked as confidential and
submitted to the Administrator under any provision of this act;
““(N) who is a registrant, wholesaler, dealer, retailer, or other
distributor to fail to file reports required by this Act;
**(O) to add any substance to, or take any substance from, any
pesticide in 2 manner that may defeat the purpose of this Act; or
*‘{P) to use any pesticide in tests on human beings unless such
human beings (i) are fully informed of the nature and purposes of the
test and of any physical and mental health consequences which are
reasonably foreseeable therefrom, and (ii) freely volunteer to par-
ticipate in the test. )
**(b) Exemprions.—The penalties provided for a violation of paragraph (1)
-of subsection (a) shall .not apply to—
) “*(1) anyperson.who establishes a:guaranty signed by, and containing
the name and address of, the registrant or person residing in the United
States from whom he purchased or received in good faith the pesticide
in the same unbroken package, to the effect that the pesticide was
lawfully registered at the time of sale and delivery to him, and that it
complies with the other requirements of this Act, and in such case the
guarantor shall be subject to the penalities which would otherwise attach
to the person holding the guaranty under the provisions of this Act;

“(2) any carrier while lawfully shipping, transporting, or delivering
for shipment any pesticide or device, if such carrier upon request of any
officer or employee duly designated by the Administrator shall permit

..such officer .or .employee .10 copy.all of .its -tecords concerning such

“**(3) -any public official-while' engaged in the performance of his of-
ficial duties;

*‘(4) any person using or possessing any pesticide as provided by an
experimental use permit in effect with respect to such pesticide and such -
use or possession; or

T *(5) any person who ships a substance or mixture of substances being
put through tests.in which the purpose is only to determine its value for
pesticide purposes or to determine its toxicity or other properties and
from which the user does not expect to receive any benefit in pest con-

‘tyod from its vse.

7 USC 136k “SEC. 13. STOP SALE, USE, REMOVAL, AND SEIZURE.

‘*(a) Srop Sale, Eic., Orders.—Whenever any pesticide or device is found
by the Administrator in any State and there is reason to believe on the basis of
inspection or tests that such pesticide or device is in violation of any of the pro-
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visions of this Act, or that such pesticide or device has been or is intended to
be distributed or sold in violation of any such provisions, or when the registra-
tion of the pesticide has been canceled by a final order or has been suspended,
the Administrator may issue a written or printed ‘stop sale, use, or removal’
order 1o any person who owns, controls, or has custody of such pesticide or
device, and after receipt of such order no person shall sell, use, or remove the
pesticide or device described in the order except in accordance with the provi-
sions of the order.

**(b) Seizure.—Any pesticide or device that is being transported or, having
been transported, remains unsold or in original unbroken packages, or that is
sold or offered for sale in any State, or that is imported from a forelgn coun-
try, shall be liable to be proceeded against in any district court in the district
where it is found and seized for confiscation by a process in rem for condem-
nation if—

‘“(1) in the case of a pesticide—
**(A) it is adulterated or misbranded;
‘“(B) it is not registered pursuant to the provisions of section 3;
*Y(C) its labeling fails to bear the information required by this Act;
‘(D) it is not colored or discolored and such coloring or discolor-
ing is required under this Act; or
*(E) any of the claims made for it or any of the directions for its
use differ in substance from the representations made in connecllon
“with its registration;
““(2) in the case of a device, it is misbranded; or
*“(3) in the case of a pesticide or device, when used in accordance
with the requirements imposed under this Act and as directed by the
labeling, it nevertheless causes unreasonable adverse effects on the en-
vironment. In the case of a plant regulator, defoliant, or desiccant, used
in accordance with the label claims and recommendations, physical or
physiological effects on plants or parts thereof shall not be deemed to be
injury when such effects are the purpose for which the plant regulator,
defoliant, or desiccant was applied.

‘‘(c) Disposition After Condemnation.—1f the pesticide or device is con-
demned it shall, after entry of the decree, be disposed of by destruction or sale
as the court may direct and the proceeds, if sold, less the court costs, shall be
paid into the Treasury of the United States, but the pesticide or device shall
not be sold contrary to the provisions of tRis Act or the laws of the jurisdiction
in which it is sold; Provided, That upon payment of the costs of the condem-
nation proceedings and the execution and delivery of a good and sufficient
bond conditioned that the pesticide or device shall not be sold or otherwise
disposed of contrary to the provisions of the Act or the laws of any jurisdic-
tion in which sold, the court may direct that such pesticide or device be
delivered to the owner thereof. The proceedings of such condemnation cases
shall conform, as near as may be to the proceedings in admiralty, except that
either party may demand trial by jury of any issue of fact joined in any case,
;nd all such proceedings shall be at the suit of and in the name of the United

tates.

*(d) Court Costs, Etc.—When a decree of condemnation is entered against
the pesticide or device, court costs and fees, storage, and other proper ex-
penses shall be awarded against the person, lf any, intervening as claimant of
the pesticide or device.

“SEC. 14. PENALTIES. » USC 138

*(a) Civil Penalties.—
‘(1) In General. —Any registrant, commercial applicator, whole-
. saler, dealer, retailer, or other distributor who violates any provision of
this Act may be assessed a civil penalty by the Administrator of not
more than $5,000 for each offense.
- — = ™) Private Applicator.—Any private applicator or other person not
included in paragraph (1) who violates any provision of this Act subse-
quent to receiving a written warning from the Administrator or follow-
ing a citation for a prior violation, may be assessed a civil penalty by the
Administrator of not more than $1,000 for each offense: Provided, P.L. 95.396:
That any applicator not included under paragraph (1) of this subsection 92 Star. 832.
who holds or applies registered pesticides, or use dilutions of registered
pesticides, only to provide a service of controlling pests without deliver-
ing any unapplied pesticide to any person so served, and who violates '
any provision of this Act may be assessed a civil penalty by the Ad-
ministrator of not more than $500 for the first offense nor more than
' $1,000 for each subsequent offense.
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**(3) Hearing. —No civil penalty shall be assessed unless the person
charged shail have been given notice and opportunity for a hearing on
such charge in the county, parish, or incorporated city of the residence
of the person charged.

P10 9% 104 ‘“(8) Determination of Penaliv.—in determining the amount of

92 Star A1} the penalty, the Administrator shall consider the appropriateness of such
penalty to the size of the business of the person charged, the effect on
the person’s ability to continue in business, and the gravity of the viola-
tion. Whenever the Administrator finds that the violation occurred
despite the exercise of due care or did not cause significant harm to
heaith or the environment, the Administrator may issue a warning in
lieu of assessing a penalty.’’.

**(5) References to Attorney General.—In case of inability to collect
such civil penalty or failure of any person 1o pay all, or such portion of
such civil penalty as the Administrator may determine, the Ad-
‘ministrator shall refer the.matter to the Attorney General, who shall
recover such amount by action in the appropriate United States district
court.

‘‘tb} Criminal Penalities.—

‘(1) In General.—Any registrant, commercial applicator,
wholesaler, dealer, retailer, or other distributor who knowingly violates
any provision of this Act shall be guilty of a misdemeanor and shall on
conviction be fined not more than $25,000, or imprisoned for not more
than one year, or both.

‘“(2) Private applicator.— Any private applicator or other person not
included in paragraph (1) who knowingly violates any provision of this

. Act-shall-be guilty of a misdemeanor and shall on conviction be fined
not.more. than $],000, or imprisoned for not more than 30 days, or
both. .

*(3) Disclosure of information.—Any person, who, with intent to

defraud, uses or reveals information relative to formulas of products ac-
7 USC 136a. quired under the authority of section 3, shall be fined not more than
$10,000, or imprisoned for not more than three years, or both.

“(4) Acts of officers, agents, etc.—When construing and enforcing
the provisions of this Act, the act, omission, or failure of any officer,
agent, or other person acting for or employed by any person shall in
every case he also deemed to be the act, omission, or failure of such per-
son as well as that of the person employed.

7 USC 136m “SEC. 15. INDEMNITIES.

*(a) -Reguirement.—1f— )

**(1) the Administrator notifies a registrant that he has suspended the
registration of a pesticide because such action is necessary to prevent an
imminent hazard;

**(2) the registration of the pesticide is canceled as a result of a final
determination that the use of such pesticide will create an imminent
hazard; and

*(3) any person who owned any quantity of such pesticide im-
mediately before the notice to the registrant under paragraph (1) suf-
fered losses by reason of suspension or cancellation of the registration.
The Administrator shall make an indemnity payment to such person,
unless the Administrator finds that such person (i) had knowledge of -

facts-which, in themselves,-would have shown -that such -pesticide did
* 7USC 136 . 'not meet the Tequirements of section 3(c)(5) for registration, and (ii)
continued thereafter to produce such pesticide without giving timely
notice of such facts to the Administrator.
“(b) Amount of Payment.— )

“1) In General. —The amount of the indemnity payment under
subsection (a) to any person shall be determined on the basis of the cost
of the pesticide owned by such person immediately before the notice to
the registrant referred to in subsection (a)(1); except that in no event
shall an indemnity payment to any person exceed the fair market value
of the pesticide owned by such person immediately before the notice
referred 10 10 subsection taX1).

“*(2) Special ruie.~Notwithstanding:any.other provision of his Act,
the Administrator may provide a reasonable time for use or other
disposal of such pesticide. In determining the quantity of any pesticide
for which indemnity shall be paid under this subsection, proper adjust-
ment shall be made for any pesticide used or otherwise disposed of by
such owner.
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“SEC. 16. ADMINISTRATIVE PROCEDURE; JUDICIAL REVIEW, 7 USC 136m

*‘(a) District Court Review.—Except as is otherwise provided in this Act,
Agency refusals to cancel or suspend registrations or change classifications not
following a hearing and other final Agency actions not committed to Agency
discretion by law are judiciaily reviewable in the district courts.

‘“(b) Review by Court of Appeals.—In the case of actual controversy as to
the validity of any order issued by the Administrator following a public hear-
ing, any person who will be adversely affected by such order and who had been
a party to the proceedings may obtain judicial review by filing in the United
States court of appeals for the circuit wherein such person resides or has a
place of business, within 60 days after the entry of such order, a petition pray-
ing that the order be set aside in whole or in part. A copy of the petition shall
be lforthwith transmitted by the clerk of the court to the Administrator or any
officer designated by him for that purpose, and thereupon the Administrator
shall file in the court the record of the proceedings on which he based his
order, as provided in section 2112 of title 28, United States Code. Upon the fil- 72 Stat. 94l:
ing of such petition the court shall have exclusive jurisdiction to affirm or set R0 Stat. 1323,
aside the order complained of in whole or in part. The court shall consider all
evidence of record. The order ot the Administrator shall be sustained if
it is supported by substantial evidence when considered on the record as a
whole. The judgment of the court affirming or setting aside, in whole or in
part, any order under this section shall be final, subject to review by the
Supreme Court of the United States upon certiorari or certification as pro-
vided in section 1254 of title 28 of the United States Code. The commencement 62 S1a1. 92k
of proceedings under this section shall not, unless specifically ordered by the
court to the contrary, operate as a stay of an order. The court shall advance on
the docket and expedite the disposition of all cases filed therein pursuant to
this section,

**(c) Jurisdiction of Districti Courts.—The district courts of the United
States are vested with jurisdiction specifically to enforce, and 10 prevent and
. restrain violations of this Act.

*(d) Notice of Judgments.—The Administrator shall, by publication in
such manner as he may prescribe, give notice of all judgments entered in ac-
tions instituted under the authority of this Act.

“SEC. 17. IMPORTS AND EXPORTS. 7 USC 1360
‘‘(a) Pesticides and Devices Intended for Expori.—Notwithstanding any P.L. 95396
other provision of this Act, no pesticide or device or active ingredient used in 92 S K3

{(See note below)

producing a pesticide intended solely for export to any [oreign country shall be
deemed in violation of this Act—

‘(1) when prepared or packed according to the specifications or
directions of the foreign purchaser, except that producers of such
pesticides and devices and active ingredients used in producing . o s 136, 1366

" pesticides shall be subject to sections 2(p), 2(qX(1) (A), (C), (D), (E), '
(G), ancitl1 (H), 2(q)(2) (A), (B), (C) (i) and (iii), and (D), 7, and 8 of this
Act; an

*(2) in the case of any pesticide other than a pesticide registered
under section 3 or sold under section 6(a)(1) of this Act, if, prior to ex-
port, the foreign purchaser has signed a statement acknowledging that
the purchaser understands that such pesticide is not registered for use in
the United States and cannot be sold in the United States under this Act.
A copy of that statement shall be transmitted to an appropriate official
of the government of the importing country.

**(b) Cancellation Notices Furnished to Foreign Governments.—W henever
a registration, or a cancellation or suspension of the registration of a pesticide
becomes effective, or ceases to be effective, the Administrator shall transmit
through the State Department notification thereof to the governments of other p.L. 9 s%:
countries and to appropriate international agencies. Such notification shall, 91 Stat, 833,
upon request, include ail information related to the cancellation or suspension
of the registration of the pesticide and information concerning other pesticides
that are registered under sectlon 3 of this Act and that could be used in lieu of
such pesticide.

*(¢) Importation of Pesticides and Devices.—The Secretary of the
Treasury shall notify the Administrator of the arrival of pesticides and devices
and shall deliver to the Administrator, upon his request, samples of pesticides
or devices which are being imported into the United States, giving notice to the
owner or consignee, who may appear before the Administrator and have the

7 USC 136a, 136d.

Naotification.

Section 18 (b} of the Federal Pesticide Act of 1978 provides, The amendmem Lo Section 17(a)l 7 USC 1160 anie.
made by subsection (a)(1) of this section shall become effective March 29, 1979.
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right to introduce testimony. If it appears from the examination of a sample
that it is adulterated, or misbranded or otherwise violates the provisions set
forth in this Act, or is otherwise injurious to health or the environment, the
pesticide or device may be refused admission, and the Secretary of the
Treasury shall refuse delivery to the consignee and shall cause the destruction
of any pesticide or device refused delivery which shall not be exported by the
_consignee within 90 days from the date of notice of such refusal under such
‘regulations as the Secretary of Treasury may prescribe: Provided, That the
Secretary of the Treasury may deliver to the consignee such pesticide or device
pending examination and decision in the matter on execution of bond for the
amount of the full invoice value of such pesticide or device, together with the
duty thereon, and on refusal to return such pesticide or device for any cause to
the custody of the Secretary of the Treasury, when demanded, for the purpose
of excluding them.from the country, or for any other purpose, said consignee
shall forfeit the full amount of said bond: And provided further, That all
charges for storage, cartage, and labor on pesticides or devices which are
refused admission or delivery shall be paid by the owner or consignee, and in
default of such payment shall constitute a lien against any future importation
made by such owner or consignee.

*'(d) Cooperation in International Efforts.—The Administrator shall in

: cooperation with the Department of State and any other appropriate Federal

agency, participate and cooperate in any international efforts to develop im-
proved pesticide research and regulations.

‘‘(e) Regulations.—The Secretary of the Treasury, in consuitation with the
Administrator, shall prescribe regulations for the enforcement of subsection
(c) of this section.

7USC 1369 *“SEC. 13. EXEMPTION OF FEDERAL AGENCIES.

__. “The Administrator may, at his discretion, exempt any Federal or State
agency from any provmon of this Act if he determines that emergency condi-
tions exist which require such exemption,

17.0.. 94-140; ‘*The Administrator, in determining whether or not such emergency condi-

K Srar. 784 tions exist, shall consult with the Secretlary of Agriculture and the Governor of
any State concerned if they request such determination.”’
TUSC 1364 © **SEC. 19. DISPOSAL AND TRANSPORTATION.

‘*‘(a) Procedures.—The Administrator shall, after consultation with other
“Reguiaiom. -+ interested ‘Federal agencies, -establish  procedures and --regulations for the
disposal :or storage of packages -and containers of pesticides.and for disposal -
or storage of excess amounts of such pesticides, and accept at convenient loca-
tions for safe disposal a pesticide the registration of which is canceled under
7 USC 136d. section 6(c) if requested by the owner of the pesticide.
**(b) Advice to Secretary of Transporiation.—The Administrator shall pro-
vide advice and assistance to the Secretary of Transportation with respect to

80 S1ai. 944 his functions relating to the transportation of hazardous materials under the
79 Siar. 286; Department of Transportation Act (49 U.S.C. 1657), the Transportation of
;ig-:- s Explosives Act (18 U.S.C. 831-835), the Federal Aviation Act of 1958 (49
Comracr U.S.C. 1421-1430, 1472 11), and the Hazardous Cargo Act (46 U.S.C. 170,
Authority. 375, 416).
TR **{c) -Provisions for unused quantities.—Notification.of cancellation of any
SRR -pesticide shail:include specific provisions for.the disposal of the unused quan-

tities of such pesticide.

7 USC 1360 “SEC. 20. RESEARCH AND MONITORING.

‘“(a) Research.—The Administrator shall undertake research, mcludmg
research by grant or contract with other Federal agencies, universities, or
-others.as may-be necessary.to carfy.out mc,pu:poscs of this-Act,-and-he shall
L . conduct-Tesearch into integrated -pest :management in-coordination with the
T “-“Secretary of Agriculture. The Administrator shall also take care 1o insure that
such research does not duplicate research being undertaken by any other
Federal agency.

‘‘(b) National Monitoring Plan. —The Administrator shall formulate and
periodically revise, in cooperauon with other Federal, State, or local agencies,

a national plan for monitoring pesucxdes
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_‘"(¢) Monitoring.—The Administrator shall undertake such monitoring ac- P.L. 95.396;
tivities, including, but not limited to, monitoring in air, soil, water, man, 92 Star. B34,
plants, and animals, as may be necessary for the implementation of this Act
and of the national pesticide monitoring plan. The Administrator shall
establish procedures for the monitoring of man and animals and their environ-
ment for incidental pesticide exposure, including, but not limited to, the quan-
tification of incidental human and environmental pesticide pollution and the
secular trends thereof, and identification of the sources of contamination and
their relationship 10 human and environmental effects. Such activities shall be
carried out in cooperation with other Federal, State, and local agencies.

“SEC. 21. SOLICITATION OF COMMENTS; NOTICE OF PUBLIC T USC 436

HEARINGS.

‘*(a) The Administrator, before publishing regulations under this Act, shall PoL. 94-140;
solicit the views of the Secretary of Agriculture in accordance with the pro- 89 Star. 732:
cedure described in section 25(a). 7 USC 136w

*'(b) In addition to any other authority relating to public hearings and
solicitation of views, in connection with the suspension or cancellation of a
pesticide registration or any other actions authorized under this Act, the Ad-
ministrator may, at his discretion, solicit the views of all interested persons,
either orally or in writing, and seek such advice from scientists, farmers, farm
organizations, and other qualified persons as he deems proper.
**(c) In connection with all public hearings under this Act the Ad- Pubhication- in
ministrator shall publish timely notice of such hearings in the Federal Register. Federal Reyicter.

“SEC. 22. DELEGATION AND COOPERATION. 7 USC 1361

‘(a) Delegation.—All authority vested in the Administrator by virtue of the
provisions of this Act may with like force and effect be executed by such
employees of the Environmental Protection Agency as the Administrator may
designate for the purpose.

‘“(b) Cooperation.—The Administrator shall cooperate with the Depart-
ment of Agriculture, any other Federal agency, and any appropriate agency of
any State or any political subdivision thereof, in carrying out the provisions of
this Act, and in securing uniformity of regulations.

“SEC. 23. STATE COOPERATION, AID, AND TRAINING. . TUSC 1%

‘“(a) Cooperative Agreements.—The Administrator may enter into P.L. 95-396;
cooperative agreements with States and Indian tribes— . 92 Stas. 834

“(1) 1o delegate to any State or Indian tribe the authority to
cooperate in the enforcement of this Act through the use of its personnel
or facilities, to train personnel of the State or Indian tribe to cooperate
in the enforcement of this Act, and to assist States and Indian tribes in
imglemcming cooperative enforcement programs through grants-in-aid;
an g

‘*(2) .to assist States in developing and administering State programs,
and Indian tribes that enter into cooperative agreements, to train and
certify applicators consistent with the standards the Administrator
prescribes.

Effective with the fiscal year beginning October 1, 1978, there are author-
ized to be appropriated annually such funds as may be necessary for the Ad-
ministrator to provide through cooperative agreements an amount equal to 50
percent of the anticipated cost to each State or Indian tribe, as agreed to under
such cooperative agreements, of conducting training and certification pro-
grams during such fiscal year. If funds sufficient to pay 50 percent of the costs
for any year are not appropriated, the share of each State and Indian tribe
shall be reduced in a like proportion in allocating available funds.

‘(b) Contracts for Training.—In addition, the Administrator may enter in-
to contracts with Federal, State, or Indian tribal agencies for the purpose of
encouraging the training of certified applicators.

‘*(c) Information and Education.—The Administrator shall, in coopera-
tion with the Secretary of Agriculture, use the services of the cooperative State
extension services to inform and educate pesticide users about accepted uses
and other regulations made under this Act.
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7 USC 136

P.1.. 95.394:
92 Sia1. 835,

7 USC 136a.

21 USC 301.

T USC 136w,

7 USC 136%

P.L. 94.140:
89 Sia1. 754

P.1.. 94-140:
89 Sta1. 752,

Publications

Federal Register,

P.L. 95.396:
92 Sean. 836.

Publication in

Federal Regisier.

*‘SEC. 24. AUTHORITY OF STATES.

*(a) A State may regulate the sale or use of any federally registered
pesticide or device in the State, but only if and to the extent the regulation does

labeling or packaging in addition to or different from those required under
this Act.

**(c)(1) A State may provide registration for additional uses of federally
registered pesticides formulated for distribution and use within that
State to meet special local needs in accord with the purposes of this Act
and if regisiration for such use has not previously been denied, disap-
proved, or cancelled by the Administrator. Such registration shall be
deemed registration under section 3 for all purposes of this Act, but
shall authorize distribution and use only within such State.

**(2) A registration issued by a State under this subsection shall not
‘be . effective for more than ninety days if disapproved by the Ad-
ministrator within that period. Prior to disapproval, the Administrator
shall, except as provided in paragraph (3) of this subsection, advise the
State of the Administrator’s intention to disapprove and the reasons
therefor, and provide the State time to respond. The Administrator shall
not prohibit or disapprove a registration issued by a State under this
subsection (A) on the basis of lack of essentiality of a pesticide or (B) ex-
cept as provided in paragraph (3) of this subsection, if its composition
and use patterns are similar to those of a federaily registered pesticide.

“(3) Inno instance may a State issue a registration for a food or feed
use unless there exists a tolerance or exemption under the Federal Food,
Drug,.and Cosmetic Act that permits the residues of the pesticide on the
food-or feed. 1f the. Administrator determines that a registration issued
by a State is inconsistent with the Federal Food, Drug, and Cosmetic
Act, or the use of a pesticide under a registration issued by a State con-
stitutes an imminent hazard, the Administrator may immediately disap-
prove the registration.

*(4) If the Administrator finds, in accordance with standards set
forth in regulations issued under section 25 of this Act, that a State is
not capable of exercising adequate controls to assure that State registra-
tion under this station will be in accord with the purposes of this act or
has failed to exercise adeqguate controls, the Administrator may suspend
the authority of the State to register pesticides until such tige as the Ad-
ministrator is satisfied that the State can and will exercise adequate con-
trols. Prior to any such suspension, the Administrator shall advise the
State of the Administrator’s intention to suspend and the reasons
therefor and provide the State time to respond.’’.

“SEC. 25. AUTHORITY OF ADMINISTRATOR.

*‘(a)(1) Regulations.—The Administrator is authorized in accordance with
the procedure described in paragraph (2), to prescribe regulations to
carry out the provisions of this Act. Such regulations shal! take into ac-
count the difference in concept and usage between various classes of
pesticides and differences in environmental risk and the appropriate data
for evaluating such risk between agricultural and nonagricultural
pesticides.

(2) Procedure.—
‘ “4(A) regutations.;—At:least:60 days:prior to signing any
-« proposed regulation -for. publication in-the Federal Register, the Ad-
ministrator shall provide the Secretary of Agriculture with a copy of
such regulation. If the Secretary comments in writing to the Ad-
ministrator regarding any such regulation within 30 days after receiv-
ing it, the Administrator shall publish in the Federal Register (with

- the proposed regulation) the comments of the Secretary and the

response of the Administrator with regard to the Secretary’s com-

ments. If the Secretary does not comment in writing to the Ad-

ministrator regarding the regulation within 30 days after receiving it,

the Administrator may sign such regulation for publication in the
* Federal Register-any-time after such 30-day - period notwithstanding
. ithe foregoing 60-day time requi .

*“(B) Final regulations.—At least 30 days prior to signing any
regulation in final form for publication in the Federal Register, the
Administrator shall provide the Secretary of Agriculture with a copy
of such regulation. If the Secretary comments in writing to the Ad-
ministrator regarding any such final regulation within 15 days after
receiving it, the Administrator shall publish in the Federal Register

FIFRA Compliance/Enforcement 1-40 Guidance Manual 1983



Chapter Ome FIFRA

(with the final regulation) the comments of the Secretary, if re-
quested by the Secretary, and the response of the Administrator con-
cerning the Secretary’s comments. If the Secretary does not comment
in writing to the Administrator regarding the regulation within 15
days after receiving it, the Administrator may sign such regulation
for publication in the Federal Register at any time after such 15-day
period notwithstanding the foregoing 30-day time requirement.

In taking any final action under this subsection, the Administrator il 35
shall include among those factors to be taken into account the effect
of the regulation on production and prices of agricultural com-
modities, retail food prices, and otherwise on the agncultpral o
economy, and the Administrator shall publish in the Federal Register :f::‘.?'?:,a';«.
an analysis of such effect. i ) )

*C) Time requirements.—The time requirements imposed by
subparagraphs (A) and (B) may be waived or modified to the extent
agreed upon by the Administrator and thc Secretary. o

‘(D) Publication in the federal register.—The Administrator
shall, simultaneously with any notification to the Secretary of
Agriculture under this paragraph prior to the issuance of any pro-
posed or final regulation, publish such notification in the Federal
Register.”’. ..

"(3)g Congressional Commitiees.— At such time as the Administrator ;éLs'l ;&g’;g:
is required under paragraph (2) of this subsection to provide the e
Secretary of Agriculture with a copy of proposed regulations and a copy
of the final form of regulations, he shall also furnish a copy of such
regulations to the Committee on Agricuiture of the House of Represerz:
tatives and the Committee on Agriculture and Forestry of the Senate.
*(4) RULE AND REGULATION REVIEW. —

““(A) CONGRESSIONAL REVIEW. — Notwithstanding any other provision of this
Act, simuitaneously with promulgation of any rule or regulation under this Act,
- the Administrator shall transmit a copy thereof to the Secretary of the Senate and
the Clerk of the House of Representatives. Except as provided in subparagraph
(B), the rule or regulation shall not become effective, if within 90 calendar days of
continuous session of Congress after the date of promulgation, both Houses of
Congress adopt a concurrent resolution, the marter after the resolving clause of
which is as foliows: ‘That Congress disapproves the rule or regulation pro-
muigated by the Administrator of the Environmental Protection Agency dealing
with the mmtter of , Which rule or regulation was transmitted to
Congress on , the blank spaces therein being appropriately filled.

[Added by PL 96-539, Dec. 18, 1980} '
*(B) EPFECTIVE DATE. — If at the end of 60 calendar days of continuous ses-
sion of Congress after the date of promulgation of a rule or regulation, no com-
mittee of either House of Congress has reported or been discharged from further
consideration of a concurrent resolution disapproving the rule or reguiation, and
peither House has adopted such a resolution, the rule or regulation may go into ef-
fect immediately. If, within such 60 calendar days, such a committee has reported
or been discharged from further consideration of such a resolution, or either
House has adopted such a resolution, the rule or regulation may go into effect not
sooner thar 90 calendar days of continuous session of Congress after its pro-
muigation unless disapproved as provided in subparagraph (A).
[Added by PL 96-539, Dec. 17, 1980}
*'(C) For the purposes of subparagraphs (A) and (B) of this paragraph—
[Added by PL 96-539, Dec. 17, 1980]
*'(i): continuity of session is broken only by an- adjournment of Congress

sine die;. and
[Added by PL 96-539,. Dec.-17, 1980}
‘(i) - the days on which either House is nos in session because of an ad-
- journment of more than 3 days to a day.certain are excluded in-the computa-
tiom of. 68 and 90 calendar days.of continuous session of Congress..
R [Added by PL 96-539, Dec. 17, 1980]
**(D) - EFFECT OF CONGRESSIONAL INACTION. — Congressional inaction. on or re-
jection-of a resolution of disapproval shall not be deemed an expression of ap-

proval of such rule. :
B [Added by PL 96-539, Dec. 17, T980)
**(E) JUDICIAL REVIEW.~ -

‘(i) Any interested party, including any person who participated in the
rulemaking. involved, may institute such actions in the appropriate district
court of the United States, including actions for declaratory judgment, as

.. may be appropriate to construe the constitutionality of any provision of this

" paragraph. The district court immediately shall certify all questions of the

coastitutionality of this paragraph to the United States court of appeals for
the circuit involved, which shall hear the matter sitting en banc.

- [Added by PL 96-539, Dec. 17, 1980}
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“(dy Notwithstanding any other provision of law, any decision on a marter
certified under clause (i) of this subparagraph shall be reviewabie by appeal
directly to the Supreme Court of the United States. Such appeal shall be
brought not later than 20 days after the decision of the court of appeais.

E [Added by PL 96-539, Dec. 17, 1980}

‘(i) It shall be the duty of the courr of appeals and of the Supreme Coun
of the United States to advance on the docket and to expedite to the greatest
‘possible extent the disposition of any marter certified under clause (i) of this

s
(Added. by PL 96-539, Dec. 17, 1980}

““(b) Exemption of Pesticides.—The Administrator may exempt from the
requirements of this Act by regulation any pesticide which he determines either
{1) to be adequaiely regulated by another Federal agency, or (2) to be of a
character which is unnecessary to be subject to this Act in order to carry out
the purposes of this Act.

**(¢) Other Authority.—The Administrator, after notice and opportunity
for hearing, is authorized—

**(1) to declare a pest any form of plant or animal life (other than
man and other than bacteria, virus, and other micro-organisms on or in
living man or other living animals) which is injurious to health or the en-
vironment:

‘“(2) to determine any pesticide which contains any substance or
substances in quantities highly toxic to man;

““(3) to establish standards (which shall be consistent with those

84 Star, 1670, established under the authority of the Poison Prevention Packaging Act
15 USC 1471 note. (Public Law 91-601)) with respect to the package, container, or wrap-
ping in which a pesticide or device is enclosed for use or consumption, in
order to protect children and adults from serious injury or illness
resulting from accidental ingestion or contact with pesticides or devices
regulated by this Act as well as to accomplish the other purposes of this
Act;
“(4) to specify those classes of devices which shall be subject to any
T'USC 136¢. ‘provision of paragraph 2(q)(1) or section 7 of this Act upon his deter-
mination that application of such provision is necessary to effectuate the
purposes of this Act;

**(5) to prescribe regulations requiring any pesticide (o be colored or
discolored if he determincs that such requirement is feasible and is
neccssary for the protection of health and the environment; and

**(6) to determine and cstablish suitable names to be used in the in-
gredient statement,

P.L. 54-148 *{d) SCIENTIFIC ADVISORY PANEL. —The A Adrmmsuator shall submit to an
9 Stat. 753 advisory panci for comment as 10 the impact on health and the environment
7 USC 136d. of the action proposed in notices of intent issued under section 6(b) and
7 USC 136w. of the propased and final form of regulations issued under section 25(a)

. within the same time periads as provided {or the comments of the Sécretary

- of Agricullure under such sections. The time- requirements for notices of
intent and proposed and final forms. of regulation may not be modified or

waived unless in addition 1o mecting the requirements-.of section 6(b) or

Pubi n .25ta), as applicable. the advisory panel has.failed to comment on the

" Pederal ‘Register. proposed. action within the prescribed time period or has agreed to the

modification. or waiver. The Administrator shail also- solicit from the advisory

panel comments. evaluations. and recommendations for operating guidelines to

improve the effectiveness and quality of scientific analyses made by personnel of

the Environmental Protection Agency that lead to decisions by the Administrator

Publicadom in in carrying out the provisions of this Act. The comments, evaluations, and. recom-
Federal Register. mendations of the advisory panel and the response of the Administrator shall be
published in the Federal Register in the same mariner as provided for publication of

of the comments of the Secretary of Agnculmre under such sections. The-chairman
of the advisory panel. after consultatiorr with the Administrator, may create tem-

- pocary subpanels o specific projects to assist-the full advisory panel in expediting
- +and preparing -its evaiuations, comments,.and -recommendations. The subpanels
- - may-be;composed - of :scientists -other- tharr ‘members . of .the-advisory ‘panel, as
deemed necessary for the purpose of evaluating scientific studies relied’ upon by
the Administrator with respect to proposed action_Such additional scientists shail
Mombere. be selected by the advisory panel. The panel referred to in this subsection shall
Publication in consist of seven' members appointed by the Administrator from a list of 12— - ——
FPoederal: Ragister. nominees, six nominated by the National Institutes of Health, and six by the Na-
tional Science Foundation. The Administrator may require sucly information from

the nominees to the advisory pane} as he deems necessary, and he shalt publish in

e . - the Federal Register the name, address, and professiondl affiliations of each
Compensation. nominee. Each member of the panel shall receive per diemr compensation at.a.rate

S USC 3333 notimexcess.of that Tixed for GS-18:0f the General Schedule. as may be determined

. -t by the ‘Administrator,.except that any suchrmember-who -holds another office or
P.l. %4160 position under the Federal Government the compensation for which exceeds such
89 Ntar. 754 rate may elect to receive compensation at the rate provided for such other office or

°  position in lieu of the compensation provided by this subsection. In order to.assure

Regsulations. the objectivity of the advisory panel, the Administrator shall promuigate regula-

. tions regarding conflicts of interest with respect to the members of the panel. The
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advisory panel established under this subsection shall terminate September 30, Advisory panel
1981. In performing the functions assigned by this Act, the panei shall consult and termination.
coordinate its activities with the Science Advisory Board established under the En-
vironmental Research, Development, and Demonstration Authorization Act of

1978. Whenever the Administrator exercises authority under section 6(c) of this. 42 USC 4365,
Act to immediately suspend the registration-of any pesticide to prevent an im-
minent hazard, the Administrator-shall promptly submit to the advisory panel for 7 USC 136d.

comment, as to the impact on health and the-environment, the action taken to sus-
pend. the registration’ of such pesticide.
: [Amended by PL 96-539; Dec. 17, 1980]

‘‘(e) PEER REVIEW. — The Administrator shall, by wrirten procedures, provide
for peer review. witlr respect to the-design, protocols, and conduct of ‘major.scien-
tific studies conducted under this Act by the Environmental Protection Agency or
by any other Federal agency, any State or political subdivisioa thereof, or any in-
stitution or individual under grant, contract, or cooperative agreement from or
with the Environmental Protection Agency. In such procedures, the Ad-
mainistrator shall also provide for peer review, using the advisory panel established
under subsection (d) of this section or appropriate experts appointed by the Ad-
ministrator from a current list of nominees maintained by such panel, with respect
to the resuits of any such scientific siudies relied upon by the Administrator with
respect to actions the Administrator may take relating to the change in classifica-
tion, suspension, or cancellation of a pesticide: Provided, That whenever the Ad-
ministrator determines that circumstances do not permit the peer review of the
results of any such scientific study prior to the Administrator’s exercising
authority under section 6(c) of this Act to immediately suspend the registration of 7 USC 136d.
any pesticide to prevent an imminent hazard, the Administrator shall promptly
thereafter provide for the conduct of peer review as provided in this sentence. The
evaluations and relevant documentation constituting the peer review that relate to Conments.
the proposed scientific studies and the results of the completed scientific studies
shall be included in the submission for comment forwarded by the Administrator

to the advisory panei as provided in subsection (d). As used in this subsection, *“Peer review,"’
the term ‘peer review’ shall mean an independent evaluation by scientific experts, Pubiicstion is:
either within or outside the Environmental Protection Agency, in the appropriate Federsi
disciplines.” Regissar.
[Added by PL 96-539, Dec. 17, 1980]
[Editor's note: Section 2(b) of PL 96-539 provides: 7 USC 136w sote.

*(b) The provisions of this section shall become effective upon publication in the
Federal Register of final procedures for peer review as provided in this section, but
in no event shall such provisions become effective later than one year after the date
of enactment of this Act.”'):

**SEC. 26. STATE PRIMARY ENFORCEMENT RESPONSIBILITY. 7 USC 136w-1

“*(a) For the purposes of this Act, a State shall have primary enforcement P.L. 95-396
responsibility for pesticide use violations during any period for which the Ad- 92 Star. 836.
ministrator determines that such State—

‘(1) has adopted adequate pesticide use laws and regulations; Pro-
vided, That the Administrator may not require a State to have pesticide
use laws that are more stringent than this Act; .

“(2) has adopted and is implementing adequate procedures for the
enfercement of such State laws and regulations; and

*‘(3) will keep such records and make such reports showing com-
pliance with paragraphs (1) and (2) of this subsection as the Ad-
ministrator may require by regulation.

*“(b) Notwithstanding the provisions of subsection (a) of this section, any
State that enters into a cooperative agreement with the Administrator under
section 23 of this Act for the enforcement of pesticide use restrictions shall 7 USC 1360
have the primary enforcement responsibility for pesticide use violations. Any
State that has a plan approved by the Administrator in accordance with the re- :
quirements of section 4 of this Act that the Administrator determines meets 7 USC 1360
the criteria set out in subsection (a) of this section shall have the primary en-
forcement responsibility for pesticide use violations. The Administrator shall
make such determinations with respect to State plans under Section 4 of this
Act in effect on September 30, 1978 not later than March 31, 1979.

‘*(c) the Administrator shall have primary enforcement responsibility for
those States that do not have primary enforcement responsibility under this

Act. Notwithstanding the provisions of section 2(e) (1) of this Act, during any 7USC 136
period when the Administrator has such enforcement responsibility, section
8(b) of this Act shall apply to the books and records of commercial applicators 7 USC 1361

and to any applicator who holds or applies pesticides, or use dilutions of

pesticides, only to provide a service of controlling pests without delivering any

unapplied pesticide to any person so served, and section 9(a) of this Act shall 7 USC 136g
apply to the establishment or other place where pesticides or devices are held

for application by such persons with respect to pesticides or devices held for

such application.
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7 USC 1dow-2

P.L. 95-39%;
92 Star. B33,

7 USC 136w-1

7 USC 36w}

P.l.. 95.396;
92 Stai. RA8.

T USC 136wy
Pt 9%.3%;

92 Siar. 838
7 USC 1362

T USC 138x

PL 94-51
89 Staz. 257

PL 94-109
89 Stat. 57

P.L.9%-140
83 Stan. TK2

7 USC 136p.

PL 96-539
94 Stat. 3194

“SEC. 27. FAILURE BY THE STATE TO ASSURE ENFORCEMENT OF
STATE PESTICIDE USE REGULATIONS.

‘*(a) Upon receipt of any complaint or other information alleging or in-
dicating a significant violation of the pesticide use provisions of this Act, the
Administrator shall refer the matter to the appropnale State officials for their
investigation of the matter consistent with the requirements of this Act. If,
within thirty days, the State has not commenced appropriate enforcement ac-
tion, the Administrator may act upon the complaint or information to the ex-
(em authorized under this Act.

**(b) Whenever the Administrator determines that a State having primary
enforcement responsibility for pesticide use violations is not carrying out (or
cannot carry out due to the lack of adequate legal authority) such responsibili-
ty, the Administrator shall notify the State. Such notice shall specify those
aspects of the administration of the State program that are determined to be
inadequate. The State shall have ninety days after receipt of the notice to cor-
rect any deficiencies. If after that time the Administrator determines that the

-State program remains inadequate, the Administrator may rescind, in whole
or in -part, the State's primary enforcement responsibility for pesticide use
violations.

**(c) Neither section 26 of this Act nor this section shall limit the authority
of the Administrator to enforce this Act, where the Adminstrator determines
that emergency conditions exist that require immediate action on the part of
the Administrator and the State authority is unwilling or unable adequately to
respond 1o the emergency.

“SEC. 28. IDENTIFICATION OF PESTS; COOPERATION WITH
DEPARTMENT OF AGRICULTURE'S PROGRAM.

““The Administrator, in coordination with the Secretary of Agriculture,
-shall identify those pests that imust be brought under control. The Ad-
‘ministrator shall also coordinate and cooperate with the Secretary of

Agriculture’s rescarch and implemeniation programs to develop and improve
the safe use and eftectiveness of chemical, biological, and alternative methods
to combat and control pests that reduce lhe quality and economical produc-
tion and distribution of agricultural products to domestic and (oreign con-
sumers.

“SEC. 29. ANNUAL REPORT.

**“The Administrator sha!l submit an annual report to Congress before
February 16 of each year and the first report shall be due February 15, 1979.
The report shall include the total number of applications for conditional
registration under section 3(c){(7)B) and 3(c){(7)(C) of this Act that were filed
during the immediately preceding fiscal year, and, with respect to those ap-
plications approved, the Administrator shall report the Administrator’s find-
ings in each case, the conditions imposed and any modification of such condi-
tions in each case, and the guantities produced of such pesticides.

“SEC. 30. SEVERABILITY.
~**H{ any provision of this Act or the application thereof .to any person or cir-
cumstance is held invalid, the-invalidity shafl-not-affect other provisions or ap-
plications of this Act which can be given effect without regard to the invalid
provision or application, and to this end the provisions of this Act are
severable.
“SEC. 3T. AUTHORIZATION FOR APPROPRIATIONS.

“There is awthorized 1o be appropriated such sums as may be necessary
to carry out the provisions of this Act for each of. the fiscal years ending
June 30:; 1973, June 30, 1974, and June 30, 1975. The amounts.authorized
to be appropniated for any fiscal- vear ending after June 30, 1975, shall be
the sums hereafter provided by law.”

There-is hereby.authorized 10-be. appropriated to:varry.out the provisions
‘of this Act for-the period beginning - July 151975, and ending September 30,

1975, the sum of 311,967,000.

There is-hereby authorized to be appropriated to carry out the provisions
of this Act for the period beginning October 1,.1975, and ending November
15, 1975; the sum.of $5,983,500.

““There are hereby: authorized to be appropriated to—carty out the provi-
sions of this Act for the period beginning October 1. 1975, and ending
September 30, 1976, the sum of 347,868.000. and for the period. beginning October 1,
1976, and ending September 30. 1977, the suny of $46,636.000. and for the period

October 1. 1977, and--ending September 30. 197B, the sum of

“eginning -
354500000, .;ang- for the period beginning October 1. 1978, and ending Septem-

ber 30, 1979, suchr sums as may be necessary, but not in excess of $70.000.000.
. There are hereby authorized (0 be appropriated tocarry out the provisions of this
Act for the period beginning October 1, 1979, and ending September 30, 1980,
such sums as may. be necessary, but not in excess of 372,160,000, and for the
period beginning October 1, 1980, and ending September 30, 1981, such sums as
may be necessary, but not in excess of $77,500,000."°.
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Amendments to Other Acts

Sec. 3. of P.L. 92-516 (1972) states, The following Acis are amended by
striking out the terms ‘‘economic poisons’’ and ‘‘an economic poison’
wherever they appear and inserting in lieu thereof *‘pesticides’’ and ‘‘a
pesticide’’ respectively:

(1) The Federal Hazardous Substances Act, as amended (15 U.S.C. 74 Star, 10
1261 et seq.);

(2) The Poison Prevention Packaging Act, as amended (15 U.S.C. 84 Star. 1670
1471 et seq.); and

(3) The Federal Food, Drug, and Cosmetic Act, as amended (21 $2 Stai, 1040

U.S.C. 301 et seq.). )
Effective Dates of Provisions of Act

Sec. 4. of P.L. 92-516 (1972), as amended, states, (a) Except as otherwise
provided in the Federal Insecticide, Fungicide, and Rodenticide Act, as
amended by this Act, and as otherwise provided by this section, the amend-
ments made by this Act shall take effect at the close of the date of the enact-
ment of this Act, provided if regulations are necessary for the implementation
of any provision that becomes effective on the daie of enaciment, such regu-
lations shall be promulgated and shall become effective within 90 days from
the date of enactment of this Act.

(b) The provisions of the Federal Insecticide, Fungicide, and Rodenticide Savings
Act and the regulations thereunder as such existed prior to the enactment of e len.
this Act shall remain in effect until superseded by the amendments made by 7 USC 138 note.

this Act and regulations thereunder.

(c)(1) Two years after the enactment of this Act the Administrator shall
have promulgated regulations providing for the registration and
classification of pesticides under the provisions of this Act and
thereafter shall register all new applications under such provisions.

(2) Any requirements that a pesticide be registered for use only by a P.L. 9414
certified applicator shall not be effective until five years from the date of 89 Star. 732,
enactment of this Act.

(3) A period of five years from date of enactment shall be provided P.L. 94.140;
for certification of applicators. 8 Star. 733.

(A) One year after the enactment of this Act the Administrator

shall have prescribed the standards for the certification of ap-

plicators. :

(B) Each State desiring to certify applicators shall submit a State P.L. 95.39:
plan to the Adminstrator for the purpose provided by section 4(b). 92 Star. 842,
(C) As promptly as possible but in no event more than one year

after submission of a State plan, the Administrator shall approve the

State plan or disapprove it and indicate the reasons for disapproval.

Consideration of plans resubmitted by States shall be expedited.

(4) One year after the enactment of this Act the Administrator shall
have promulgated and shall make effective regulations relating to the
registration of establishments, permits for experimental use, and the
keeping of books and records under the provisions of this Act.

(d) No person shall be subject to any criminal or civil penalty imposed by
the Federal Insecticide, Fungicide, and Rodenticide Act, as amended by this
Act, for any act (or failure to act) occurring before the expiration of 60 days
after the Administrator has published effective regulations in the Federal
Register and taken such other action as may be necessary to permit compliance
with the provisions under which the penalty is to be imposed.

(e) For purposes of determining any criminal or civil penalty or liability to

— any third person in respect of any act or omission occurring before the expira-
tion of the periods referred to in this section, the Federal Insecticide,
Fungicide, and Rodenticide Act shall be treated as continuing in effect as if
this Act had not been enacted.

Legislative History

Public Law 92-516
92nd Coegress, H. R. 10729
October 21, 1972

HOUSE REPORTS: No. 92-511 (Comm. on Agriculture) and No. 92-1540 (Comm. of
Conference).

SENATE REPORTS: No. 92-838 (Comm. on Agriculture and Forestry) and No. 92-
970 (Comm. on Commerce).
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CONGRESSIONAL RECORD:
Vol. 117 (1971) Nov. 8, 9, considered and passed House.
Vol. 118 (1972): Sept. 26, considered and passed Senate, amended.
Qct. S, Senate agreed 1o conference report.
QOct. 12, House agreed 1o conference report.
WEEKLY COMPILATION OF PRESIDENTIAL DOCUMENTS:
Vol. 8, No. 44 (1972): Oct. 21, Presidential statement.

Pudlic Law 94-140
$4ih Comgress, H. R. 3341
November 18, 1975
HOUSE REPORTS: No. 94-497 (Comm. on Agriculture) and NO. 94.668 (Comm.
- of Conference).
SENATE REPORT No. 94-452 (Comm. on Agriculture and Forestry).
CONGRESSIONAL RECORD: Vol. 121 (1975).
-Sept. 26, Oct. 3, 9, considered and passed House.
Nov. 12; considered and passed Senate, amended.
Nov. 18, House agreed (o conference report.
Nov. 19, Senate agreed to conference report.

Public Law 93— 39¢
95(h Congress, S. 1673
Septesmber 30, {978
HOUSE REPORTS: No. 95-343 and No. 95-343, Pt. 2, (Comm. on Agriculture) both
accompanying H.R. 7073 and No., 95-1560 (Comm. of Con-
ference).
SENATE REPORTS: :No. 95-334 (Comm. on Agriculture, Nutrition and Forestry) and
95-1188 (Comm. of Conference).
- CONGRESSIONAL RECORD:
Vol. 123 (1977): July 29, considered and passed Senate,
Sept. 22, Oct. 31, considered and passed House, amended, in lieu of
H.R. 7073.
Vol. 124 (1978): Sept. 18, Senate agreed to conference report.
Sept. 19, House agreed to conference report.
WEEKLY COMPILATION OF PRESIDENTIAL DOCUMENTS:
Vol. 14, No. 40: Oct. 2, 1978, Presidential statement.

The following is Section 27(a) of P.L. 95-396, the ‘‘Federal Pesticide Act of 1978"",
but is not an amendment to FIFRA.

Studies

JUSC 6w Sec. 27. (a)-The Administrator of the Environmental Protection Agency
- 'shall perform 2 study examining the.feasibility of assessing and collecting fees
from persons applying to register, or amend the registration of, pesticides to
cover the costs incurred by the Environmental Protection Agency in process-
ing such applications under the provisions of the Federal Insecticide,
Report 1o Fungicide, and Rodenticide Act. The Administrator shall complete this study
[\ gressiona . . .
committce. and submit a report setting forth the findings of the study and recommenda-
tions for the implementation of these findings to the Senate. Committee on
Agriculture, Nutrition, and Forestry and the House Committee on
Agriculture, not later than June 30, 1979.
(b) The Adminstrator, in cooperation with the Secretary of Agriculture,
and after consultation with appropriate State officials, shall review .available
-scientific information dealing with issues involved in.the methods of pesticide
.application, including ,-but-not fimited to, the.advisability of uttra-low-volume
methods of application, and shall recommend to the Senate Committee on
Agriculture, Nutrition, and Forestry and the House Committee on Agriculture
such changes as the Administrator may deem necessary in existing law relative .
to provisions of the Act pertaining to the use of a registered pesticide in a
manner inconsistent with its labeling. The report shall be submitted as soon
as practicable, but not later than March 31, 1979.
Rerort 1o ) The‘ Administsator ;mn submit an updated st_udy examining the prob-
Canprevannl lems of minor uses of pesticides not specifically permitted by labeling. The Ad-
commitice, ministrator shall complete this study.and submit.a report-setting forth the find-
ings of the study-and recommendations for the implementation of these find-
. ingsto1the Senate Committee on Agriculture, Nutrition, and Forestry and the
House Committee on Agriculture, not later than June 30, 1979.
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4 FIFRA Regulatory Elements

FIFRA was enacted by Congress to provide for the pre-market clearance of
pesticides and the post-market surveillance of pesticides and pesticidal
devices. The following sections of this chapter discuss the primary
regulatory means by which the Act 1is implemented. The primary regulatory
elements of FIFRA include:

e Registration of Pesticides;

e Establishment Registration;

¢ Pesticide Disposal;

¢ IExperimental Use Pernits;

o Emergency Exemptions for Federal and State Agencies; and

e State Registration of Pesticides To Meet Local Needs.
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4a Registration of Pesticides

The basic element of EPA's pesticide regulation program is the registration
of pesticides destined for use in the United States. Section 3 of FIFRA
and 40 C.F.R. Part 162 provide the basic authority for the registration
program.

The objectives of the pesticide registration program are to:
e Bring the product into compliance with Section 3 of the Act;

e Provide users with pesticides that will not cause unreasonable
adverse effects to the environment when used as directed;

e Provide users with pesticides that will be effective for the pur-
poses listed on qpe label; ,

¢ Provide users with pesticides that are essentially safe when used
as directed;

e Identify the registrant and/or producer responsible for the pesti-
cide; and

e Identify registered pesticides in the event that enforcement action
is required. '

Applicability of Registration Requirements

The Act requires that all producers (see Glossary) of pesticides have their
products registered with EPA.

With few exceptions, it is unlawful for any person in any State to sell,
offer for sale, hold for sale, ship, deliver for shipment, or receive and
(having so received) deliver or offer to deliver to another person any
pesticide that is not registered.
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A pesticide may be registered by the Administrator if it is determined

that:

The composition of the product warrants the proposed claims made
for it;

Its labeling and other required material comply with the require-
ments of the Act;

The product will perform its intended functions without unreason-
able adverse effects to the environment; and

The product will not generally cause unreasonable adverse effects
to the environment when used in accordance with widespread and
commonly recognized practices.

Registered pesticides will be classified as either "general” or "restric-
ted,” according to use.

Pesticides Exempt ‘From Registration Requirements

The following pesticides are exempt from registration requirements under
FIFRA {40 C.F.R. §162.5(b)]:

lPesticide products that are offered solely for human use and are

also either 2 new drug within the meaning of the Federal Food,
Drug, and Cosmetic Act or an article determined not to be a new
drug by the FDA through a regulation establishing conditions for
the article's use;

Pesticides being transferred from one registered establishment to

.another registered :establishment -operated by the same producer

solely for packaging at the second establishment or for use as a
constituent part of another pesticide produced at the second estab-
lishment;

Pesticides being tramsferred for use in accordance with the
requirements of an experimental use permit;

- Pesticides whose registration is cancelled under ‘Section 6(c) of
- 'the :Act and .are -shipped solely for disposaly

Pesticide products intended for export to any foreign country when
prepared or packaged according to the specifications or directions
of the foreign purchaser; and

Pesticides being transferred for use by a Federal or State agency

-under the provisions of :a. Section 18-.emergency exemption.
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Registration Procedures

Types of Registration

The following is a brief description and summary of the types of registra-
tion and the general requirements for each type.

New Registrations. The following must be filed with the Registration
Division:

e Application for Pesticide (EPA Form 8570-1);
¢ Confidential Statement of Formula (EPA Form 8570-4);
e TFive copies of the proposed labeling;

e Supporting data concerning product efficacy, general and environ-
mental chemistry, and hazard, as required by 40 C.F.R. §162.8;

e Offer-To-Pay Statement;
o Certification Statement;

e Statement proposing a classification of general or restricted use
for the product;

e Supportive data; and
e Any other information required.

NOTE: Filing an application does not constitute registration. Once a
company files an initial application, it is assigned a permanent
registrant number. This number, followed by a hyphen and letters is
the file symbol. When and if the product is accepted for registra-
tion, the file symbol is converted to the product registration

number,
Ex. Before Acceptance ' After Acceptance
File Symbol EPA Registration Number
339-R 339-1

Amended Registrations. An application for amended registration must be
submitted when changes are proposed in the labeling (such as the additiom
of new uses, change in product name, or request for additional brand names)
or when minor changes are proposed in the formulation of the pesticide.

The following must be submitted:

e Application for Amended Pesticide Product Registration (EPA Form
8570-11);

FIFRA Compliance/Enforcement 1-51 Guidance Manual 1983



Chapter One Registration of Pesticides

e Two draft copies of the proposed changes to the previously approved
labeling with supporting data; and

e Five copies of the final printed label in accordance with 40 C.F.R.
§162.10, Labeling Requirements. Final printed labeling need not be
submitted until after draft copies are approved by EPA.

When a minor change in the product's chemistry is desired, the Confidential
Statement of Formula (EPA Form 8570-4) should also be submitted. 1If the
addition of a new use requires data, then two coples of this data should
also be submitted.

Distribution Under Amended Labeling

After the effective date of a change in labeling or formula (the acceptance
date), the product may still be marketed using the previously accepted
label during the five-year registration period, unless the Registration
Division indicates-otherwise.

Supplemental Registrations (Private Labels). A basic registrant's product
can be supplementally registered for a distributor, thus allowing the
distributor to market the product under his or her own brand name without a
separate registration. ‘

Certain counditions are applicable for supplemental registration:

e The distributor's product must have the same composition as the
basic registrant's product;

e The distributor's product must be manufactured and packaged by the
same person who -manufactures and packages the registered basic
product;

o The product labeling for the distributor must bear the same claims
as the basic product provided; however, specific claims may be
deleted if by so doing no other changes are necessary;

o The product must remain in the manufacturer's unbroken container;

« 'The .label must bear .the EPA registration mumber of the basic regis-
tered product followed by a hyphen and the distributor's company
number; and

e The distributor's product must bear the name and address of the
distributor, qualified by such terms as “Packed for...,” "Distri-
buted by...,” or "Sold by...."
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The following should be submitted by the registrant:

e Application for Supplemental Registration of Distributor (EPA Form
8570-5), which includes proof of concurrence by the distributor;
and

‘e Distributor's company number for each proposed distributor.

Renewal Registrations.* Registration is effective for a period of five
years from the date of registration. At the end of the registration
period, a notice of intent to cancel will be sent to the registrant at the
latest address known to the Registration Division. If a registrant wishes
to continue the registration in effect after the expiration of the five-
year registration period, a request for renewal registration must be made
within 30 days of receipt of a notice of intent to cancel. "If a continu-
ance 1s not requested, cancellation of registration will become effective
at the end of the 30-day period following receipt of the notice.

Applications for renewal are subject to certain labeling and data require-
ments. If the product or its labeling fails to comply with current
requirements, the registrant will be afforded an opportunity to make the
necessary corrections. Following receipt of a notice of intent to continue
registration, the Registration Division may request specific data from the
registrant.

Re~registration. FIFRA Section 3(g), as amended in 1278, directs EPA to
re-register all currently registered products as expeditiously as

possible. Central to the re-registration program is a document called a
Registration Standard. Each standard summarizes all the data available to
the Agency on a particular active ingredient and its current uses, and sets
forth the Agency's position and requirements for a company to retain full
registration. '

Once a standard is published, the Agency will solicit the appropriate
registrants to re-register their products. Those registrants who wish to
continue to sell or distribute their product in commerce must then meet the
conditions and requirements of the standard. Although these requirements
may vary from one active ingredient to another, in general they include:

e Submission of needed scientific data that the Agency does not have;

e Compliance with standards of toxicity, composition, labeling, and
packaging; and :

e Satilsfaction of the data compensation provisions,

* The five-year renewal program is currently inoperative.
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Conditional Registration. FIFRA Section 3(c)(7) authorizes the
Administrator to conditionally register a pesticide product even though
certain required data may not have been submitted or evaluated by EPA. A
conditional registration is a registration for which the submission (or
Agency review) has been deferred to a future date.

Labeling Requirements

‘The registration program is- designed to ensure that pesticide products will
be safe and effective when used in accordance with statements listed on the
label. FIFRA requires every pesticide product to bear a label containing
the following:

e Name, brand, or trademark under which the product is sold;

¢ Name and address of producer, registrant, or person for whom
‘produced;

e Net contents statement;
e Product registration number (EPA Reg. No.);

e Producing establishment number (EPA Est. No.) (This number may be
placed on the immediate container instead of the label.);

e Ingredient statement;
e Warning or precautionary statement;
. ». Directions for usej; and

@ Use classification.
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4b  Establishment Registration

Establishment registration 1s accomplished through application by a respcn-
sible company official to the Pesticides Group in the appropriate Regional
Office of EPA. Registration is a formal procedure, and the firm should
make written application to the EPA Regional Office having jurisdiction for
the State in which the establishment is located. Foreign companies who
wish to register their establishment with EPA should submit an application
form to the Headquarters PTSCMS in Washington, D.C. The Regional Office or
Headquarters will assign an establishment number.

Each establishment will be assigned only one EPA establishment number. (In
rare instances, an exception may be made when two separate corporate
entities use the same facilities.) All pesticide products and active
ingredients released for shipment in interstate commerce or released for
export from or import into the United States must bear the establishment
number. The establishment number must appear on the label or immediate
contalner of all pesticide products.

Authority

Section 7 of FIFRA and 40 C.F.R. Part 167 require that establishments be
registered with EPA before producing any pesticide product or active ingre-
dient.*

Section 25(c)(4) of FIFRA gives the Administrator authority “to specify
those classes of devices which shall be subject to any provision of para-
graph 2(q)(1) [misbranding] or section 7 [establishment registration]....

* Proposed rules are under development for incorporating the term "active
ingredient”™ under FIFRA §7 requirements.,
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Objectives

The objectives of the establishment registration are to:

e Identify the production site at which a pesticide, device, or
active ingredient was produced;

e Provide for more efficient production monitoring;

e Identify the producer in the event that enforcement action is
required;

e Identify the production site in the‘event it is necessary to recall
or stop sale of pesticides or pesticidal devices due to adverse

effects to humans or the enviroument through accident, willful
"misuse, mishandling, or other adverse actions; and

e Determine total quantities and types of pesticidal chemicals or
devices introduced into the environment,

Applicability of Registration Requirements

All establishments where pesticides, devices, or active ingredients are

produced must be registered except for those pesticides or devices not sub-
ject to provisions of the Act or those active ingredients that are used to
produce pesticides not subject to provisions of the Act. The term
""produce” has been defined in the regulations as meaning "to manufacture,
prepare, propagate, compound, or process any pesticide...including any
pesticide produced for use pursuant to Sections 3, 5, 17, 18, or 24, or any
active ingredient used in producing a pesticide or device.” The term also
means to repackage or otherwise change the container of any pesticide,
active ingredient, or device. The following establishments are in this
category and must be registered:

e Producers who use active ingredients in making a pesticide;
e Producers of technical material;

¢ Formulators;

o  Repackagers;

e Custom blenders;

e Producers of pesticide products for export;
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e Foreign producers who export products to the United States; and
e Producers of pesticides under experimental use permits.
In additiocn, establishmente that produce pesticides for other companies

under a contract must also be registered. The establishment number of the
actual producer must appear on a2ll products.

Registration Procedures

Initial Registration

EPA Form 3540-8, Application for Registration of Pesticide—~Producing
Establishments, must be completed and submitted to the appropriate Regiomel
Office or to Headquarters.

The Pesticides Group in each Regional Office or the Headquarters PTSCMS
will review the applications. Applicants will be contacted by these
offices when errors or omlssions are apparent. Pesticide inspectors will
be called upon, as necessary, to verify application information.,

Changes to Existing Registration

Changes in company headquarters, ownership, or address (as identified in
Item 2 of EPA Form 3540-8) must be reported within 30 days to the EPA
Regional Office having jurisdiction over the State in whlch the company

headquarte*s 1s located.

Cancellation or Revocation of Registration

If a registered establishment no longer produces pesticides, the Regional
Office should be notified to request cancellation of the registration,
unless the firm intends to re-—-enter production at a later date.

The registration of an establishment may be revoked for one of the
following reasons:

e Company request;

e Failure of company to submit required reports; or

e Registration due to administrative or other error.
An establishment registration may not be revoked or terminated for viola-
tions of other requirements under FIFRA. Civil or criminal penalties are

applied for other violations and the establishment registration remains in
effect,
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Establishment Registration Numbers

The EPA Regional Office or PTSCMS will assign an establishment number to
applicants. The numbering system is based on the company registrant
number, the abbreviation for the State in which the establishment is
located, and a sequential number for each establishment registered by that
company within the State.,

Placement on Label or Container

The establishment number preceded by "EPA Est.”™ must appear on all pack-
aging and containers as follows:

Example: EPA Est. 777-KY¥-3

That number is to be the one assigned to the last establishment at which
the product was produced or repackaged. No combinations of product regis-
tration and establishment numbers will be permitted. The establishment
number may appear anywhere on the pesticide container or on the label. It
must also appear on the outside container or wrapper of the package if it
cannot be clearly read on the immediate container.

The establishment number is to be used in addition to and not in lieu of
the product registrztion number. Both the establishment number and the
product registration number must appear on the product released for ship-
ment. The establishment number may be on either the label or the immediate
container, while the product registration number must appear on the label.

Producers may seek approval of various techniques or formats for displaying
the establishment number. If the company obtains approval to include more
than one establishment number on a label, the producing establishment for
the labeled product must be marked, notched, or otherwise clearly noted
thereon for identification purposes. Following are examples of approved
formats that may be adopted for use by pesticide producers.

e Example 1. The company (registrant) number is 123, and there are
three registered establishments—-two in Indiana (IN) and one in
Massachusetts (MA). The three establishment numbers are printed in
full. Those products produced at the second site in Indiana may be
identified by a saw-cut, notch, arrow (as shown), or similar
indicator. ‘

EPA Est. 123-IN-1
123-I8-2 <
123-MA-1
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e Exarmple 2. The company (registrant) number is followed by the
+

State atbreviation and the digit(s) of the establishment(s) located
in that State. Whea znother Stzte 1s introduced, the company
number need not be repeated. To indicate the actual production
site, the establishment digit may be identified by a saw-cut,
notch, arrow (as shown), or similar indicator. This example shows
a procduct produced at the second site in Indiana.

EPA Est. 123-In-1-2<: KA-].

e Example 3. The producer is adding its own code number to identify
the actual production site. Each of the three establishment
numbers on the label will be followed by a code; a statement
following the numbers will explain that the inspector must look on
the bottom oi the container to determine the actual producing
establishment.

EPA Ect. i23-L7-1, 2: MA-1

See last letter cn bottem of

h SN

can for actuzl establishk:ent.

Other variations must be approved by Headquarters PTSCMS. (In no case may
the establishment number be combined with the product registration number.)

Establishment Production Reports

Each producer must su
include activities re

o Manufacture; : - - -
¢ Formulation;
© Repackaging;
e Export and import;
¢ Experimental use;
¢ Special local needs of States; and
e Federal and State emergency exemptions.
Producers who menufacture their own products and serve as distributors of

other products must report only their own production. Distributors and

sellers need not report if they are not producers. Also, any person who is
a producer solely beczuse he or she produces a custom-blended pesticide

need not report.

FIFRA Compliance/Eniorcement 1-59 Guidance Manual 1983



Chapter Ome Establishment Registration

Each establishment must have its own report and may not be combined in the
case of one company having several establishment locations. However, the
company headquarters may complete the forms.

When To Report

Reports from all registered establishments must be submitted annually, by
February 1, to the Regional Office having jurisdiction over the State in
which the establishment is located. The original and one copy of the form
are to be submitted.

When a new establishment is registered, a pesticides report must be sub-
mitted to the Regional Office or to Headquarters within 30 days after
notification of registration. A pesticides report form (EPA Form 3540-16)
will be furnished to the producer with the assignment of the establishment
number,

What To Report

Only those products actually produced at the reporting establishment should
be included. Information on products sold or distributed by, but not pro~
duced at, the reporting establishment is not to be included in this report.

Products produced under several distributor numbers are to be reported as
one product under the basic product number and using the registered product

name.

The Annual Production Report Form is used to prepare the annual report.
Information required for the report includes:

¢ Establishment name and address;

¢ Establishment number; \

e Listing of each pesticide product or device produced;
e Pesticide registration number;
e Product name; and
o Chemical formulation, if the product or device:
- 1s not registered with EPA or the State,
~ Does not have registration applied for,
- 1Is produced under an experimental use permit, or

—= 1Is an unregistered technical material shipped under a Section 3b
exemption.
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nitted by industr¥
tion will be con-

SldEIcC codfl
(Protection ¢

Section 12(a)(2)(D) of FIFRA provides that it is unlawful for any person
“to use for his ovn advantage or to reveal, other than to the Administra-
tor, or officials or employees of the Environmental Protection Agency or
other Federal executive agencies, or to the courts, or to physicians,
pharmacists, and other qualified persons, needing such informatiom for the
performance of their duties, in accordance with such directions as the
Administrator may prescribe, eny information acquired by authority of this
Act which is confidential under this Act.” In addition, Section 10(f)
provides that any past or present officer cor employee of the United States
who willfully discloses confidential information subject to Section 10(b)
to any person nci entitled to receive such information shall be fined not
more than $10,000, or imprisoned for not more than one year, or both. (See
Chapter Eleven for specific information concerning confidentiality
procedures.)
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Authority

Under Section 19 of FIFRA, the Agency has the authority to issue procedures
and regulations for the disposal and storage of excess pesticides, pesti-
cide containers, and pessticide-related wastes., Because of certain informa-
tion gaps and a nationwide shortage of safe disposal facilities, the Agency
has issued guidelines and recommended procedures for the disposal and
storzge of pesticides as the first step 1n fulfilling its mandate to regu-
late the disposal of pesticides (39 Fed. Reg. 15236, 40 C.F.R. Part 165).
As a second step, the Agency intends to promulgate z set of regulations
that prohibit the "worst acts” of pesticide disposal and storage and, even-
tually, to promulgate comprehensive regulations for the disposal and
storage of pesticides.

Enforcement Actions and Disposzl Practices

Section 19 Regulations and Recommended Procedures

The procedures for disposal and storage of excess pesticides, pesticide
containers, and pesticide-related wastes, promulgated pursuant to Section
19 (40 C.F.R. §165.7 et seq.), are merely recommended procedures and do not
carry the force of law. While all persons or parties should be encouraged
to follow the Section 19 guidelines, no enforcement action will be taken
against those who do not adhere to the guidelines,

Nonetheless, it is unlawful to dispose of pesticides in a manner inconsis-
tent with the label directions for disposal [Section 12(a)(2)(G)] unless
the person is following these Section 19 procedures.

However, pursuant to Executive Order 11752 (38 Fed. Reg. 34793), compliance
with the Section 19 recocmmended procedures for the disposal and storage of
pesticides is mandatory for zll Federal agencies.
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Transportztion of Unregistered Pesticides for the Purpose of Disposal

Although the shipment of an unregistered pesticide is an unlawful act pur-
suant to Section 12(2)(1)(A), the Agency has interpreted Section 19 as
authorizing the movement of such pesticides for the specific purposes of
disposal or storage (38 Fed. Reg. 15237). Thus civil or criminal penalties
will not be imposed upon persons shipping unregistered pesticides to dis-
posal sites.

In the event that there 1s some question as to whether unregistered
pesticides are actually belng shipped for disposal, regional enforcement
officers should make inquiries to confirm that such shipments are for the
purpose of disposal. 1f satisfactory evidence is not available to show
that the unregistered pesticides were actually being shipped for disposal
or if routine investigation does not corroborate the owner's claim of ship-
ment for dispesal, a civil complzint or a civil penalty warning citation
may be issued as appropriate. The person cited may then offer evidence in
a settlement conference or plead as an affirmative defense in a civil
penalty hearing that the unregistered pesticides were actually being
shipped for disposal. The regional enforcement personnel should encourage
those persons interested in shipping unregistered pesticides to disposal
sites to notify the Regional Office in advance of such shipments.
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Authority

Section 5 of FIFRA and 40 C.F.R. Part 172 provide the Administrator with
the authority to issue an experimentzl use permit in order for an applicant

to accumulate information necessary to register a pesticide under Section 3
or to secure information for a new use ¢f a registered pesticide.

The Administrator may revoke any experimental use permit: (1) if it is
found that the terms or conditicns are being violated; (2) if its terms or
conditicns are inadequate to avoid unreasonzble adverse effects to the
environment; (3) if new evidence is obtezined which demonstrates thet the
tolerance will be inadequate to protect the public health; or (4) for
failure to meet any provisions of 40 C.F.R. Part 172.

Scope

The regulztory provisions of FIFRA for experimental use permits do not
apply to tests to determine the purpose, toxicity, or properties of a
pesticide, where the tester cdoes not expect to recelve any benefits from
the use of the pesticide.

Permit Application Procedures

An application (EPA Form 8570-17) for an experimental use permit must be
submitted in triplicate to the Registration Division of the Office of
Pesticide Programs. The contents must include:

e Names and addresses of applicants, participants, and cooperators;

e Registration number of product, if registered;

@ Proposed method of storage and disposal;
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e Proposed objective and purpose of testing;

e Factors relating to testing progrTam; and
¢ Tolerance data.

For an unregistered pesticide product, the application must also include:
e Confidential statement of composition;

e Chemical and physical properties of active ingredients;

e Data of the rate of decline of residues on treated crop or environ-
mental site or other data regarding entry into treated areas; and

e Results of toxicity tests.

The permit will be issued upon the determination by the Administrator that
the statutory and regulatory provisions of Section 5 have been met. The
permit will specify the conditioms, duration, and recordkeeping require-
ments.

Labeling Requirements

A1l pesticides shipped or used under an experimental use permit must be
labeled with the following (40 C.F.R. §172.6): '

e The statement "For Experimental Use Only";
e Permit number;

e The statement "Not for sale to any person other than a partici-
pant or cooperator of the EPA-approved experimental use program”;

e Name, brand, or trademark;

o Name and address of the permittee, producer, or registrant;
e Net contents;

e Ingredient statement;

e Warning or caution statemen;; -

# Limitations on entry into treated areas;

e Establishment registration number, if appropriate; and

o Directions for use,

FIFRA Compliance/Enforcement 1-66 Guidance Manual 1983



Under
Federa

follow1ng e

]

2 O
0
¢
a

Sectlou 18 of FIFRA the Administrator has the authority to exempt
and St from the requirements of the Act under the
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A pest cutbreak has or is about to occur and no pesticide regis-
tered for the particular use, or alternative method of control, is
availebie;

Significant economic or health problems would occur without the
use cf the pesticide; or

There 1s insufficlent time to register a pesticide before the dis-
covery or prediction of a pest outbreakx.

Types

oI Exewmptlons

Specif

ic Exemption

A specific exemption may be granted to control the outbreak of a pest in
the United States and is valid only for the specific situation involved.

Exempt
®

ion conditions may include:
Limitation on quantity of pesticide used;
Conditions under which it may be applied;
Persons who may apply the pesticide;
Monitoring activities; and

Duration of exemption (never longer than one year).

FIFPA
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Quarantine/Public Eealth Exemption

A quarantine or public health exemption mzy be granted to prevent the
introduction or spread oi & foreign pest into or throughout the United
States. Exemption conditions include:

e Duration of exemption (never longer than one year, although the
Administrator may renew the exemption); and

® No pesticide may be used that has been suspended by the
Administrator.

Crisis Exemption

Crisis exemptions are granted to any Federal or State agency in situations
involving the unpredictable outbreak of pests in the United States where
the responsible official in authority determines:

@ There is no readily available pesticide registered for the parti-
cular use; and

e The time element is too critical to request a specific exemption.

Procedures To Be ¥ollowed

Specific Exemption

Upon approval of a specifié exemption, the Federal or. State agency must:

¢ Immediately inform the Administrator in writing of the time and
place of pesticide application;

e Inform the Administrator of the location, quantity, and extent of
use of the pesticide within 10 days of final application or use;

¢ Initiate monitoring activities specified by the exemption and
report any.adverse effects .to .the-Agency; and

e Provide the Administrator with a summary report on the emergency
action taken and the outcome of such action within one year of the
— granting of the exemption.
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e

The Federel or State agency using or applylmg pesticides under this exemp-

~tion must:
¢ Maintain records of &ll treatments including:

- Application site,

-~ Pesticide used,

-~ Rate of application, and
— Quantity used; and

¢ Submit to the Administrator and the Hearing Clerk of the Agency,
one month after the expiration of the exemption, a report listing

~ Number of treatnme
~ Pesticides used £
- Steps tegken to co

s 3
r each type of treatment, and
ply with registration requirements of the Aczt,

-
LA
(¢}
ol

Crisis Ezxemption

When a Federal or State agency determines that it will avail itself of a
crisis exemption, the head of the Federal agency or the Governor of the
State or their designees wmust notify ths Administretor by telesram within
36 hours of this determinztion.

Within 10 days of the applicsetion for use of the pesticide, they must file
with the Administr the following certified informatdion:

o The nature and scope of the emergency, including the pest involved;

¢ Thaet no pesticide registered for the particular use was readily
available, and the basis for such determination;

¢ That the time element was too critical to request a specific or
quarantine/public health exemption;

o The location, quantity, method of application, duration of applica-
tion, and qualifications of personnel involved in the application;

e The steps being taken to reduce adverse effects; and

e Any other information requested by the Administrator.
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raw zr exemption upon determination that:

e An agency is not complying with the requirements of the exemption;
or
e Such action is necessary to protect humans or the environment.
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Under Section 24(c) of FIFR4, a State is authorized to register z new end
use product for aay use, or additicnal use of 2 federally registerec pesti-

cide.

The fcllcwing iticns must exist bafore a State can register a pesticide

condi
under Section 24(c¢):
e There 1s a specizl local need for the use within the State;

e The pes
ter

de may be cistributed and used only within the regis-
in e

18
¢ A State pay not register a pesticide for a food or fesd use unless
eg

tolerances, exemptions, or other clezrances have been issued under
the Federal Food, Drug, and Cosmetic Act; - -

istraticn for the same uvse has not been denied, disappreved,
pended, or cancelled; ard

©

Re
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The registration 1s in accord with the purposes of FIFRA.

Tvpes of Section 24(c) Registrations

Section 24(c) registrations are issued either as amendements to PFederal

registrations or as State-issued registrations for new products.
Amendments to Federal registrations are based on the following use provi-

sions:

¢ Any nev use of a federally registered pesticide;
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o Anv use of a iece
other uses of the pro
suspended; and

registered product for which registration of
¢t was denied, disapproved, cancelled, or

e Any use of a federaliy registered product for which registration of
some or all uses has been voluntarily cancelled by the registrant.

State-issued registrations for new products are based on the following pro-
duct criteria:

e A product identical in composition to a federally registered pro-
duct but different in packaging or identity of the formulation;

e A product that contains the same active and inert ingredients as a
federally registered product, but in different percentages; and

e A product containing & new combination of active or active and
inert ingredients 1f each active or inert ingredient is contained

in a federally registered pesticide.

Registration Disapproval/Suspension
Dp !

General Disapproval

State registrations that do not have & composition and use pattern which is
similar to federally registered pesticide products may be disapproved by
the Administrator if there are reasomable grounds.

Special Disapproval

The Administrator may disapprove any State registration, including a regis-
tration for a similar product if it is determined that the use of the pro-

duct:
e Would constitute an imminent hazard; or

e May result in a residue on food or feed exceeding or not covered by
a tolerance, exemption, or other clearance under the Federal Food,
Drug, and Cosmetic Act.

Suspension

The Administrator may suspend all or any part of a State's authority to
register pesticides under Section 24(c) if the State:

e Is not capable of exercising adequate pesticide controls; or

o Has failed to exercise adequate pesticide controls.
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ACT == When used in this manuel, "the Act” means the Federal Insecticide,
Fungicide, end hoden*lc éa Act, as amended (TIFRA).
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ADMINISTRATOR —- The Administrater of the Environmental Protection Agency.

:

ADULTERATED —— A pesticide is adulterated 1f:

— Its strength or purity falls below the professed standard of quality
as expressed on Its labeling under which it is sold;

-- Any substance has been substituted wholly or in part for the pesti-
cide

—— Any valueble constituent of the pesticide has been wholly or in part
abstracted.

AF IDA 1T — A vwritten statement made on oath before a notary public or
other perscon zuthorized to admimister ocaths.

AGENCY —- The Uanited States Environmental Protection Agency (EP A)

BATCH -- A quantity of a pesticide product made in one operation or lot or

- if made in a continuous or semi-continuous process or cycle, the quan-
tity produced during an interval of time to be determined by the
producer.,

BIN LABELS — Stock supply of labels that have not been affixed to the
product contziners.

BOOKS AXND RECORDS -~ All records required pursuant to Sections & and 9 of
the Act and 40 C.F.R. §169.2 and all records in lieu thereof.

CERTIFIED APPLICATOR —- Any individual who is certified under Section 4 as
authorized toc use or supervise the use of any pesticide that is clas-
sified for restricted use.
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CIVIL ADMINISTRATIVE COMPLAINT — A written communication alleging one or
more violations of specific provisions of the Act or regulations
promulgated thereuncer (40 C.F.R. §22.03). Each complaint shall
include: (1) reference to the provisions of the Act alleged to have
been violated; (2) a concise factuzl statement of the viclation; (3) the
amount of the prcpcsed penalty; (4) a statement of the appropriateness
of the penalty; (5) notice of the respondent's rights tc an adjudicatory
hearing; and (6) a statement reciting the section(s) of the Act
authorizing the issuance of the complaint (40 C.F.R. §22.14).

COMMERCIAL APPLICATOR — A certified applicator (whether or not he or she
is a private applicator with respect to some uses) who uses or super-
vises the use of any pesticide that is classified for restricted use for
any purpose Or on any property other than as provided by the deflnltlon
of "private applicator.”

COMPLAINANT — Any person authorized to issue a complaint on behalf of the
Agency to persons alleged to be in violation of the Act (40 C.F.R.

§22.03).

CONSENT AGREEMENT — Any written document containing stipulations of fact;
conclusions regarding material issues of law, fact, or discretion; and a
specified proposed penalty acceptable to both complainant and respondent
that results from any settlement conference (40 C.F.R. §22.18).

COOPERATCR —- Any person who grants permission to a permittee or a permit-
tee's designated participant for the use of an experimental use pesti-
cide at an zpplication site owned or controlled by the cooperator.

CUSTCM BLENDED PESTICIDE -~ A pesticide that meets the following
conditions:

-= The blend contains only registered pesticides, fertilizers, and
inert ingredients;

—- Each pesticide used in the blend bears end-use labeling directions
providing for use of the product in such a blend, or the blend is
recommended in writing by an appropriate State or Federal agency
officialy

-— The blend is produced to the 6rder of the user;
-- The blend is not held in the inventory; and

—— The blend is delivered to the user with a copy of the end-usé
-labeling of the pesticide(s) used in the blend and a statement
specifying the composition of the mixture.
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pesticide by

DEVICE —- Any instrw cr ccentrivance (other than a firearm) that is
intended for trepping, deStrOVng, repelling, or mitigating any pest or
other form of plant or animal life (other than humans and other than
bacteria, viruses, or other mchooLganlcus cn or in llv-ug humans or
other living enimels); but nct including equ;pmen; used for the

appliczricn ¢of particidez whan on separately therefron.

s istrict Ccurt of
Islendz, znd the highest court of

DRIPT ~— Movement of a pesticide through the air (during or immediately
after application or usz) to a site other than the intended site of
application or use.

EFFICACY capacity ¢f & peseticide product when used according to
label directions to centrel, kill, or Iirduce the desired action in the
target pest. '

ENVIROMNMNENT — Includss water, air, land, and all plants, humeans and other
animpals living therein, end the interrelaticnships that exist among
these.

ESTABLIZEMENT -~ Any place where a pesticide or device -is produced cr held
for distribution cr sale.

FINAL ORDER —— 41 crder issuad by the Adminisirator after an appeal of. an
initial decision, accelerzted decision, decision to dismiss, or default
atter in controversy between the parties or an
4

order disposing of am
T 40 C.F.R. §22.27(c).

initial decisien unde

GENERAL USE PESTICIDE -~ A pesticide, when applied in accordance with its
directions for use, warnings and cautions and for the uses for which it
is registered, or for one or more of such uses, or in accordance with a
widespread and commonly recognized practice, will not generally cause
unreasonable adverse effects on the environment.

HEARING -- A hearing opern to the public provided in Section 14(a)(3) of the
Act and conducted pursuant to the provisions of Chapter 5, Subchapter II
tle 5 of the United States Code, and the rules of practice fourd at

40 C.F.R. Part 22.
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BEARING CLZRX — Tk

Agency, Washir

rk, United States Environmental Protection
[ad

IMMINENT BAZARD -— A si
pesticide during the tio red for cancellation proceeding would te
likely to result in unreasc e adverse effects on the enviropment or
will involve unreascnabie hacard to the survival of a species declared
endangered by the Secretary of the Interior pursuant to the Endangered

Species Act c¢f 1973.

INERT INGREDIENT -~— An ingredient that is mot active [FIFRA §2(m)]; or, all
ingredients that are not active ingredients as defined in 40 C.F.R.
§162.3(c), and includes, but is not limited to, the following types of
ingredients (except when they have pesticidal efficacy cf their own):
solvents such as water; belts such as sugar, starches, and meat scraps;
dust carriers such as talc and clay; fillers; wetting and spreading
agents; propellents in asrescl dispensers; and emulsifiers.

INITIAL DBECISION — The declsicn issued by the Administrative Law Judge
‘based upon the Tecord of the hearing out of which the decision arises or
upon the rendering of 2an accelerated decision. The decision 1s suppor-
by findings of fact and conclusions regarding all material issues of
law, fact, or discreticn. This decision will become the final decision
and order of the Administrator without further proceedings unless the
decisiorn is appezled or the Administrator orders a review of the case.

INSPECTOR —= 4ny officer or employee of the Environmental Protection
Agency or of any State duly authorized by the Administrator to conduct
inspections, meke investigations, collect samples, and otherwise carry
out the provisions of the Act. Such person may also be known by such
designations as Comnsumer Safety Officer, Pesticide Inspector, Accident
‘Investization Cfficer, Compliance Officer, -etc.

JUDICIAL OFFICER -— An officer or emplovee of the Agency designated as a
judicial officer who shall meet the qualifications and perform functiorns
provided for in 40 C.TF.R. §22.04.

LABEL — The written, printed, or graphic matter on or attached to the
pesticide or device or any of its containers or wrappers.

- LABELING — All 1abels =and .2ll other written, printed, or graphic matter
accompanying the pesticide or device at any time or to which reference
is made on the label or im literature accompanying the pesticide or
device [See Section 2(p)(2)(B) of the Act for exceptiomns].

MARKET PLACE -- All places other than production sites where pesticides or
devices are held for distribution or sale.

‘MISBRARDED — A pesticide is misbranded if:

—— 1ts labeling bears any statement, design, or graphic representation,
relative thesreto or to its ingredients, that is false or misleading.
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Chapter Lxm= Glessa

in actioms
, criminal,

T TOR SEIPMENT -— T

PACRAGED, LADELIL, AXND RZILZASTEL: FOR OSEIP: I Thz term, ~packaged,
labelecd, and releassd for shipment” defines that point in the producing-
markating process oi & pesticide when (1) the product has been produced
and (2) it is the intent c¢f the producer that such product be introduced

into commerce.
At the producer establishment level, such intent to introduce the pro-
duct into the channels c¢f trade (release for shipment) may be evinced by

any of the following factors:

—— The pr

rtions that what 1s being sampled is representa-
1 sold;

O
4

— The storage of the product in areas, such as loading docks, ware-
houses, or other areas wnere ficished products are held for shipment
in the orcéimary cocurse cof business;

— The custom of the pesticide chemical industry indicates that
similerliy situated products are intended for release; or

-

—— The custom oi ti articular producer indicat hat similarl itue-
The st i the TE ' oduce bol tes that similarly s
ated products have in the past been intended for release.

=

a
product is “"intended
for shipmentz,” i

Althouzh there is strong presumptica in the cituetion im which a

" £ relezse™ that the product has been "released
hin the inspector's discreticn to entertain a
producer's zssertion under the particular circumstances such

product was not intended for introducrion into .commerce.

3 -
-

[4]

£

-
Voot e
[l

At the distribution and retzil establishment levels, products have been
"released for shipment”™ at an earlier time by the producer establishment
and, therefore, are subject to inspection and sampling as finished
products.

PARTICIPANT - Any person acting as a representative of the permittee, and
responsible for meking available for use, or supervising the use or
evaluation of, an experimental use pesticide to -be applied at a specific
application site,

PARTY -- Any persom, group, organization, agency, or department that parti-
cipates in a hearirg as complainant, respondent, or intervenor.

PERMITTEE — Any applicant to whom an experimental use permit has been
granted.

PERSON —-- Any individual, partnership, association, corporation, or any
organized group of persons whether incorporated or not.

FIFRA Conmpliance/EZnforcement 1-78 Guidance Manual 1983
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Chanter (u2 Glosszarn

horized by the Re~1o 2l
given Region. Correspon-
Clerk, Unitad Sta;ea
Regionzl Ofiice).

REGIORAL JUDI er or emdlevee of the Agency duly
authecrized : Rzgic ministrator to serve as the Judicial
Officer for i in the Consolidated Rules of
Practice (CR O?)

REGISTRANT — A persom wao bas registered any pesticide pursuant to the
provisions of FIFRA.

, metabolite(s), or degradatica pro-
the crops, soil, water, or other
including humans), following the use cf

RESIDUE — The activ
duct{s) that can
component ci tha envir

the pesticice.
RESPOKDENT — Any person proceeded z2gzinst in a complaint.

RESTRICTED USE PESTICIDEZ —~— A pesticide that when applied in accordance

© with its directions for uss, warnings and cautions and for the uses for
‘which it is registered, cr £ e or more of such uses, or in
accordance wita a wldes;read comamouly recognized practice, may
generally cause without additi latory restrictions, unreasonable

adverse efifects c¢n the environment,

O
3
I
-
[a]
@
Q
o

SPECIAL LQCAL YEED —— A pes: tlen {zxisting or imminent within & State)
that cennot vz effzctivel; trcllied because an apprepriate EPA-
registered pesticide product 1s not available.

CH GF A CERTIFIED APPLICATCR — Unless otherwise
2 pesticide shall be considered to be
2rvision of a certified applicator if it is
applied by a compe ecting under the instructions and control
of a certified appl waG 1s responsible for the actions of that
person and who is avalgasle if and when needed, even though such certi-
fied applicartor is not physically present at the time and place the
pesticide is applied.

UNPROGRAMMED INSPECTION ("Fer Cause”™ Inspection) -— An. inspection .in which
“probable violations of the Act are observed or brought to the attention
of the Agency through, for example, an employee's complaint or a compe-
titor's tip.

USE -- Any act of handling or release of a pesticide, or exposure of humans
or the environment to a pesticide through acts, including but not
limited to:

—— Application of 2 pesticide, including mixing and loading and any
required supervisory actiorn in or near the ares;
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Chapter Two

General Operating Procedures

Primary Office Responmsibilities

The basic framework setting forth the responsibilities of each EPA office
participating in enforcement activities was established by the Adminis-~
trator 's memorandum of July 6, 1982, entitled "General Operating Procedures
for the Civil Enforcement Program” (GOP). (See EPA's General Enforcement
Policy Compendium.) This chapter describes the respective roles and rela-

tionships of the various EPA offices that are involved with FIFRA enforce-
ment.

EPA's enforcement program includes both compliance-oriented and legal-~-
oriented activities. The compliance-oriented activities are primarily the
responsibility of EPA's program offices, and the legal~oriented activities
are principally charged to the Office of lLegal and Enforcement Counsel
(OLEC), including the Regional Counsel. Because many enforcement activi-
ties involve several aspects, these activities cannot be defined as .
strictly “compliance”™ or “legal.” Where both elements are present, the EPA
attorney must be especially diligent in coordinating the legal aspects with
the functions of the other participating offices. The basic relationship
between the attorney and the program office is that of attorney-client.

The basic enforcement functions are divided among the participating offices
as follows:

Regional Administrator

Progranm Office

e Identifies instances of noncompliance;
e Establishes priorities for handling instances of noncompliance;

e Evaluates the technical sufficiency of actions designed to remedy
violations;

FIFEA Compliance/Enforcement 2-1 Gaidence Menual 1983



Chapter Two General Operating Procedures

Identifies for formal action those cases that cannot be resolved
less formally;

Provides technical support necessary for developing cases and con-
ducting litigation;

Issues written notices of warning;

Issues stop sale, use, or removal orders;

- Cooperates with district courts in the disposition of condemned

pesticides or devices;*
Issues routine civil administrative complaints;
Evaluates the appropriateness of civil penalties;* and

Negotiates and prepares consent agreements memorializing settle-~
ments between the Agency and respondents prior to the alleged vio-

-lator's £1ling -of ‘an answer or failing to file an answer to a com—

plaint.*

Regional Counsel

e Acts as attormey for "client” program offices;
e Assists program office in drafting or reviewing notices of warning,
administrative orders, or administrative complaints;
e Ensures consistency of action with OLEC guidance;
=wo-uattendsﬂnegotiattonszvhenever%outstdewpuities*nre Tepresented by
counsel in negotiations;
e Serves as lead attormey for the Agency in adninistrative proceed-
: ings originating in the Region; and
e Refers requests for emergency ta-botary restraining orders to the
Department of Justice and the appropriate United States Attormey.*
Headquarters

Program Office—PTSCMS

Manages national program matters;

* Consultation with other offices is required.

FIFRA Compliance/Enforcement 2-2 Guidance Manual 1983



Chapter Two General Operating Procedures

Establishes national enforcement compliance priorities;

Provides overall direction to and accountability measures for the
enforcement compliance program;

Provides technical support (including support for litigation
activities);

Takes lead role in preparing guidance and policy decisions on
enforcement compliance issues;

Consults with the Regions, on enforcement actions at the earliest
possible stage in the case development process for the following
actions: .

© = “Non-routine" cases of first impression or those of national

significance,

- Misuse actioms,

= Proposed civil penalty settlements involving a monetary reduc-
tion of greater than 40 percent,

= Injunctions,

- Seizures, -

-~ Becall requests, and

- BRequests to override State enforcement actions; and

Works with OLEC in preparing joint guidance for areas in which com-
pliance and legal issues overlap.

Registration Division

Determines status of product as a pesticide or device under FIFRA;
Determines registration status of a pesticide;
Asgesses significance of scientific test results;

Provides expert witnesses, as appropriate, at legal proceedings;
and

Asgists in legal services by:

- Providing copies of accepted ﬁroduct labels for Regional Office
use, _

= Providing Registration Division support for substantive label
defect review, and

- Interpreting label defects.

¥IFRA Compliance/Enforcement 2-3 — Guidance Manual 1383



Chapter Two General Operating Procedures

OLEC

e Provides legal advice regarding enforcement matters to the Assis-
tant Administrator of Pesticides and Toxic Substances;

e Develops legal and enforcement policies and guidance;

e Confers with the Department of Justice on the potential impact of
enforcement policy on litigation matters;

.- Cooperates with the Assistant Administrator of Pesticides and Toxic
Substances:-in the development of enforcement policies inmvolving
both enforcement complisnce and enforcement legal activities; and

e Assists and supports the Regional Counsel lead attorneys and
Department of Justice attorneys by coordinating legal activity and
contributing case information to the development process.

30ff1ee-ofxceneral Counsel

e Provides legal interpretation of ipplicable statutes and regula-
tions to support the FIFRA enforcement progranms;

e Has lead responsibility, in comsultation with OLEC, for defensive
litigation arising out of enforcement actions (e.g., Federal court
challenges to EPA's civil penalty proceedings); and

o Represents the Agency in nitional suspension and cancellation pro-
ceedings.

-alhtinnalﬁlnﬁuzcillntxlhv;lgggntian@ﬂinter“(lzzc)

NEIC is located in Denver, Colorado, and functions as a national technical
resource and investigative unit. NEIC's expertise in investigation and
evidence discovery can assist case development and provide litigation sup-
port. The OLEC establishes NEIC's priorities and its availasbility.
Regional Administrators and the Assistant Administrator for Pesticides and
Toxic Substances are requested to involve HEIC in cases that have preceden-

- gdal dmplications. ‘astional aignificance, -or-sre wmilti-regional :in nature.

¥IFEA CompIiance/Enforcement -4 ~Caldance Vanual 1983



Chapter Two General Operating Procedures

Concurrence Procedures

Generally, Beadquarters has waived concurrences in routine civil cases.
(Criminal cases must be referred to the Criminal Enforcement Division; see
Chapter Nine.) BHowever, consultation is required in the following
instances:

e Requests to override State enforcement actions;
e Requests for all misuse actioms;

e Requests for reduction of civil penalties greater than 40 percent;
and ‘

e Requests for recalls, seizures, and injunctions.
The consultation procedures relating to each of the above actions are dis-

cussed in the section of the manual pertaining to the individual subject
matter.

State and Federal interaggncy Cooperation

FIFRA charges EPA with the responsibility of protecting public health and

the environment from the risks associated with exposure to pesticides. In
order to fulfill this responsibility, EPA seeks cooperation with appro-

priate State and Federal agencies.

State Cooperation

Cooperative Enforcement Agreements. FIFRA Section 23, authorizes EPA to
enter into cooperative enforcement agreements with the States (including
Indian tribes). Under these agreements, each State conducts compliance
monitoring and enforcement activities under State and Federal pesticide
control laws. These activities include pesticide producer establishment
inspections; marketplace surveillance; pesticide use observations; pesti-
cide misuse investigations; experimental use permit inspections; and certi-
fied applicator and restricted use pesticide dealer record inspectioms.

e Compliance Monitoring Activities. Under the cooperative enforce-
ment agreements, State personnel are respousible for conducting -in-
spections under both FIFRA and the State's pesticide laws. During
‘all inspections and sample collections performed under FIFRA, the
State inspectors use the standard Federal forms and procedures out-
lined in the EPA Pesticides Inspection Manual. BHowever, during all
inspections and sample collections performed under authority of
State law, State personnel must use State forms and follow State
procedures, including those related to chain of custody.

FIFRA Compliance/Enforcement 2-5 ~Cuaidsnce Manual 1983



Chapter Two General OPerar.Ei Procedures

e Enforcement Activities. Under the cooperative enforcement agree-
ments, the State reviews the quality and sufficiency of evidence
gathered in the course of all investigative activities. If evi-
dence reveals a violation of only the State's pesticide laws, the
State would pursue the appropriate remedy provided by State law.
Where evidence reveals a possible violation of only Federal law,
the State would forward the information to the EPA Regional Office
and prepare testimony and witnesses as necessary.

If evidence reveals a violation of both State and Federal law, the
State may bring appropriate enforcement action under State law or
refer the .case to EPA for action under FIFRA. In the event that a
case 1is referred to EPA for action, the Agency case preparation
officer should reviev the case file to ensure that the State
inspection procedures adhere to basic constitutional guarantees.
If the State evidence gathered by State inspectors is obtained
legally and is within the scope of admissible evidence, EPA should
proceed with the case.

Primacy. FIFBA Section. 26 Jprovides that .4 State-shall have

cement Tasponsibility for pesticide use violations (primacy) if EPA
determines that the State has adopted adequate pesticide use laws and has
adequate procedures for implementing these laws. In addition, Section 26
allows a State to obtain primacy if the State has entered into a coopera-
tive enforcement agreement with EPA or has an approved Section 4 certifica-
tion plan that meets the requirements for adequate laws and procedures.

Under the Final Interpretive Rule governing FIFRA Sections 26 and 27 (40
C.F.R. Part 173), EPA and each State will annually define significant cases
to be tracked by EPA after referral to the State.

11ance Monitoring Activities. After EPA formally refers a

- : : .Agency -will contact the State to
'-harn ‘the-results of the 1nupection and the State's proposed
enforcement response to the violation. The Region should determine
whether the State has conducted an adequate investigation. An
investigation should be considered adequate if the State has (1)
followed proper sampling and other evidence gathering techniques;
(2) responded expeditiously to the referral; and (3) documented all
inculpatory or exculpatory events or :l.nfomtion. If the Region
cannot negotiate an adequate inspection with:the State, the Rsgion
-y -pursue its own lowestigation after :potice. to the State. That
potice should summarize the facts relating to the State iunvestiga-
tion, discuss the ressons for EPA's determination that the action
is inadequate, and state that the EpPA will hnt:ute its owm invu-
tigstion. -

e Enforcement Activities. Under primacy, a State has 30 days
follod.ngafur completion of mmw”a—num
- Eppropriate enforcement -action. The -Region may extend this period
if required by the procedural characteristics of the State's
regulatory structure.
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I1f, after consultation with the State, the Region determines that
the State's intended enforcement response to the violation is
inappropriate, EPA may bring its own action after notice to the
State (see 40 C.F.R. Part 173, Section 5 B for criteria). That
notice should summarize the facts relating to the State's enforce-
ment response, discuss the reasons for EPA's determination that the
enforcement action is inadequate, and state that EPA will initiate
its own enforcement action. However, regional attorneys should not
initiate an enforcement action soomer than 30 days after the matter
was referred to the State. If a State determines that the most
appropriate enforcement action is not svailable under State law, it
may refer the case in writing to EPA for enforcement under FIFRA.

Federal Interagency Cooperation

United States Department of Justice (DOJ). EPA's working relationship with
the Department of Justice and the United States Attormeys Office continues
to be governed by the June 1977 Memorandum of Understanding between the DOJ
and EPA. All criminal cases, collection and seizure actions, and warrants
for inspections under FIFRA must be filed by the DOJ and United States
Attorneys Office. EPA Headquarters and regional components are expected to
use their best efforts to insure that a comnstructive working relationship
is maintained with DOJ and to provide assistance to DOJ in the preparation
of those actions. (For the procedures for referring actions involving
criminal cases, collection, seizure, or warrants, see the individual topics
in the manual.)

Food and Drug Administration (FDA). FDA grants tolerances or exemptions on
pesticide products that are proposed to be used in a manner that is likely
to result in residues in or on food or feed. FDA surveillance programs
include the collection and examination of samples and data audits. Upon
encountering foodstuffs containing pesticide residues that may have resul-
ted from pesticide misuse, the FDA will notify the appropriate EPA Regional
Office. EPA will then proceed with its own investigation.

FIFEA Compliance/Enforcement ) — 27 "Guldance Hanual 1983
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Chapter ‘Three

1 Introduction

Compliance monitoring is a term used to describe the means by which EPA
verifies conformance with statutory and regulatory requirements. In the
context of FIFRA, this includes the following types of activities:

e Books and Records Inspections;

e Establishment Inspections; and

e Use/Misuse Investigationms.
In the event that an owner or operator of a regulated facility denies an
inspector entry to perform any of the above inspections, FIFRA authorizes
officers or employees of EPA who have been duly designated by the Adminis-

trator to obtain and execute entry and inspection warrants.

This chapter briefly outlines the procedures associated with these FIFRA
compliance monigoring activities.
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2 Inspections

Compliance inspections are the primary enforcement mechanisms used to
detect and verify violations. Facilities are selected for inspection
either under a neutral administrative inspection scheme or “for cause.”
(See definition of an unprogrammed inspection in the Glossary.) Selection
may be made, depending on the circumstances, by Headquarters or Regional
Offices in cooperation with States with EPA enforcement grants.

Evidence obtained during an inspection may result in the Agency taking any
of the following enforcement actiomns:

e Issuance of a notice of warning;

e BRequest for voluntary recall;

e Issuance of a stop sale, use, or removal orde:v(SSURO);
o Assessment of an administrative civil penalty;

e Institution of a civil court action; and

e Institution of a criminal court action.

Custodial Situations

Compliance inspections conducted by EPA personnel under the authority of
FIFRA generally will not involve the need to warn individuals of their
rights under the fifth amendment of the United States Constitution. The
fifth amendment provides that "No person...shall be compelled in any _
criminal case to be 2 witness against himself.”™ Issues concerning this
right arise whenever a person is taken into custody or otherwise has his or
her freedom restricted by law enforcement officers. Since inspections
under FIFRA are generally not conducted by law enforcement officers and do
not involve custodial situations, fifth amendment rights are not
implicated.
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All individuals who conduct such inspections should be aware of what
constitutes a custodial situstion. When an individual is under arrest, he
or she 1s clearly in custody. BHowever, a custodial situation may also be
created when, as a result of the demeanor and authority of the questioner
and the physical situation, a reasonable person would not feel free to
leave. These types of situations should be avoided during an
administrative inspection.

Noncustodial Situations

Statements made to an inspector during a noncustodial administrative
inspection should be given voluntarily. The term voluntary, as used in the
judicial sense, relates to the circumstances surrounding the investigation
and the taking of statements. Such diverse factors as the following are
considered:

e Coercion or threats by the interviewer;

® Overbearing will of the interviewer;

[ Prom;ses of benefit by persons in authority;

® Deceit by the interviewer during the interrogation;

e The accused's age, experience, and level of education; and

e The accused's knowledge of his or her constitutional rights.

FIFRA COi;iiancé7!n53fce-ent 3-4 Gaidance q!gn5;_£2§§
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2a Records and Establishment
Inspections

Authority

Sections 8(b) and 9(a) of FIFRA authorize any officer or employee of EPA or
any State or political subdivision duly designated by the Administrator to
enter facilities under the scope of the Act in order to inspect and to copy
records, as well as to inspect and to sample pesticides or pesticidal
devices that are packaged, labeled, and released for shipment.

Inspections must be conducted in a prescribed manner including the:
e Presentation of credentials to owner, operator, or agent in charge;

e Presentation of a notice of inspection detailing the suspected
violation or cause for the inspection;

e Entry at a reasonable time and prompt completion; and

e Issuance of a receipt for samples in the case of an establishment
or marketplace inspection.

Section 12(a)(2)(B) of FIFRA makes it unlawful for any person to refuse to
allow an EPA officer or employee to take a sample of any pesticide or to
inspect records or establishments covered by Sections 8 or 9.

Scope

Inspections conducted under Section 9 of FIFRA extend to the inspection of
facilities where pesticides or pesticidal devices are held for distribution
or sale. Samples may be taken of pesticides and pesticidal devices
released for shipment, Samples may also be taken of any container or label
for such pesticides or pesticidal devices.
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The scope of establishment inspection does not extend into manufacturing,
formulating, repackaging, or technical material storage areas because FIFRA
does not provide explicit authority to enter these areas. The inspector
does have access to areas (1) where pesticides or devices are packaged,
labeled, and released for shipment; (2) where containers and labeling of
_pesticides or devices are stored; and (3) where books and records, referred
to in Sections 8 and 9 of the Act, are kept.

Records inspections conducted under Section 8(b) of FIFRA extend to the
inspection and copying of .records showing the delivery, movement, or
holding of pesticides or pesticidal devices.

FIFRA limits the extent of records inspections by providing that no regula-
tion or imspection may extend to records of:

.o Pinancial data;
® Sales data (other than shipment data);
e Pricing data;
e Personnel data; and
e Research data (other than data relating to registered pesticides

or to information on a pesticide for which an application for
registration has been made).

Purpose

The purpose of an inspection is to ensure compliance with FIFRA and with
the rules promulgated under FIFRA. In summary, the 4nspector's role is:

e To inform the regulated industry of the requirements of the law;
and

e To document suspected violatioms.

Elements of an Inspection

The elenents of FIFRA facility inspections can be grouped into the fol-

, _.la-nag.cnzngncics ) gt!etnlpe:ttnnnpu-pn:aticn' {2) mutry; (3) opsuing

- conference; (4): t-ﬂ:l.ag - documsntation; (5) .closing: conference; and (6)
report preparation. These elements are common to all inspections, but the
emphasis given to the separate elements will vary with the needs of the
individual inspection.
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Pre-Ingspection Preparation

To ensure effective use of the inspector's time, the following procedures
are undertaken before beginning the inspection of a selected facility:

Entry

Establishing inspection objectives;
Establishing the scope of the inspection;
Conducting a review of Agency records;
Preparing necessary documents; and

Preparing sanpling equipment and safety equipment.

Entry procedures are followed to obtain actual physical entry into the
facility. Entry involves the following steps: )

¢ Introduction;
e Presenting official credentials;
e Presenting the notice of inspection; and
® Managing denial of entry when necessary (see Section 2¢ of this
chapter).
Opening Conference

After entry, the inspector conducts an opening conference with the facility
management. During the opening conference, the inspector is respomsible
for the following activities:

Discussing the objectives and scope of the imspection;
Advising of the availability of duplicate samples;
Providing information on FIFRA and its rules; and

Planning meetings with personnel.
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Sampling and Documentation
Reviewing facility records, taking official samples, and preparing documen-
tation are the basic inspection activities. It is these activities that
provide the evidentiary support the Agency uses in enforcement actions.
The inspector's responsibilities include:

e Targeting facility and locating records;

e Inspecting facility records; ‘

e Preparing documentation of all inspection activities;

e Inspecting conditions and taking photographs, if necessary;

e Taking necessary samples, sealing samples, and establishing "chain
of custody”; and

e Operating in a safe and .efficient manuer.

Closigg Conference

The closing conference with facility officials enables the inspector to

prepare receipts, answer questions, and provide information about FIFRA.

At the closing conference, the inspector “"wraps up” the inspection bdy:
e Writing necessary receipts;

e Advising that results of analysis of an official sample will be
furnished if and when analysis is made; and

e Discussing inspection findings.

Report Preparation

All evidence must be organized and coordinated in a comprehensive, rele-
vant, and accurate report including:

- 14 - Inspection yeport. forms;
e Narrative report; and
e Other documentary support.

Suspected violations are to be documented in the above reports. Compliance -
... proceedings ;persounel will review:the report file to determine ‘the adeguecy
- of the - evidence. ~Any information:-mneeding clarification should ‘be-reviewed

with the inspector.
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2b Use/Misuse Investigations

General

Investigations to determine whether pesticides are being properly used can
be divided into two categories:

e Use Inspections. This includes routine investigations or observa-
tions made on a cross section of pesticide uses during or immedi-
ately following application. The purpose of use inspections is to
develop data on the common practices of applying pesticides, to
encourage the proper use of pesticides, and to determine whether
pesticides are being used in sccordance with their directions. It
is Agency policy to obtain the consent of the owner, operator, or
person in charge of the premises for this type of investigation.

e Misuse Investigations. This includes investigations of reported or
suspected cases of pesticide misuse. These investigations are con-
ducted to develop evidence in support of enforcement actions
arising from the use of a registered pesticide in a manner incon-
eistent with its labeling. Entry should be on the basis of consent
freely given or with a valid search warrant since information
gathered to support a subsequent enforcement action must be protec-
ted for admission into court as evidence.

Use/Misuse investigations will genmerally proceed through the same stages as
the records and establishment inspections described in this chapter.
However, for details on the procedures for entering and conducting a use/
misuse investigation, please refer to the FIFRA Inspection Manual, Chapter
6, "Use/Misuse Investigatious.”

Authority

Although Section 12(a)(2)(G) of FIFRA makes it clear that the Agency 1is to
enforce against the misuse of pesticides, FIFRA does not provide expressed
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authority to conduct use/misuse investigations. Nonetheless, the following
statutory and common law doctrines are available to the Agency for conduc-
ting these investigatioms.

Statutory Basis

Where there is “probable cause”™ that a violation of one of the “use”
provisions of the Act has occurred, a warrant [FIFRA $9(b)#*] authorizing
-antry for the purpose of .inspecting and sampling may be obtained. (See
Section 2c¢ of this chapter.)

Section 9(a) of FIFRA authorizes entry into those places where pesticides
are held for distribution and sale for the purpose of inspecting and sam-
pling pesticides that are (or have been) packaged, labeled, and released
for shipment. In the context of pesticide use inspections, Section 9(a)
permits entry into establishments of those persons who offer “"for hire”
~applicator services. These types of establishments would include the
—pri-n:y place of ‘business -of a-commercial :pesticide applicator or the
applicator service vehicle or any other service equipnent used to hold the
pesticide for distribution or sale.

Common Law Basis

If the above statutory authorities do not apply, entry and sampling for
purposes of a use/misuse investigation may occur only when one of the fol-
lowing common law doctrines applies:

e Consent. Consent must be given freely and voluntarily (not as a
. Pesult -of - duress , misrepresentstion, -or coercion) by ‘the owner, his
wor +heragent, -or ‘the -person in “charge -of -the property or premises.
Por repeated inspections at the same site, it is necessary to
obtain consent for each entry and sampling unless prior consent is
given to cover all such inspections.

* Section 9(b) of FIFRA suthorizes employees duly designated by the

Administrator to obtain inspection warrants in order to enter a facility

. for .purposes .of inspecting . and .sanpling 1if .there . is "probable -cause” .to
-iealisve that a-winlation-of FIFRA has :occurred. -Although the amount of
evidence necessary to establish probable cause for an administrative
warrant under Section 9(b) of FIFRA is less than that necessary to
obtain a criminal search warrant, sufficient evidence must be available
to demonstrate that it is reasonable ‘to conclude that specific
provisions of FIFRA have been violated.
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e Exigent Circumstances. If a serious situation exists, such as the
endangerment of human health or public safety occurring om private
pProperty, an inspector may enter the property to assist in preven-
ting the harm when:

= There is insufficient time to procure a warrant, and
~ Consent cannot be readily obtained.

This doctrine should be used only in rare instances since it places
a heavy burden on the Agency to justify its entry without author-

ity.

e Plain View. This doctrine applies in those instances where an
inspector has lawfully gained entry onto private property or prem-
ises (such as to conduct monitoring or to follow up an accident
report) and subsequently encounters a violation in his or her
“plain view.”™ The inspector may observe and document the violation
8o long as he or she stays within the scope of the authorization to
enter the property or premises. '

e Open Fields. An inspector may observe and document a violation
occurring in an open area within his or her view so long as the
inspector does not enter the property on which the violation is
occurring. For example, an inspector on a country road can observe
and prepare evidence on a visible misuse that is occurring in a
field adjacent to that road.
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2C - Warrants

A warrant can be used to gain entry into a facility when facility officials
have denied entry to an inspector or have withdrawn their comsent to in-
spect during an inspection. In certain circumstances it may be necessary
to obtain a warrant prior to an inspection. A warrant is a judicial
authorization for an appropriate official (EPA inspector, State inspector,
U.S. Marshal, or other authorized officer) to enter a specifically des-
cribed location and perform clearly defined inspection functions.

Authority

Section 9(b) of FIFRA authorizes officers or employees duly designated by
the Administrator to obtain and execute warrants authorizing:

"(1) entry for the purpose of this section;‘

"(2) inspection and reproduction of all records showing the quantity,
date of shipment, and the name of consignor and consignee of any
pesticide or device found in the establishment which is adulter-
ated, misbranded, not registered (in the case of a pesticide) or
otherwise in violation of this Act and in the event of the
inability of any person to produce records containing such infor-
aation, all other records and information relating to such
delivery, movement, or holding of the pesticide or device; and

*(3) the seizure of any pesticide or device which is in violation of
this Act.”

Policy

It is the policy of EPA to obtain a warrant when all other efforts to gain
lawvful entry have been exhausted. This policy, of course, does not apply
to pre-inspection warrants.
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Marshall v. Barlow's Inc.

In Marshall v. Barlow's, Inc., 436 U.S. 307 (1978), the Supreme Court
addressed the need for an administrative warrant when an Occupatiomal
Health and Safety Administration (OSHA) inspector sought entry into a
workplace where consent for the inspection was not voluntarily given by the
owner. The Court concluded that an administrative warrant was required to
conduct such regulatory inspections unless the industry is one with a
history of extensive regulation, such as liquor or firearms.

ZPA guidance recognizes that inspections conducted pursuant to authority
under FIFRA may constitute an exception to the Barlow's decision, due to
the long histroy of Federal regulation of pesticide manufacture. Although
the issue has not been tested, as a matter of policy, the Agency will apply
the requirements of Barlow's to all FIFRA inspections, including
inspections conducted by State persomnel.

According to Barlow's, a warrant say be obtained where there is a specific
reason to think that a violation has been committed (i.e., where there is
probable- . cause such as- an smployee's complaint or a competitor’'s tip). A
wvarrant may also be issued if the Agency can show that the establishment to
be inspected has been selected pursuant to a neutral inspection scheme. To
meet Barlow's requirements and to carry out its duties under the Act, the
Agency has developed criteria to be used in selecting an activity for a
programmed (neutral) inspection. (See Appendix 1, Neutral Administrative
Inspection Scheme, for details of the criteria.)

Seeking a Warrant Before Inspection

A warrant may be cbtained before the inspector sets forth to conduct the
‘dnspection. - A pre~dinspection warrant: may de obtained at the discretion of
“the Reglional 'Office 1f:

e A violation is suspected and could be covered up within the time
needed to secure a warrant;

e Prior correspoundence or other contact with the facility to be
- inspected provides resson to believe that entry will be denied when
the inspector arrives; or

o The facility is unusually remote from a magistrate or a district
court, and thus obtaining a warrant would require cceuive travel
time.

Civil Versus Criminal Warrants
IX the yurpose .of the ;wu@wmw , “through civil

procedures, noncompliance with regulatory requirements, s civil warrant
should be secured if entry is refused.

FIPEA Compliance/Exforcement 3-14 Culdance Manual 1983



Chapter Three ' Warrants

If the primary purpose of the inspection is to gather evidence for a
criminal prosecution and there is sufficient evidence available to
establish probable cause for a criminal warrant, then a civil warrant
should not be used to gain entry. Rather, a criminal search warrant must
be obtained pursuant to Rule 4] of the Federal Rules of Criminal Procedure
(Fed. R. Crim. P.). (See Agency "Guidelines for the Use of Administrative
Discovery Devices in the Development of Potentisl Criminal Cases.”)

Evidence obtained during a valid civil inspection is generally admissible
in criminal proceedings.

Securing and Serving an Administrative Warrant

The following procedures for obtaining and serving a warrant have been
developed in accordance with the Barlow's decision.

Important Procedural Considerations

e The application for a warrant should be made as soon as possible
after the denial of entry or withdrawal of consent.

e In order to satisfy the requirements of the Barlow's decision, the
affidavit in support of the warrant must include a description of
the reasons why the establishment has been chosen for imspection.
The only acceptable reasons are specific probable cause (e.g., an
employee's complaint or competitor's tip) or selection of the
establishment for ‘inspection pursuant to a neutral sdministrative
ingpection scheme.

e A warrant must be served without undue delay and within the anumber
of days stated (standard is 10 days). The warrant will usually
direct that it be served during daylight hours.

e Since the inspection is limited by the terms of the warrant, it is
very important to specify to the greatest extent possible the areas
intended for inspection, records to be inspected, samples to be
taken, etc. A vague, overly broad warrant, probably will not be
signed by the magistrate.

e If the owner refuses entry to an inspector holding a warrant but

not accompanied by a U.S. Marshal, the inspector should leave the
establishment and infora the U.S. Attorney.

Procedures for Obtaining a Warrant

1. Contact the Regional Counsel's Office. The inspector should
discuss with tEE Regional Counsel's Office the facts regarding the
- denial or withdrawal of consent or the circumstances that gave
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2.

4.

5.

6.

8.

rise to the need for a pre~inspection warrant. A joint
determination will then be made whether or not to seek a warrant.

Contact Headquarters Pesticides and Toxic Substances Program
Office. The Regional Office should notify Headquarters PTSCMS
prior to obtaining a warrant.

Contact the United States Attormeys Office. After a decision has
been made to obtain a warrant, the designated regiomal official
should contact the U.S. Attormey for the district in which the

.property. is located. The Agency should assist the United States
‘Attorneys Office in'the preparation of the warrant and necessary

affidavits.

Apply for the Warrant. The application for a warrant should iden-
tify the statutes and regulations under which the Agency is
seeking the warrant. The name and location of the site or estab-
lishment to be inspected should be clearly identified, and, 1if
possible, the owner and/or operator should be named. The applica-

‘tion .can be.a one=.or two—page document 1if all factual require-

ments for seeking the warrant are stated in the affidavit, and the
application so states. The application is to be signed by the
U. s. A:tomey ° '

Prepare the Affidavits. The affidavits in support of the warrant
application are crucial documents. Each affidavit should consist
of consecutively numbered paragraphs that describe all of the
facts in support of warrant issuance. Each affidavit should be
signed by a person with first-hand knowledge of all the facts
stated, most likely the inspector. An affidavit is a sworn state-
ment that must be notarized or sworn to before the magistrate.

A See-Exhibit 3-1.)

Prepare the Warrant for Signature. The draft should be ready for
the magistrate's signature. Once signed, the warrant is an
enforceable document. The warrant should contain a "return of
service”™ or “certificate of service” that will indicate upon whom
the warrant was served. This part of the warrant is to be dated
and signed by the inspector after the warrant is served. (See

‘‘Serve “the Warrant. “The warrant is served on the facility owner or

the agent in charge and the inspection will normally commence or
continue. Where there is probability that entry will still be
refused, or where there are threats of violence, the inspector
should be accompanied by & U.S. Marshal. In this case, the U.S.
Marshal is principally charged with executing the warrant, and the
inspector should .abide .by.the U.S.:Marshal's decisions.

Inspecting With the Warrant. The inspection should be conducted
strictly im sccordance with the warrant. If ssmpling is
suthorized, all procedures must be followed carefully, including
presentation of receipts for all samples taken. If records or

————
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other property are authorized to be taken, the inspector must
issue a receipt for the property and maintain an inventory of
anything removed from the premises. This inventory will be
examined by the magistrate to emsure that the warrant's authority
has not been exceeded.

9. Return the Warrant. After the inspection has been completed, the
warrant must be returned to the magistrate. Whoever executes the
warrant (i.e., the U.S. Marshal or whoever performs the inspec-
tion) must sign the return of service form indicating to whom the
warrant was served and the date of service. The executed warrant
is then returned to the U.S. Attorney who will formally return it .
to the issuing magistrate or judge. If anything has been physi-
cally taken from the premises, such as records or samples, an
inventory of such items must be submitted to the court, and the
inspector must be present to certify that the inventory is accu~-
rate and complete.

~
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Model Affidavit in Support of Application for a Harrant

UNITED STATES DISTRICT COURT

DISTRICT OF

Docket No.
.Case No.

] In the matter of:

Affidavit in Support of
Application for a Warrant

State of

County of

(Name of Affiant) » being duly sworn upon his
(her) oath, according to lawv, deposes and says:

1. I am a duly authorized (title) of the _ (division),
United States Envirommental Protection Agency, Region __ . 1 hereby
apply for a warrant pursuant to Section 9 .of the Federal Insecticide,
-j:!ﬁngi:iﬂ;, ‘gnd -Rodenticide -Act, as-amended, ‘for ‘the inspection -and/or
1 -sempling ‘of “the ‘dtems -naned below -in ‘the -possession, ‘custody, ‘or con-
trol of the (name of company or owner).

2. This warrant is aought under Section 9 of the Federal Insec-
ticide, Fungicide, and Rodenticide Act, as amended (7 U.S.C. $136g),
which provides:

“(b) WARRANTS.-—For purposes of enforcing the provisions of
. < rothde et a0l vupon-a showing to :an-officer :or -court of
comnpetent jurisdiction that there is reason to believe that
the provisions of this Act have been violated, officers or
employees duly designated by the Adninistrator are empow-
ered to obtain and to execute warrants suthorizing—

*(1) entry for the purpose of this section;

7"(2).inspection :and ;veproductionof all -vecords:showing ‘the
quantity, date of shipment, and the name of consignor
and consignee of any pesticide or device found in the
establishment vhich is adulterated, misbranded, not
registered (in the case of a pesticide) or otherwise in
violation of this Act and in the event of the inability 4
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of any person to produce records containing such infor-
mation, all other records and information relating to
such delivery, movement, or holding of the pesticide or
device; and

"(3) the seizure of any pesticide or device which is in vio-
lation of this Act.”

3. (Name of establishment, person, or place) is a (describe its
business) which the undersigned compliance officer of the
United States Envirommental Protection Agency has reason to
believe is in violation of the Federal Insecticide, Fungicide,
and Rodenticide Act, as amended. This belief is based upon
the following facts and information: (Summarize the reasons
why a violation is suspected and the specific facts that give
use to the probable cause, or the neutral administrative
inspection scheme used to select the facility for imspection.)

4. The (inspection, reproduction of records, sampling, or
issuance of the stop sale, use, or removal order) will be
carried out with reasonable promptness, and a copy of the
results of analyses performed on any samples or material
collected will be furnished to the owner or operator of the
subject establishmment or property.

5. The compliance officer may be accompanied by one or more:
other compliance officers of the United States Environmental
Protection Agency.

- 6. The undersigned compliance officer requests immediate entry
to (name of establishment or place) to perform the inspec-
tion, reproduction of records, sampling, or [optional, if
needed] the issuance of a stop sale, use, or removal order.

7. A return will be made to the court at the completion of the
inspection, reproduction of records, sampling, or the issu-
ance of a stop sale, use, or removal order.

8. The authority for the issuance of the inspection warrant is
Section 9 of the Federal Insecticide, Fungicide, and Roden-
ticide Act, as smended, and Marshall v. Barlow's Imnc.,

436 U.S. 307 (1978).
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(Signature of Affiant)

(Title)
(Division)
Region ( )
United States Envirommental Protection Agency
Before me, & notary public of the State of .
County of , on this day of ,

19, personally appeared
and u upon oath stated that the facts set forth in this application are
true to his(her) knowledge .and belief.

(Signature of Notary)

A Notary Public of

My Coumission Expires
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Model Warrant

UNITED STATES DISTRICT COURT

DISTRICT OF

In the matter of: Docket No.

Case No.

Warrant for Inspection, Reproduction of
Becords, Ssmpling, and Issuing Stop

Sale, Use, or Removal Order of Pesticides
or Devices Pursuant to the Federal
Insecticide, Fungicide, and Rodenticide
Act, as amended, (7 U.S.C. $§135, 136)

To (name) (title) .
(division), Environmental Protection Agency, Iegion ___» &nd any
other duly authorized enforcement officer of said division:

Application having been made and probable cause shown, by (name
of officer) » for inspection and sampling of packaged, labeled,
released pesticides or devices, as well as labeling and containers
found in the establishment deacribed below; and for inspection and
reproduction of records showing quantity, date of shipment, and the
name of consignor and comsignee of any pesticide or device found in
said establishment which is adulterated, misbranded, not registered in
the case of a pesticide or otherwise in violation of the Federal
Insecticide, Fungicide, and Rodenticide Act, as smended, or should
such records not be available for inspection, all other gvailable
records and information relating to such delivery, movement, or holding
of any pesticide or device that is in violation of the said Act; for
the issuance or surveillance of any stop sale, use, or removal order
of any pesticide or device that is in violation of the said Act; all
within the establishment or place described as:

(Nape of establishment or place)

(Address)

or

Application having been made and probable cause shown, by (name
of officer), for inspection or sampling of pesticides used in viola-
tion of the said Act, at the place described as:

(Name of person or property owner)

(Address)
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Pursuant to the Federal Insecticide, Fungicide, and Rodenticide Act, as
amended, by the Federal Envirommental Pesticide Control Act of 1972,
(hereinafter Federal Insecticide, Fungicide, and Rodenticide Act, as
amended), the Federal regulations promulgated thereunder and the deci-
sion of the Supreme Court in Marshall v. Barlow's, Inc., 436 U.S. 307
(1978), you are suthorized to enter Zin-ediatelys the above described
premises upon presentation of this warrant and therein to carry ocut the
inspections, sampling, reproduction of records, and/or issuance or
survelllance of any stop.sale, use,.or removal order described above.

(Signature of Magistrate)

(Date)

RETURN OF SERVICE

I hereby certify that a copy of the within warrant was served by
presenting a copy of same to (facility owner or agemnt) on (date)
at (location of establishment or place) .

(Signature of person making service)

(Official title)

- 4. Inspection . of the establishment -described: in this ‘warrant was -completed
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3  Subpoenas

FIFRA does not provide for subpoena authority.*

* Except under FIFRA Section 6(d) where the Administrative Law Judge has
subpoena authority to compel testimony or the production of documenta-
tion from any person during a cancellation or change of classification
proceeding held under FIFRA Section 6(b).
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1 Introduction

Upon completion of a Section 9 inspection, pesticide enforcement inspectors
are required to organize the documentary evidence gathered during this
inspection into a file commonly called the ID (or Sample) Jacket. The ID
Jacket file includes all the forms, reports, and documentary evidence
secured by the inspector. relating to..an official pesticide or pesticidal

- -«device samples .-Once compiled, the file 1s - sent to -a Regional Case :Develop-

ment Officer (RCDO) who reviews the inspection results for possible
enforcement action.
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2 Inspection File Review

To ensure the validity and quality of documentary evidence for an adminis-~
trative or judicial enforcement proceeding, the RCDO must review the evi-
dence for objectivity, adequacy, and proper identification. In some
instances the RCDO will need an enforcement case review, which could
include the verification of the sample's pesticide registration .and

' “labeling 'status., as well .as-an interpretation .of -laboratory test :results.

" “In a1l cases, the RCDO must verify that all procedural safeguards were
implemented so as not to prejudice a possible enforcement action.

Substantiation of Each Violation

In most cases, a violation will be substantiated through a combination of
evidential sources. The RCDO's review must seek to substantiate each

, possible violation from the evidence supplied by the inspector. Whenever

' -necessary., 'the BRCDO should obtain. from the inspector additional evidence or
iclarification -of vexisting -evidence.

Controlled Identification of Each Sample

An important aspect of any review by the RCDO is the determination.that -all
- SRmples Were Pproperly: ‘collected: and accurately -and:completely .identified.

Whenever a sample is taken, the inspector prepares a Collection Report (EPA
Form 3540-7), which describes the sample collection process. Information
tequired for the report includes:
e Type of sample;
- @ ~/Sample xmber, subsample number;

e Date of collection;

e Collection method;
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e Description of sample (including quantity collected, color, tex~
ture, viscosity, etc.);

e Duplicate samples (if provided); and
e Description of procedures for sealing sample.

Each ID Jacket will also be identified by a sample number. The RCDO should
check the number to see if it corresponds to the ID number on the Collec-
tion Report Form.

All samples that are to be used as evidence should be sealed with the offi-
cial EPA seal (EPA Form 7500-2). The seal is placed on the sample con-
tainer by the inspector to help preserve the integrity of the sample.

A vritten receipt (EPA Form 3540-3) describing the sample obtained by the
inspector is issued to the appropriate facility representative whenever a
sample is taken. The receipt may also be used to verify that a duplicative
sample was given the facility. The 1D Jacket may not always include a copy
of the receipt. If an enforcement action is considered, a copy may be
obtained from the Inspection Report that was filed with the Regional
Office.

The two types of samples commonly collected are official and investiga-
tional.

Official Samples. These include samples or documents of pesticides or
devices that, if violative, serve as a basis for legal action. In general,
an RCDO should ensure that an official sample:

e Was collected only from material that had been “"packaged, labeled,
and released for shipment” (see Glossary);

® Was representative of the lot from which it was obtained; and

e Was identified and officially sealed so as to maintain its continu-
ity and integrity as court evidence.

Official samples include:

e Producer/Marketplace Samples. Actual samples of a pesticide or
pesticidal device collected by an inspector at the producer, whole-
sale, or retail level.

e Documentary Samples. Copies of the lasbel and/or labeling and
copies of any records showing shipment of the product and the re-
sponsible parties.

e Post—-Seizure Samples. Actual samples collected from a lot of mer-
chandise that is in the custody of a U.S. court. A court order
must be entered before sampling, and these actions must be carried
out in accordance with such orders.
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e Induced Samples. Actual samples of pesticides or pesticidal
devices that are not obtained by EPA official procedures (e.g.,
notice of inmspection, collection report, etc.). These samples are
usually requested by mail. An induced sample is the least desir-
able method of obtaining a sample and should be used only when the
other methods have been exhausted.

e Import Samples. Actual samples of pesticides or pesticidal devices
that are offered for importation into the United States from a for-
eign port. Proper documentation for import shipments should

.. 1nclude Customs ‘entry 'papers, . foreign invoices, and records showing

- movement from the port of entry.

e Use Samples. Actual samples of the pesticide that are collected
during a use inspection. This type of sample may be field col-
lected from a formulated pesticide, diluted pesticide, or as a res-
idue from plant material, animsal tissue, soil, water, etc.

Investigational Samples. These include samples of pesticides or -devices
collected for. special investigation. or information.purposes. These -samples
need not be collected from lots or stocks that have been packaged, labeled,
and released for shipment. No legal action can be taken on investigational
samples.
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3 Review of Adequacy of Evidence

Initial Review of the ID Jacket

Once the RCDO has received the ID Jacket, its contents must be reviewed in
the context 0f the following ‘considerations:

e Adequacy of the documentation (see below);

e Significance of violation (see Chapter Five for Level of Action
Policy); and

e Violative history of the firm (see Chapter Five for lLevel of
Action Policy). Violative history may be obtained from the FIFRA
and TSCA Enforcement System (FATES).

.-Adequac -of thenocmenmion

The initial phase of the review will focus on two aspects of the documenta-
tion:

e That all necessary documentation and samples have been provided;
and

e That the documentation is adequate to prove the substance of the
-wiolation a8 indicated by the -results of the dAnspection.

The purpose of the review is to develop a recommendation for action on the
violation; either to proceed with an enforcement action or to dismiss the
violation as not worthy of prosecution.

In some instances, review will indicate possible violations not documented

by the inspection. In these cases, the RCDO should seek to.secure .the

- ] ‘documentation ‘for ;the 'mew viclation. - For -sxanple, this may
-"require ‘fgrher consultation with the inspector or forwarding the file to
Headquarters for an enforcement case review. When a violation is dis-
covered that is unrelated to the initial suspected violation, that new vio-

" lation should be pursued as a mew action.
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Contents of the ID Jacket

The ID Jacket should normally contain the following items:

Label of a Pesticide or Device. The label should either be an actual copy
(or photocopy) or a typewritten copy. The label should be identified by
sample number, date of collection, inspector initials, and, if appropriate,
subsample numbers.

Notice of Inspection (EPA Form 3540-2) or Warrant. If an enforcement
action is being considered, a copy of the notice of inspection or warranmt
may be obtained from the Establishment Inspection Report. The notice and/
or warrant should be reviewed to ensure the inspection adhered to the terms
specified {n the documents.

Receipt for Sample. The written receipt should describe the sample and
verify that a duplicate sample, if requested, was given to the facility
official. The RCDO should verify sample identification numbers.

Collection Report. This is the official report of the sample collection.
The following should be verified from the report:

e The ID number appearing on the Collection Report should agree with
the number on the ID Jacket. For documentary samples, the notation
“DOC” will appear after the ID number; for investigational samples,
"INV" will appear after the ID number; for post—-seizure samples,

“"P.S.” will appear after the ID number; and import samples will be
identified by "Import”;

e Date of shipment (from transportation records) of the sample;

e Amount of the product before sampling (the amount on hand must be
less than or equal to the amount shipped);

e Descriptions indicating number of samples and method of collection;
e Shipper of sample (from transportation records); and

e BReason for collection--either to document a suspected violation, or
as part of a "Market Basket Survey” of products without accompany-
ing documentation.

History of Official Sample (EPA Form 3540-17). This document is placed in
the ID Jacket by laboratory personnel once the physical sample has been
received by the laboratory for analysis. It shows whether the integrity of
the sample has been maintained during its stay at the laboratory. Each
time the sample seal is broken and resealed, it wmust be noted on the form.

It is important for the RCDO to demonstrate that none of the samples
involved in the case preparation have been tampered with or contaminated
during collection, transit, storage, or analysis. An accurate accounting
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must be maintained to trace the possession of each sample from the moment
of collection to its introduction as evidence. Accountability can be
checked by reviewing the following documents:

e Receipt for sample;
e Collection report; and
e History of official sample.

Laboratory Test Methods.. Test methods employed in the analysis of pesti-
cide or pesticidal device samples fall into two categories, official and

unofficial.

o Official Test Method. Refers to a test method accepted by a recog-
nized standard-setting organization, such as the Association of
Official Analytical Chemists (AOAC) or the American Society for
Testing and Materials (ASTM).

- @ -Unofficial Test Method. .Refers-to:a-method that has not -as yet
" been accepted as a standard method but is employed by EPA in the
analysis of a sample because other reliable test methods are not

avallable.

Extreme care and judgment should be exercised in preparing enforcement
cases when unofficial test methods are used as the basis for evidence of a
violation of the FIFRA. Consultations with Headquarters Case Development
Officers (HQCDOs) are strongly recommended before ptoceeding with enforce-
ment actions in these cases,

Laboratory Test Results. Test results are placed in the ID. Jhcket upon
completion of the analysis. ' Tests include:

e Sample Report of Analysis (EPA Form 3540-5), which shows the chemi-
cal composition of the sample collected versus composition guaran-
teed by the registrant. Usually a cross—contamination will be
conducted by the laboratory and the percentage of contaminants, if
any, noted; and/or

e Efficacy test, which shows the effectiveness..of .the -product.

“‘Other “Evidential Documentation. Suspected violations may also be documen-
ted by the inspector using the following support methods:

o Affidavit. Swvorn statements taken by the inspector relating to
personal first-hand knowledge of a potential violation. The affi-
davit may be used to substantiate the violation or to set the cir-
cumstances .surrounding .the wiclation. Careful review should be

-made of -the affidevit for evidence 4n-support of an enforcement
action. The person making the affidavit must sign it and be able
to personally verify the facts contained in the statement.
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The object of an affidavit is to obtain a clear and concise written
record of factual information relating to a suspected violation.
The oath taken by the person making the affidavit serves to sub-
stantiate the truth of the statement. Affidavits may be used to
verify the dates obtained from a facility's records (e.g., the date
of shipment). Review should emphasize the admissibility of the
affidavit in court. This includes determining that the affidavit
was properly executed and that it contributes valid evidence to any
contemplated proceeding. The affidavit itself should contain the
following:

= 1Identity of the affiant;
~ The reason why the affidavit was taken;

= The pertinent facts in a simple narrative style, arranged in
chrooological order; and

- A concluding paragraph indicating that the affiant read and
understood the statement.

In addition, any corrections made to the final copy must be ini-
tialed by the affiant.

e Statements. Similar in most respects to an affidavit except that
statements are not taken under oath. Although not having the same
weight in court, statements are taken for the same reasons and
under the same procedures as an affidavit. Statements can be used
to verify data collected during an imspection. For example, a
statement may be obtained from a facility representative as to a
date of shipment. Review should verify the person's identity and
the truth of the statement through a signature or some other writ-
ten or verbal acknowledgment.

o Printed Matter. This includes any brochures, literature, labeling,
or any other printed matter providing information concerning a pes-
ticide or pesticidal device including claims, directions for use,
contents data, or promotional information. For pesticides, review
of the printed matter directly relates to terms and conditions
specified in the registration. Printed matter must be identified
by inspector's initials, date of collection, and related sample
number.

e Photographs. The documentary value of photographs ranks high as
admissible evidence. Clear photographs of a relevant subject,
taken in proper light and at proper lems setting provides an objec-
tive record of conditions at the time of inspection. Review must
ensure that the photographs are clear, objective, and properly
identified. The photographs should be identified by location, pur-
pose, date, time, inspector's initials, and related sample number.
This information should be recorded on the photographs, or in the
{nspector's field notebook, or both.
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e Drawings and Maps. Schematic drawings, maps, charts, and other
graphic records can be useful in supporting violation documenta-
tion. They can provide graphic clarification of site location rel-
ative to height and size of objects, and other information that, in
combination with samples, photographs, and other documentation, can
produce an accurate, complete evidence package.

Review should ensure that drawings and maps are simple and free of

extraneous details. Basic measurements and compass points should
. ..be included to provide.a. scale. for interpretation.

e Mechanical Recording. Records produced by an electronic or
mechanical apparatus can be entered as evidence. Review of charts,
graphs, and other "hard copy™ should ensure relevance and
identity. The data collected should be identified by date of
collection, inspector's initials, and related sample number.

’ﬁﬁurthetﬁ?rocessingﬁof“theAZD Jacket—Entforcement Case Review

Once the ID Jacket has been initially reviewed by the RCDO, further devel-
opment of the case may be required at Headquarters. If so, the ID Jacket
should be sent to the appropriate HQCDO who serves as coordinmator for the
enforcement case review process. Aspects of the case that may require fur-
ther processing include:

Product Registration Status. The status of a pesticide (registered or not
registered) is determined by the Registration Division after a search of

. thedir files. .In.some.instances .the Region.may..also wish to .know whether a
. pesticide:registration.is suspended or-cancelled.

Pesticide or Device Determination. When a suspected pesticide is not
registered or is not under a Section 5 experimental use permit, then a
determination is made by the appropriate Registration Division official of
whether the product is a pesticide. Devices are reviewed to determine if
they are pesticidal in nature and if so whether or not they are exempt from
EPA regulation.

i Review. Coples: af~a11‘te-tiztdz41nbels:eollected a8 part. -of -an
1nspection should be compared with the latest EPA-accepted label for that
pesticide and any major discrepancies moted. If the latest accepted label
is not present at the Regional Office, it should either be requested from
Headquarters or the corresponding ID Jacket should be sent to Headquarters
for review. In addition, questionable interpretations of label statements
should be classified by the Registration Division before the Regional

0ffice Pproceeds with any .enforcesent :action.
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Scientific Review. If product defects are noted as a result of laboratory
tests, the ID Jacket should be sent by the RCDO to Headquarters. A review
will be conducted by Registration Division personnel to determine the sig-
nificance of the discrepancy as it relates to the sample's chemical compo-
sition, efficacy, or toxicity.

The Registration Division will enter the registration status and pesticide
determination on the Enforcement Case Review Form (EPA Form 8500~7). This
form will also include the product's accepted name and the name and address
of the registrant. Written comments as to labeling discrepancies and sig-
nificance of test results are placed on EPA Form 8500-7A. Copies of the
above forms are placed by the Registration Division into the appropriate ID
Jacket and, along with testimony from the responsible Registration Division
official, may serve as evidence in court.

For any violations noted during an enforcement case review, the RCDO should
consult the Level of Action Policy section of this manual (Chapter Five)
for guidance as to the appropriate enforcement response.

Additional Sources of Documentation

Frequently, additional information will be needed in order to complete the
review of the ID Jacket. In some cases this information will be provided
by subsequent reports. If not, the RCDO should seek to obtain the addi-
tional information or elaboration from the most knowledgeable source.
Additional sources of documentation include:

e Establishment Inspection Report;
e Inspector's Narrative Report; and

e Inspector's Field Notebook.

Shipping Documentation

Section 8(b) of FIFRA provides authority to inspect and copy all records

showing the delivery, movements, or holding of a pesticide or-pesticidal
device. This documentation, which is often done as a part of a Section 9

- inspection, identifies the responsible party within the stream of commerce
who is8 suspected of a FIFRA violation.
‘Information that might be obtained from shipping records includes:

e Identity of pesticide or device;

e Quantity sold, received, shipped, or stored;

e Dates sold, received, or éhipped;
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®

°
Records

°

+

Sources of the pesticide or device; and
Transporter of the pesticide or device.
providing this information include:
Bill of Lading;

Freight Bill;

Parcel Post Cancellation Stamp;
Invoice;

Packing S1ip;

Purchase Order; and

Receiving Report.
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Chapter Four

1 Introduction

Upon completion of a Section 9 inspection, pesticide enforcement inspectors
are required to organize the documentary evidence gathered during this
inspection into a file commonly called the ID (or Sample) Jacket. The ID
Jacket file includes all the forms, reports, and documentary evidence
secured by the inspector .relating.to .an .official pesticide: or pesticidal

- .device .gsample. - Once compiled, the file is sent to. a Regional Case Develop-
ment Officer (RCDO) who reviews the inspection results for possible
enforcement action.
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2 Inspe‘ction File Review

To ensure the validity and quality of documentary evidence for an adminis-
trative or judicial enforcement proceeding, the RCDO must review the evi-
dence for objectivity, adequacy, and proper identification. In some
instances the RCDO will need an enforcement case review, which could.
include the verification of the sample's pesticide registration and
~labeling status, as- well as an interpretation .of laboratory test results.
- Tn--all-eases, “the RCDO must verify that all procedural safeguards were
implemented so as not to prejudice a possible enforcement action.

Substantiation of Each Violation

In most cases, a violationm will be substantiated through a combination of
evidential sources. The RCDO's review must seek to substantiate each
possible violation from the evidence supplied by the inspector. Whenever

. .Decessary.-the RCDO sbould -obtain -from the inspecrtor. sdditional -evidence or
~glarification iof iexisting evidence,

Controlled Identification of Each Sample

An important aspect of any review by the RCDO is the determination that all
waanples were properiy-collected .and -accurately snd completely identified.

Whenever a sample is taken, the  inspector prepares a Collection Report (EPA
Form 3540-7), which describes the sample collection process. Information
required for the report includes:
e Type of sample;
- @ Sample pugber . subsample number;

e Date of collection;

o Collection method;

FIFEA Compliance/Enforcement 4=3 Guidance Manual 1983
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e Description of sample (including quantity collected, color, tex-
ture, viscosity, etc.);

e Duplicate samples (if provided); and
e Description of procedures for sealing sample.

Each ID Jacket will also be identified by a sample number. The RCDO should
check the mumber to see if it corresponds to the ID number on the Collec-
tion Report Form.

All samples that are to be used as evidence should be sealed with the offi-

cial EPA seal (EPA Form 7500-2). The seal is placed on the sample con-
tainer by the inspector to help preserve the integrity of the sample.

A written receipt (EPA Form 3540-3) describing the sample obtained by the
inspector is issued to the appropriate facility representative whenever a
sample is taken. The receipt may also be used to verify that a duplicative
sample was given the facility. The ID Jacket may not always include a copy
of the receipt. If an enforcement action is considered, a copy may be
obtained from the Inspection Report that was filed with the Regional
Office. .

The two types of samples commonly collected are official and investiga-
tional.

Official Samples. These include samples or documents of pesticides or
devices that, if violative, serve as a basis for legal action. In general,
an RCDO should emsure that an official sample:

e Was collected only from material that had been "packaged, labeled,
and released for shipment" (see Glossary);

e Was representative of the lot from which it was obtained; and

e Was identified and officially sealed so as to maintain its continu-
ity and integrity as court evidence.

Official samples include:

e Producer/Marketplace Samples. Actual samples of a pesticide or
pesticidal device collected by an inspector at the producer, whole-
sale, or retall level.

e Documentary Samples. Copies of the label and/or labeling and
copies of any records showing shipment of the product and the re-
sponsible parties.

e Post-Seizure Samples. Actual samples collected from a lot of mer-
chandise that is in the custody of a U.S. court. A court order
must be entered before sampling, and these actions must be carried
out in accordance with such orders.
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¢ Induced Samples. Actual samples of pesticides or pesticidal
devices that are not obtained by EPA official procedures (e.g.,
notice of inspection, collection report, etc.). These samples are
usually requested by mail. An induced sample is the least desir-
able method of obtaining a sample and should be used only when the
other methods have been exhausted._

o Import Samples. Actual samples of pesticides or pesticidal devices
that are offered for importation into the United States from a for-
eign port. Proper documentation for import shipments should
include Customs . entry.papers,, foreign invoices, and records showing

-~ movement .from the port of entry.

e Use Samples. Actual samples of the pesticide that are collected
during a use inspection. This type of sample may be field col-
lected from a formulated pesticide, diluted pesticide, or as a res-
idue from plant material, animal tissue, soll, water, etc.

Investigational Samples. These include samples of pesticides or devices

. collected for special investigation .or :information purposes. These samples
' need mot “be ‘collected ‘from lots or stocks that have been packaged, labeled,

and released for shipment. No legal action can be taken on investigational

samples. :
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3 Review of Adequacy of Evidence

Initial Review of the 1D Jacket

Once the RCDO has received the ID Jacket, its contents must be reviewed in
-the.context of - the -following considerations:

e Adequacy of the documentation (see below);

e Significance of violation (see Chapter Five for Level of Action
Policy); and

e Violative history of the firm (see Chapter Five for Level of
Action Policy). Violative history may be obtained from the FIFRA
and TSCA Enforcement System (FATES).

_ Adequaqz.ofwzhequcumenzatian

The initial phase of the review will focus on two aspects of the documenta-~
tion:

e That all necessary documentation and samples have been provided;
and

e That the documentation is adequate to prove the substance of the
-wiolstion as indicated by the results: of the inspection.

The purpose of the review is to develop a recommendation for action on the
violation; either to proceed with an enforcement action or to dismiss the
violation as not worthy of prosecution.

In some instances, review will indicate possible violations not documented
by the inspection. In these cases, the RCDO should seek to.secure .the
~aidizio: doczmentation ‘for the -mew viclation. ‘For exanple, this may
—require“fuother -consultation with the inspector or forwarding the file to
Headquarters for an enforcement case review. When a violation is dis-
covered that is unrelated to the initial suspected violation, that new vio-
" lation should be pursued as a new action.

——
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Contents of the ID Jacket

The ID Jacket should normally contain the following items:

Label of a Pesticide or Device. The label should either be an actual copy
(or photocopy) or a typewritten copy. The label should be identified by
sample number, date of collection, inspector initials, and, if appropriate,
subsample numbers.

Notice of Inspection (EPA Form 3540-2) or Warrant. If an enforcement
action is being considered, a copy of the notice of inspection or warraat
may be obtained from the Establishment Inspection Report. The notice and/
or warrant should be reviewed to ensure the imspection adhered to the terms
specified in the documents.

Receipt for Sample. The written receipt should describe the sample and
verify that a duplicate sample, if requested, was given to the facility
official. The RCDO should verify sample identification numbers.

Collection Report. This is the official report of the sample collection.
The following should be verified from the report:

o The ID number appearing on the Collection Report should agree with
the number on the ID Jacket. For documentary samples, the notation
“DOC™ will appear after the 1D number; for investigational samples,
"INV” will appear after the ID number; for post-seizure samples,

"P.S."” will appear after the ID number; and import samples will be
identified by "Import”;

e Date of shipment (from transportation records) of the sample;

e Amount of the product before sampling (the amount on hand must be
less than or equal to the asmount shipped);

e Descriptions indicating number of samples and method of collection;
e Shipper of sample (from tramsportation records); and

e BReason for collection--either to document a suspected violation, or
as part of a "Market Basket Survey"” of products without accompany-
ing documentation.

History of Official Sample (EPA Form 3540-17). This document is placed in
the ID Jacket by laboratory personnel once the physical sample has been
received by the laboratory for analysis. It shows whether the integrity of
the sample has been maintained during its stay at the laboratory. Each
time the sample seal is broken and resealed, it must be noted on the form.

It 1s important for the RCDO to demonstrate that none of the samples
involved in the case preparation have been tampered with or contaminated
during collection, transit, storage, or analysis. An accurate accounting
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must be maintained to trace the possession of each sample from the moment
of collection to its introduction as evidence. Accountability can be
checked by reviewing the following documents:

~® Receipt for sample;
e Collection report; and
e History of official sample.

Laboratory Test Methods. .Test methods employed in the analysis of pesti-
cide or pesticidal device samples fall into two categories, official and

unofficial.

o Official Test Method. Refers to a test method accepted by a recog-
nized standard-setting organization, such as the Assoclation of
Official Analytical Chemists (AOAC) or the American Society for
Testing and Materials (ASTM).

- ® .Unofficial Test :Method. -Refers to-a-method that -has not as ‘yet
" been accepted as a standard method but is employed by EPA in the
analysis of a sample because other reliable test methods are not

available.

Extreme care and judgment should be exercised in preparing enforcement
cases when unofficial test methods are used as the basis for evidence of a
violation of the FIFRA. Counsultations with Headquarters Case Development
Officers (HQCDOs) are strongly recommended before proceeding with enforce-
ment actions in these cases.

Laboratory Test Results. Test results are placed in the ID Jacket upon
-.completion -of .the snalysis. Tests Include:

e Sample Report of Analysis (EPA Form 3540-5), which shows the chemi-
cal composition of the sample collected versus composition guaran-
teed by the registrant. Usually a cross-~contamination will be
conducted by the laboratory and the percentage of contaminants, if
any, noted; and/or

o Efficacy test, which shows the effectiveness .of the product.

. Other Evidential Documentation. Suspected violations may also be documen-
ted by the inspector using the following support methods:

e Affidavit. Sworn statements taken by the inspector relating to
personal first-hand knowledge of a potential violation. The affi~
davit may be used to substantiate the violation or to set the cir-
cumstances surrounding the violatioan.. Lareful -review should be

- pde of the affidavit for..evidence in support .of -an -enforcement
action. The person making the affidavit must sign it and be able
to personally verify the facts contained in the statement.
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The object of an affidavit is to obtain a clear and concise written
record of factual information relating to a suspected violation.
The oath taken by the person making the affidavit serves to sub-
stantiate the truth of the statement. Affidavits may be used to
verify the dates obtained from a facility's records (e.g., the date
of shipment). Review should emphasize the admissibility of the
affidavit in court. This includes determining that the affidavit
was properly executed and that it contributes valid evidence to any
contemplated proceeding. The affidavit itself should contain the
following: :

= Identity of the affiant;
= The reason why the affidavit was taken;

~ The pertinent facts in a simple narrative style, arranged in
chronological prder; and

= A concluding paragraph indicating that the affiant read and
understood the statement.

In addition, any corrections made to the final copy must be ini-
tialed by the affiant.

e Statements. Similar in most respects to an affidavit except that
statements are not taken under oath. Although not having the same
welght in court, statements are taken for the same reasons and
under the same procedures as an affidavit. Statements can be used
to verify data collected during an inspection. For example, a
statement may be obtained from a facility representative as to a
date of shipment. Review should verify the person's identity and
the truth of the statement through a signature or some other writ-
ten or verbal acknowledgment.

e Printed Matter. This includes any brochures, literature, labeling,
or any other printed matter providing information concerning a pes-
ticide or pesticidal device including claims, directions for use,
contents data, or promotional information. For pesticides, review
of the printed matter directly relates to terms and conditions
specified in the registration. Printed matter must be identified
by inspector's initials, date of collection, and related sample
number.

e Photographs. The documentary value of photographs ranks high as
admissible evidence. Clear photographs of a relevant subject,
taken in proper light and at proper lens setting provides an objec-
tive record of conditions at the time of inspection. Review must
ensure that the photographs are clear, objective, and properly
identified. The photographs should be identified by location, pur-
pose, date, time, inspector's initials, and related sample number.
This information should be recorded on the photographs, or in the
inspector's field notebook, or both.
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e Drawings and Maps. Schematic drawings, maps, charts, and other
graphic records can be useful in supporting violation documenta-
tion. They can provide graphic clarification of site location rel-
ative to height and size of objects, and other information that, in
combination with samples, photographs, and other documentation, can
produce an accurate, complete evidence package.

Review should ensure that drawings and maps are simple and free of

extraneous details. Basic measurements and compass points should
be included to provide a scale for interpretation.

e Mechanical Recording. Records produced by an electronic or
mechanical apparatus can be entered as evidence. Review of charts,
graphs, and other "hard copy” should ensure relevance and
identity. The data collected should be identified by date of
collection, inspector's initials, and related sample number.

Further Processing of.the 1D Jacket—Enforcement Case Review

Once the ID Jacket has been initially reviewed by the RCDO, further devel-
opment of the case may be required at Headquarters. If so, the ID Jacket
should be sent to the appropriate HQCDO who serves as coordinator for the
enforcement case review process. Aspects of the case that may require fur-
ther processing include: '

Product Registration Status. The status of a pesticide (registered or not
registered) is determined by the Registration Division after a search of
their files. 1In some instances the Region may also wish to know whether a

- ‘pesticide -xegistration is suspended or cancelled.

Pesticide or Device Determination. When a suspected pesticide is not
registered or is not under a Section 5 experimental use permit, then a
determination is made by the appropriate Registration Division official of
whether the product is a pesticide. Devices are reviewed to determine if
they are pesticidal in nature and if so whether or not they are exempt from
EPA regulation.

p -Review. ‘Coples ttAill -pesticide labels :collected .as::part .of an
1nspection should be compared with the latest EPA-accepted label for that
pesticide and any major discrepancies noted. If the latest accepted label
is not present at the Regional Office, it should either be requested from
Headquarters or the corresponding ID Jacket should be sent to Headquarters
for review. In addition, questionable interpretations of label statements
should be classified by the Registration Division before the Regional

- Gffice procesds with any enforcement. action.
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Scientific Review., If product defects are noted as a result of laboratory
tests, the ID Jacket should be sent by the RCDO to Headquarters. A review
will be conducted by Registration Division personnel to determine the sig-
nificance of the discrepancy as it relates to the sample's chemical compo-
sition, efficacy, or toxicity.

The Registration Division will enter the registration status and pesticide
determination on the Enforcement Case Review Form (EPA Form 8500~7). This
form will also include the product's accepted name and the name and address
of the registrant. Written comments as to labeling discrepancies and sig-
nificance of test results are placed on EPA Form 8500~-7A. Copies of the
above forms are placed by the Registration Division into the appropriate ID
Jacket and, along with testimony from the responsible Registration Division
official, may serve as evidence in court.

For any violations noted during an enforcement case review, the RCDO should
consult the Level of Action Policy section of this manual (Chapter Five)
for guidance as to the appropriate enforcement response.

Additional Sources of Documentation

Frequently, additional information will be needed in order to complete the
review of the ID Jacket. In some cases this information will be provided
by subsequent reports. If not, the RCDO should seek to obtain the addi-
tional information or elaboration from the most knowledgeable source.
Additional sources of documentation include:

e Establishment Inspection Report;
o Inspector's Narrative Report; and

e Inspector's Field Notebook.

Shipping Documentation

Section 8(b) of FIFRA provides authority to inspect and copy all records
showing the delivery, movements, or holding of a pesticide or pesticidal
device. This documentation, which is often done as a part of a Section 9
inspection, identifies the responsible party within the stream of commerce
who is suspected of a FIFRA violation.
Information that might be obtained from shipping records includes:

o ldentity of pesticide or device; '

e Quantity sold, received, shipped, or stored;

e Dates sold, received, or shipped;
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°

°
Records

°

Sources of the pesticide or device; and
Transporter of the pesticide or device.
providing this information include:
Bill of Lading;

Freight Bill;

Parcel. Post Cancellation. Stamp;
quoice;

Packing Sl1ip;

Purchase Order; and

Receiving Report.
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Chapter Five

1 Introduction

Once the documentation of a violation 1s'c0mplete and EPA personnel have
determined that an enforcement action is warranted, EPA must decide upon

the appropriate level of action called for by the severity of the viola-
-tion. There are two categories of action—administrative and judicial.
Generally, the Agency uses administrative actions for violations of a
lesser nature, for first-time violators, or to obtain relief .on short
..notlce, -a8 -in the case.of stop sile, use, and removal :orders. .The Agency
. reserves. judicial -actions for use in violations of an especially egregious
nature that result in serious harm to human health or the environment, and

for willful or repeated violationms.
Aduinistrative levels of action include the following:
e Advertising letters;
e Notices of detention under Sectiom 17(c¢);
e Notices of varniﬁgfunder Sections 9(c)(3) and 14(a)(2);
. “Terminations of <establishment registrations-under 40 C.F.R. ¥167.3;

e Denials, suspensions, modificatiomns, or revocations of applicator
certifications under 40 C.F.R. §171.11;

e Recall requests;
e Stop sale, use, or removal orders under Section 13(a); and
2. Ciwdl -sduninistrative penalties -under-‘Section 14(a).

The criteria for the use of each of the above levels of action are dis-
cussed later in this chapter. Specific procedures for preparing and

issuing these actions are found in Chapter Six, "Administrative Enforcement
Actions: Notices of Violation and Administrative Orders,™ and Chapter

Seven, “Administrative Enforcement Actions: Civil Penalty Proceedings.”
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Judicial actions may involve either civil or criminal proceedings. Civil
-proceedings include:

¢ Injunctions under Section 16(c); and
e Seizures under Section 13(b).

Criminal proceedings are authorized under Section 14(b). The criteria for
the use of judicial actions are also found later in this chapter. Chapter
Eight, “Judicial Enforcement: Civil Actions,” and Chapter Nine, "Judicial
Enforcement: Criminal Actions,” discuss procedures for civil and criminal

Judicial proceedings.

In addition, Exhibit 5-1 contains level of action guidance applicable to
efficacy standards for hospital or medical use disinfectants and
rodenticides.
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2 Level of Action Policy

Advertising letters

-An advertising letter :is.a.letter issued by EPA.as notice. to .a .company that
collaterdl literature concerning a product (i.e., literature or advertising
that does not accompany the product) bears unaccepted pesticide statements
.or pesticide or device claims. An advertising letter may be issued by the
Agency upon receipt of or knowledge of such literature and without EPA

having in its possession an official sample of the pesticide or device
accompanied by the literature. An advertising letter should identify:

¢ The literature; and

e The unaccepted statements (if related to a registered product), the
pesticide claims (if related to an unregistered pesticide), or the
- .device -claims . {if related to-a device).

In addition, the advertising letter should request a written response from
the recipient informing the Agency of whatever action the company plans to
take in response to the concerns expressed by EPA. The Agency will take no
further action* (even when the company fails to respond to the letter)

until and unless EPA collects an official product sample with the offending
literature. At that time, EPA may issue a notice of warning or civil com-

plaint, as warranted by the circumstances.

* The Agency may, however, refer a case of unacceptable advertising to- : - "

the Federal Trade Commission for action.
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Notices of Detention

Section 17 of FIFRA authorizes EPA to refuse admission of a pesticide or
device being imported into the United States if EPA determines that such
pesticide or device violates any provisions of the Act. This refusal is
known as a Notice of Detention and Hearing. Upon receiving a copy of the
notice, the Department of the Treasury, through the Customs Service, will
refuse delivery to the consignee and will oversee destruction of any pesti-
cide or device refused delivery that is not exported by the consignee
within 90 days from the date of the notice. However, under the Customs
regulations for the enforcement of Section 17(¢) of FIFRA, the District
Director of Customs may release a shipment to the importer or the impor-
ter's agent before an EPA inspection of the shipment. Such a release
occurs only upon execution of a bond in the amount of the value of the
pesticide or device, plus duty. Should the shipment subsequently be '
refused entry and the importer or agent fails to return the pesticide or
device, the bond is forfeited. A shipment released to the importer cannot
be used or otherwise disposed of until EPA makes a determination of the
admisgibility of that shipment. _

Notices of Warningﬁ

Section 14(a)(2) Notices of Warming

Section 14(8)(2) of FIFRA requires EPA to use a notice of warning in re-
sponse to the first civil offense committed by a private applicator or
other person not covered under Section 14(a)(l). Section 14(a)(l) covers
registrants, commercial applicators, “for hire” applicators, wholesalers,
dealers, retailers, and other distributors. "For hire” applicators are
applicators who apply general use pesticides as a service in controlling
pests but who do not deliver any unapplied pesticides.

Section 9(c)(3) Notices of Warning

Since the Agency is attempting to concentrate its pesticides enforcement
resources on serious violations and repeat offenders, EPA may also issue’
notices of warning under Section 9(c)(3) of FIFRA in response to first-time
violations committed by those persons covered by Section 14(a)(l), with the
following exceptions:

e The Agency should pursue a remedy more severe than a warning in
response to first offenses that result in (1) a real risk to humans
or the enviromment or (2) any actual harm stemming from the viola-
tor's failure to exercise due care (i.e., the degree of care a res-
sonably prudent person would exercise in similiar circumstances);
and

teng—
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e The Agency should apply a remedy other than a notice of warning in
the case of a violation by a person who has already been placed on
notice of the existence of FIFRA or its requirements. (EPA will
consider a person to have been placed on notice if that person has
been subject to a formal inspection by EPA personnel or has
interacted with the Agency by obtaining a product registration, an
establishment registration, or any other similar license, permit,
or certification.)

The Agency, in its discretion, may decide to issue a Section 9(c)(3)
-warning notice .against persons .included iin the latter exception or against
a repeat violator whose second violation is an extremely minor one, if EPA
enforcement officials believe that justice will be served by employing such
a remedy. :

Termination of Establishment Registration

The regulations related to the registration of pesticide-producing estab-
lishments (40 C.F.R. §167.3) state that an establishment registration will
remain in effect so long as the establishment continues to submit annual
pesticides reports. If the establishment fails to submit a report in any
year, the Agency may issue either a notice of warning or a civil penalty,
based on the provisions of FIFRA Sections 7(c)(l) and 12(a)(2)(L).* A
notice of warning would be the typical action for a newly registered estab-
lishment that failed to submit its initial pesticides report. The Agency

should initiate a civil penalty in response to the failure to file a
pesticides report on the part of an establishment that previously filed at
least one annual report and is thus on notice as to its continuing
w:eu;nnsihility to-submit annual ‘Teports. I1f the -establishnent does :not
“gabmit-amn- tnnual*pesticides'report*wtthin “20 days after the date of receipt
of the notice of warning or civil penalty, EPA will initiate procedures to
terminate the establishment registration, independent of the other action.

Non-Enforcement Termination

Termination of establishment registration may also occur upon .request .of -
- ithe metablishwent 'or: parent ‘company, typically -because ‘the -establiskment
-“has-gone or will go out of ‘business, no longer produces pesticides, or
otherwise no longer falls under the purview of FIFRA Section 7. Im such
cases the procedures for terminating establishment registration are

= Jewly registered establisiments must submit. Teports: within 30 :days of
notification of establishment registration; subsequent reports are due by
February 1 of each year. The Agency may, however, grant discretionary
extentions of up to 30 days for filing a report before the report is
considered delinquent.
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strictly technical and are based on the operating procedures of the FIFRA
and TSCA Enforcement System (FATES). Termination of establishment regis-
tration in such situations should not be confused with termination for
cause.

Denials, Suspensions, Modifications, or Revocations of Applicator
Certifications

The regulations relating to the certification of pesticide applicators (40
C.F.R. Part 171) authorize EPA to deny, suspend, modify, or revoke feder-
ally issued applicator certifications if the certificate holder violates
FIFBA or its regulations. The Agency views an enforcement action affecting
certification status as a very strong measure, to be takean only when the
“public health, interest or welfare warrants immediate action™ [40 C.F.R.
$171.11 (£)(5)(1)]. Therefore, EPA will deny, suspend, modify, or revoke a
certification only in response to serious violations or against persons
with a history of noncompliance. The Agency may take any of these actions
if it determines that an applicant for or holder of a certification has:

o Been convicted under Section 14(b) of FIFRA;

e Been subject to a final order imposing a civil penalty under
Section l4(a);

e Misused a pesticide;

e Made available for use, or used, a registered pesticide classified
for restricted use. other than in accordance with Section 3(d);

e Befused to keep and maintain records required by 40 C.F.R. Part
171;

e Made false or fraudulent records, invoices, or reports;

e Failed to comply with any limitations or restrictions on or in a
previously issued certificate; or

e Violated any other provision of FIFRA or its regulations.

Denial/Revocations

The denial or revocation of a certification not only deprives an applicator
of the authority to apply restricted use pesticides but also, as compared
to suspension of a8 certification, forces the applicator to take additional
steps to acquire or re-acquire certification. In addition, the Agency will
not consider an application to acquire or re—-acquire certification for a
period of not less than six months following denial or revocation. Thus
EPA will deny or revoke a certification only where a violation has resulted
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in a fatality or created an imminent danger of a fatality, where the viola-
tor's certification has been suspended as a result of a previous violationm,
or where a person has made fraudulent records or reports.

Suspensions

When considering invoking the less severe alternative of suspending a cer-
tification, EPA personnel must determine whether it is appropriate to pur-
sue a suspension and for how long such suspension should be in effect.
These determinations will depend upon: the gravity of the violation in
question.

Suspension (Misuse Violation). In suspending a certification due to an
incident of misuse, EPA will refer to criteria for assessing the gravity of
a use violation (see Exhibit 5-2). The gravity of a use violation is a
function of:

e The risk of harm posed to human health and the enviromment by the
"wiolation; and

e The degree of misconduct exhibited by the violator.,

The Agency will assign weightings, based on the gravity criteria, for each
use violation relative to the pesticide involved, the harm to human health
and/or to the environment, the history of noncompliance, and the culpabil-
ity of the violator. (For purposes of this section of the manual, EPA will
not distinguish between commercial and private applicators. Consideration
of applicator status is inherent in the policy in that suspensions have a
more substantial impact on commercial applicators, affecting their primary
business activity.) The Agency will use the gravity value thus obtained to
decide whether and for how long to suspend-.a. .certification, in-accordance
with the Iollowing table:

Total Gravity Value Enforcement Remedy

4 or below No action or Notice of Warming

S to 8 Suspension of up to 2 months

9 to 12 . .. ~Suspension. of -between .2 -and - & months
- 13.0or .above - o Suspension of Jbetween 4 end 6-wonths

To determine whether the term of a suspension should be at the higher or
lower end of the given ranges, EPA will consider any gravity-related fac-
tors not accounted for in the gravity criteria. In addition, EPA will con-~
sider the degree £o -which .the suspension &ill have :an. sdverse scopomic im—
L part-on -the applicator. dpplicators who would ‘be minimally affected by a
suspension, such as those who apply restricted use pesticides infrequently,
should receive longer suspensions than applicators whose day-to-day
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business activities would be severely disrupted by the loss of their
certifications.

Suspensions should generally be pursued against individual applicators in
lieu of a Section 14(a) civil administrative penalty. This, however, does
not preclude EPA from issuing both a suspension as well as issuing a
warning letter or from assessing a civil penalty against the employer of
the applicator in addition to suspending the certification of the applica-
tor.,

Suspension (Recordkeeping Violation). EPA may also suspend certificatiomns
of commercial applicators who violate restricted use pesticides record-
keeping requirements [see 40 C.F.R. §171.11(e)(7); 40 C.F.R. §171.11(£f)(1)
(iii)]. These violations do not lend themselves to analysis utilizing
gravity of harm criteria. Consequently, EPA will suspend the certifica-
tions of persons who fail to maintain restricted use pesticides records
based solely on gravity of misconduct considerations. The Agency will
assess suspensions of up to two months for the second independent violation
resulting from the failure to maintain restricted use pesticides records.
For each additional violation, two months may be added to the term of the
suspension up to a limit of six months. In cases where the violation
involved keeping fraudulent records (i.e., where the violator intentionally
concealed or misrepresented the true circumstances and the extent of the
use of restricted use pesticides), EPA may revoke the violator's certifica-
tion in response to the initial infractiou. )

If EPA decides to suspend certification, it must notify the applicator of
the time period during which the suspension will be in effect. In order

for the suspension to function as a deterrent, the suspension should take
effect during the time when the applicator is most likely to be applying

restricted use pesticides. -

Recall Bequests

No explicit authority exists in FIFRA for the recall of products. The
effectiveness of a recall action, therefore, is contingent on the
cooperation of the involved company.

Recalls should be initiated by EPA in all cases where available information
indicates that the product is either potentially hazardous when used as
directed or ineffective for the purposes claimed. The Agency should
consider a recall of a product when, among other things, its use as
directed 18 likely to result in:

e Injury to the user or handler of the product;

e Injury to domestic animals, fish, wildlife, or plant life;

O
&
W
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e Physical or economic injury because of ineffectiveness or due to
the presence of actionable residues; or

o Identifiable adverse effect on the environment.

EPA personnel must view a request for recall as a serious and extraordinary
matter and must make a request for recall of a product only in those cases
where the evidence clearly supports such action., The initial decision that
a product should be withdrawn from the market will be based on information
in the sample file including laboratory analyses, staff evaluations and
opinions, and such other information as.may be available and relevant. All
information supporting & .recall decision must be included in the official
file.

' Formal and Informal Recalls

There are two types of recalls—formal and informal. Formal recalls are
used for more serious problems when it is essential that EPA regional per-
sonnel follow up the recall with.a wvisit .to .the -company. .- Formal recall

. ipvolves FPA monitoring, detailed .reporting by. the .company involved, and
notification to State officials. This type of recall is normally accom-
panied by another enforcement action, generally a civil penalty.

The Agency uses informal recalls in cases where a recall is necessary but
the level of potential hazard is not great or when it 1is unlikely that sig-
nificant amounts of the defective product remain in the marketplace. An
informal recall 1s conducted entirely by the company involved with no moni-
toring by EPA or State officials.

Level of Recall Determination

" “"The 1evel ‘of Tecall 18 the point in the distribution chain from which the
product is to be recalled. The determination of that point 4is based on the
potential hazard, use pattern, and distribution pattern of the product.

The following recall levels should be considered:

e Wholesale or First Point of Distribution. This will normally
include all informal recalls and those formal recalls in which the
product distribution is limited and.consegquently -the potential dan—

Uiger is . low.

e Retail Level. This will be the normal level for most formal re-
calls.

e User lLevel. This level will be requested only in cases in which
there is a known serious hazard to human health or the environmment.
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Scope of the Recall

EPA must also consider the scope of the recall (i.e., the amount of the
product that the recall will cover). In the case of labeling violatioms,

the recall should include all of the product bearing the unacceptable
labeling. For chemical violations, the recall should include all of the

product bearing the same batch code(s) as the sample(s) found in viola-
tion. If the product is uncoded, EPA will determine the scope of the
recall after contacting the responsible company. After reviewing the
firm's manufacturing and shipping records, EPA personnel should be able to
determine a range of manufacturing dates to include in the recall.

The recall of a defective product by the manufacturer or distributor is the

most effective and efficient means of removing such a product from the mar-
ket. However, since it 1is strictly voluntary, the success of the recall

program depends on the industry's knowledge that:

o EPA will make a recall request only in those cases where there is a
likelihood of physical or economic injury from the use of a product
according to label directions;

e The Agency will use all legal means available to it to support or
supplement any recall request, including stop sale, use, or removal
orders, selzures, and civil penalties; and

e State officials will cooperate with the Agency in the removal of
such products.

Stop Sale, Use, or Removal Orders

A stop sale, use, or removal order (SSURO) should be issued by EPA if the

violation is of an ongoing nature and threatems to cause serious or
widespread harm. This remedy is not designed to prevent future violatiomns,
but rather is intended to limit the amount of harm that might result from a
violation. In order to preserve the hearing rights of the recipient of an
SSURO, EPA should supplement the order with a civil penalty sssessment.

An SSURO is among the most expedient and effective remedies available to
EPA in its efforts to prevent illegal sale, distribution, and use of pesti-
cides. 1Its advantages over other actions (such as seizures) are that:

e It may be issued without prior adjudication of the violative char-
acter of the product (i.e., EPA may issue an SSURO simply when it
has reason to believe that the product is in violation of the Act);

e It is easier to prepare and issue than a seizure;
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e It can be written so as to include future amounts of the product
that may come into the custody of the person on whom the SSURO is

served; and

e It can be easily adapted to particular circumstances.

Criteria for Use

The language of Section 13(a) confers broad authority upon EPA to issue
SSUROs. The Agency may issue an. SSURO when any one of three situations
exigts:

e If, upon inspection or testing, EPA believes a product is in viola-
tion of the Act;

e If EPA believes that a product has been or 1s intended to be dis-
tributed or sold in violation of the Act; or

. . .If EPA has cancelled -or suspended -the -registration of a product.

An SSURO is ordinarily issued by EPA without prior notice to the person
served. Because an order is issued without notice, the actual or potential
danger to human health or the enviromment posed by the violative product or
situation must be both serious and imminent. In addition, the danger must
require such urgent relief that there is no time to seek other remedies or
that other administrative remedies would be inappropriate. Accordingly,
EPA officials must observe stringent guidelines in determining whether
issuance of an SSURO is appropriate, as outlined below.

Mandatory Issuance of an SSURO. The Agency must issue an SSURO against
persons who own, control, or have custody of pesticides in :he following
- categories:

e Pesticides whose registrations have been cancelled or suspended by
EPA, except cases in which the Agency has permitted the use of
existing stocks, or where continued matketing presents no human
health or environmental hazard;

° Pesticides for which there is reason to believe present a potential
hazard to man.or .the environment.because:

- They are not registered, or are so grossly overformulated or
adulterated, as to present a serious health hazard, or

- They are packaged in improper or damaged containers, or are so
inadequately labeled, as to make safe or effective use unlikely
or impossible; '
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e Pesticides or devices with labeling that is materially misleading
or fraudulent and, i1f observed by a user, is likely to cause a
life-endangering health hazard or serious adverse environmental
condition. (A pesticide lacking a restricted use label is an
especially serious labeling violation.) This provision includes
labeling for products that:

- Are ineffective for the purposes claimed,

- Are 80 chemically deficient as to affect deleteriously the pro-
duct's efficacy, as determined by laboratory test results, or

~ Bear false or misleading safety claims;

e Pesticides or hazardous devices* that are in violation of the Act
and are the subject of a voluntary recall, but which the respon-
sible party refuses to remove, is recalcitrant in removing, or is
unable to remove from channels of trade; and

e Pesticides or hazardous devices that are in violation of the Act
and for which a civil penalty has been issued but which have not
been brought into compliance.

Discretionary Issuance of an SSURO. EPA may exercise its discretion in
issuing an SSURO in cases where a product either is in violation of the Act
or is intended to be distributed or sold in violation of the Act, and the
gravity of the violation is less than that required for issuance of a
mandatory SSURO. In addition to an analysis of the relative severity of
the violation (or lack thereof), the following factors should be
considered:

e Whether the violation is another in a series of violatioms by the
producer or distributor. In cases of recidivism, of uncorrected
violations previously brought to the individual's attention, or of
repeated negligent conduct, an SSURO may be appropriate where other
enforcement remedies have failed to bring about corrective action
or where it is deemed necessary to prevent continued marketing of
the violative product;

e Whether the violation is easily corrected. If it appears that the
individual 1is cooperative and can easily temedy the violation, an
SSURO may be unnecessary; and

~ * A hazardous device is one presenting a direct threat to human health or
the environment by its use (e.g., 8 water treatment device whose labeling
makes false, misleading, or fraudulent claims to purify raw well water or
other untreated water supplies). For nonhazardous devices (e.g., an
electromagnetic rodent repelling device) that are misbranded, Agency
policy is to complete civil penalty proceedings before issuing an SSURO.
See December 19, 1979 Memorandum: “Enforcement Actions Concerning
Nonhazardous Pesticide Devices.”
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e Who has custody of the product. An SSURO may be more appropriate,
and a violation more immediately cured, if the violative product is
found at the producer level rather than at the retail level.

In all other cases, EPA should consider an alternative enforcement remedy
available under FIFRA.

Use of SSURO for Minor Violationms

While EPA will usually reserve, the use of an SSURO to relatively serious
violations,  the need 'to issue an SSURO may arise in certain cases involving
minor violations. For example, in the face of continued and repeated minor
violations, or when several minor violations appear together on a label,
EPA may decide to issue an SSURO to ensure that the product will be
distributed only in compliance with the Act. '

Alternative Approaches

-Even 1n cases.-where the -existence of a serious violation would justify the
issuance of an SSURO, the Agency may consider the use of alternative
approaches to achieve compliance. For example, certain pesticide labeling
violations can be rectified through a voluntary recall by the manufacturer,
and this may be the most expeditious way to prevent any harm to human
health or the enviromment. Thus, in certain cases that could legitimately
call for the issuance of an SSURO, particularly those concerned with
labeling violations, EPA might first consider contacting the appropriate
responsible party and negotiating a voluntary recall.

" TI~I] Adninistrative Peualties

A civil penalty, as authorized by Section 14(a) of FIFRA, is the remedy of
choice for most violations. A civil penalty should be proposed where the
violation presents (a real but not an extreme and unreasonable) risk to
humans or the environment; is likely to be an isolated occurrence; was

apparently committed as a result of ordinary negligence, inadvertence, or
. mistake; .and. either:

e Involves a first offense under the Act by any registrant, commer-
cial applicator, “"for hire™ applicator, wholesaler, dealer, re-
tailer, or other distributor (no prior warning is required by FIFRA
for violators in this category); or

e Involves a private applicator or other person, other than any party
. specified :inthe first category, who-has ‘Teceived :a prior warning
- oricitation for -a violation of “FIFRA. (The prior warning or cita-
tion may have been for the same or a different FIFRA violation.)
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Injunctions

Section 16(c) of FIFRA gives EPA the authority to initiate injunctive
actions before district courts.* Because an injunction is an extraordinary
form of relief, the Agency's arguments must be clear and compelling. 1In
initiating a permanent injunction action, EPA must indicate to the court

that:

The Agency's administrative or other judicial enforcement remedies
would be inadequate either at restraining the violation or at pre-
venting unreasonable risk to human health or the environment;

The Agency has, in fact, already diligently exercised all appro-
priate administrative remedies (such as SSUROs and civil penal-
ties), yet the violation continues unabated; and

Irreparable injury, loss, or damage will result if relief is not
granted.

In the case of a preliminary injunction or temporary restraining order, the
Agency must additionally demonstrate that:

Immediate and irreparable injury, loss, or damage will result if

relief is pot granted; and

There 18 a likelihood of success at trial, based on facts before
the court.

Under FIFRA, there are a number of specific circumstances that may justify
injunctive relief. These include but are not limited to:

e The violation of a Section 6 suspension order;

e The violation of an SSURO where a civil penalty or criminal prose~-

cution would not provide a timely or effective remedy to deter fur-
ther violations; .

There is continued production, shipment, sale, or use of an unreg-
istered pesticide after the Agency has taken civil or criminal
action; and ,

* These actions may comnsist of permanent injunctions, preliminary injunc~
tions, or temporary restraining orders. These types of injunctions are
discussed in more detail in Section 4 of Chapter Eight,
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e The Agency has exercised an enforcement remedy and a person con-
tinues to make available for use a restricted use pesticide other
than in accordance with FIFRA Section 3(d), or continues to use a
pesticide in a manner inconsistent with its labeling or in a manner
contrary to an experimental use permit.
Seizures

Section 13(b) of FIFRA gives EPA the authority to initiate in rem condemna-
tion proceedings in district court. Omce a court grants the Agency's
request for authority to conduct a seizure, FIFRA Section 9(b) authorizes
duly designated Agency employees to obtain and execute warrants for the
purpose of seizing any pesticide or device that is in violation of the Act,

Since seizures are judicial actions directed against violative products

rather

than against individuals, EPA may initiate actions in court .against:

A pesticide that is adulterated, misbranded, unregistered, not
colored or discolored as required, or bears claims or directions
for use that differ from those made in connection with its regis-
tration;

A device that is misbranded; or
A pesticide or device that causes unreasonable adverse effects upon

the environment, even when used in accordance with requirements
imposed by the Act.

- .The .above -examples are siailar to those :that-would lead the Agency to ini-

. tiate :an: SSUBO. :Because -an ‘SSURO:can -be “effected 4in less time and with
less preparation than that required for a seizure, it is the preferred
remedy in terms of expediency. Nevertheless, the Agency should conmsider
initiating a seizure in the following circumstances:

- B M

The Agency has issued an SSURO, but the recipient of the order has
not complied with it;

;. The iAgency -has -veason ‘2o believe that .a ‘person, if igsued an SSURO,

- =will ot comply with it;

X

There exists a pesticide so hazardous that it should be removed
from the marketplace or place of use;

The seizure will be used to support a recall; or

It e -pecessary 'to dispose of prodocts being held.under :an 'SSURO
‘for wWhich the responsible party has taken no corrective action and
has expressed an intent not to take corrective actiom.
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Criminal Proceedings

Section 14(b) of FIFRA provides EPA with the authority to proceed with
criminal sanctions against violators of the Act, subject to the following
distinctions:

e A registrant, commercial applicator, wholesaler, dealer, retailer,
or other distributor who knowingly violates the Act 1is subject,
upon conviction, to a fine of not more than $25,000, or imprison-
ment for not more than ome year, or both.

e A private applicator or other person not included above who know-
ingly violates the Act is subject, upon conviction, to a fine of
not more than §$1,000, or imprisooment for not more than 30 days, or
both.

The Agency may initiate criminal proceedings in every case in which EPA can
meet the stringent requirements of evidence and proof leading to a convic-
tion. However, Agency policy, as well as pragmatic resource considera~-
tions, argues against the use of criminal sanctions in any but the most
serious instances of environmental misconduct, as determined by the nature
of the violation, the history of compliance on the part of the respomnsible
person, or the seriousness of the environmental comsequences.

Considerations

There are a number of specific factors that the Agency must carefully con-
sider before proceeding with a criminal prosecution. (Chapter Nine,
“Judicial Enforcement: Criminal Actions,” addresses these consideratioms
in much greater detail.) :

Knowledge. The Agency must determine that the violator in question know-
ingly violated the statute. That is, there must be evidence of intent in
the commission of the violative act, rather than it merely being the result
of accident or mistake.

Seriousness. Criminal actions should be comsidered for the most serious
types of environmental misconduct. This consideration will be judged by
reviewing the extent of environmental harm or human health hazard that
resulted from, or was threatened by, the prohibited conduct. Factors such
as the duration of the -conduct and the toxicity of the pollutants are
considered. Also of significance in assessing the seriousness of the
conduct is the impact—resl or potential-—upon EPA's regulatory function.

Deterrence. The Agency must consider the importance of and need for deter-
rence of criminal conduct, either on the part of a specific person, or on
the part of the larger community. In the case of a serious and willful
violation, the interests of deterrence may well best be served by the
imposition of criminal sanctionmns.
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Compliance History. The compliance history of the person who is the sub-
ject of possible criminal proceedings will enter into the Agency's deliber-
ations. While a history of noncompliance is not requisite for pursuing
criminal sanctions, certainly criminal prosecution becomes more appropriate
when a history of noncompliance exists.

Simultaneous Actions. The Agency may consider whether there i1s a need for
criminal enforcement proceedings contemporaneous with &8 civil or adminis-
trative enforcement action, or whether ome type of action alone will serve
the situation in question. While simultaneous proceedings are permissible,
and there may be very compelling reasons for pursuing both, the legal and
practical difficulties inherent in 0 doing -argue .against such an approach
-except in'the most extraordinary circumstances.

Use of Criminal Proceédingg

The Agency has identified a number of specific situations that may be
considered of such a serious nature that criminal prosecution is
particularly appropriate. .To .list these-situations, however, should not be
- viewed a8 precluding .criminal :prosecution in circumstances not included
""below:

e Failure to report information on the unreasonable adverse effects
of a registered pesticide;

e Falsification of records;

® Violation of an order suspending or cancelling a product
registration;

e Violation of an SSURO;
<9 ¥Balewful uses of pesticides; and

Illegal distribution of unregistered pesticides.
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Efficacy Standards and Level of Action Guidance
for Disinfectants and Rodenticides

Efficacy standards have been developed and are being utilized by the
Agency for hospital or medical use disinfectant products and rodenti-:
cides., The efficacy standards and level of action guidance for these
two types of pecticides are summarized below. However, for the com-
plete disinfectants laboratory testing procedures and level of action
guidance, refer to December 17, 1980 Memorandum: “Regulation of Public
Bealth Related Disinfectant Products.” Additionally, for both disin-
fectants and rodenticides, consult the civil penalty matrix in Appendix
6 for the appropriate civil penalty calculations.

Disinfectants

Only hospital or medical use products that make claims for Salmonella
choleraesius, Staphylococcus aureus, or Pseudomonus aeruginosa* are
tested.

Level 1 Testiqg

In Level I testing, 60 carriers must be tested against each of the
above organisms with each of three samples, representing three
different batches. This amounts to 180 carriers per sample; a total
of 540 carriers.

° Disinfeétant Sample(s)
Performance Standard: A sample is determined to fail efficacy

testing if organisms on 2 or more of the 60 carriers are not
destroyed.

Level of Action: For each sample that fails the above standard,
an SSURO 1s issued on the batch from which the sample was
collected and a civil penalty is issued for failure of the
batch to meet the efficacy requirements. ’

* Failure of a product to destroy Pseudomonus aeruginosa is considered
equal to failure of a product to destroy Staphylococcus aureus or
Salmonella choleraesius.
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e Disinfectant Product(s)

Performance Standard: A product provisionally fails efficacy
testing if two or more of the three samples fail to destroy any
test organism. :

level of Action: Llevel II testing is initiated for each product
that fails the above standard.

1evel 11 Testing

If a product fails Level I testing, five additional samples represen-
ting give different batches are collected for testing at Level II.
Sixty carriers are tested for each organism that the product fails to
destroy in Level 1.

e Disinfectant Sample(s)
~Performance ‘Standard: ‘A sample 1s determined to fail efficacy

Tequirements if organisms on 2 or more of the 60 carriers are
not destroyed.

level of Action: For each sample that fails the above standards,
an SSURO is issued on the batch from which the sample was col-
lected, and a civil penalty is issued for failure of the batch to
meet the efficacy requirements.

e Disinfectant Product(s)

-1 _Performance .Standard: .A product is.deternined :to fail efficacy
{ - : ‘testing 1f three -or:more:-of .the five: samples fail to-destroy any
organism.* ‘

level of Action: Initiation of cancellation proceedings.

Rodenticides

Both single dose (acute) and multiple dose rodenticides that make
claims for commensal rodents are tested for efficacy.

Py

‘& Tewvel IT-produoct-failures are “based on the upper bounds of the 95
percent confidence level. Consequently, a sample must fail 5 out of
60 carriers (not 2 out of 60 as in Level I tests) to count as a
failure.
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e Acute or Single Dose

Performance Standard: The minimum standard is 90 perceht rodent
mortality after eight days of testing for the product to be
effective in commensal rodent control.

Level of Action: A civil penalty is issued for failure of the
batch to meet the above efficacy requirements.

e Multiple Dose
-~ Cereal or water baits
Perfbrmance Standard: The minimum standard is 33 1/3 percent

bait acceptance and 90 percent mortality in order for the product
to be considered effective in a commensal rodent population.

level of Action: A civil penalty is issued for failure of the
batch to meet the above efficacy requirements.

— Paraffin blocks

Performance Standard: The minimum standard is 25 percent bait
acceptance and 80 percent mortality in order for the product to
be considered effective in a commensal rodent population.

Level of Action: A civil penalty is issued for failure of the
batch to meet the above efficacy requirements.
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Criteria for Determining the Gravity of a Use Violatiom
for Purposes of a Certification Action

Violation Weighting Activity

GRAVITY OF HARM

Pesticide 2 Toxicity—Category 1 pesticides,
restricted use pesticides, or
pesticides that are associated
vith chronic health effects
(mutagenicity, oncogenicity,
teratogenicity, etc.)

1 Toxicity—Categories II through
IV, no known chronic effects

Harm to Human 5 Serious or widespread actual harm
Health to human health
3 Serious or widespread potential

barm to human health

1 Minor potential or actual harm to

human health, neither serious nor
widespread
Environmental 5 Substantial or widespread actual
Harm harm to the environment (e.g.,

crops, water, livestock, wildlife,
wilderness, or other sensitive
natural areas)

3 Substantial or widespread
potential harm to the environment

1 4 “Minor:potential or actual harm to
' the environment, neither wide-
spread nor substantial
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Violation Weighting Activity
GRAVITY OF MISCONDUCT

Noncompliance 4 More than one prior violation of

History FIFRA by the applicator
2 One prior violsation
0 No prior violatioms

Culpability 4 Knowing or willful violation
2 Violation resulting from negligence
0 Violation was neither knowing nor

willful and did not result from
negligence; good faith efforts
made to comply with the law

FIFRA Compliance/Enforcement
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1 Introduction

Once the documentation of a violation is complete and EPA personnel have
determined that an enforcement action is warranted, EPA must decide upon

the appropriate level of action called for by the severity of the viola-
tion. There are two categories of action—administrative and judicial.
Generally, the Agency uses administrative actions for violations of a
lesser nature, for first-time violators, or to obtain relief on short
., motice, as in ‘the case of ‘stop sale, use, and removal .orders. ' The ‘Agency
- veserves -judicial actions for use in violations of an especially egregious
nature that result in serious harm to human health or the environment, and
for willful or repeated violations.

Administrative levels of action include the following:
. Advertiaiﬁg letters;
e Notices of detention under Sectiom 17(¢);
e Notices of warning under Sections 9(c)(3) and 14(a)(2);
@ Jexminations of -establistment -registrations under 40 C.F.R. $167.3;

"o Denials, suspensions, modifications, or revocations of applicator
certifications under 40 C.F.R. §171.11;

e Recall requests;
e Stop sale, use, or removal orders under Section 13(&);.3#&
- Bivdlsduintetrative ‘penalties under “Section 1l4(a).

The criteria for the use of each of the above levels of action are dis-
cussed later in this chapter. Specific procedures for preparing and
issuing these actions are found in Chapter Six, "Administrative Enforcement
Actions: Notices of Violation and Adminigtrative Orders,” and Chapte
Seven, “"Administrative Enforcement Actions: .Civil.Penalty Proceedings.”
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Judicial actions may 1anvolve either civil or criminal proceedings. Civil
proceedings include:

e Injunctions under Section 16(c); and
e Seizures under Section 13(b).

Criminal proceedings are authorized under Section 14(b). The criteria for
the use of judicial actions are also found later in this chapter. Chapter
Eight, "Judicial Enforcement: Civil Actions,” and Chapter Nine, "Judicial
Enforcement: Criminal Actiomns,” discuss procedures for civil and criminal

Judicial proceedings.

In addition, Exhibit 5-1 contains level of action guidance applicable to
efficacy standards for hospital or medical use disinfectants and
rodenticides.
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2 Level of Action Policy

Advertising letters

An -advertising.letter :is:a letter issued.by EPA as motice -to ‘a -company that
collateral literature concerning a product (i.e., literature or advertising
that does not accompany the product) bears unaccepted pesticide statements
.or pesticide or device claims. An advertising letter may be issued by the
Agency upon receipt of or knowledge of such literature and without EPA
having in its possession an official sample of the pesticide or device
accompanied by the literature. An advertising letter should identify:

e The literature; and

e The unaccepted statements (if related to a registered product), the
pesticide claims (i1f related to an unregistered pesticide), or the
- udevice claims (1€ Telated: to & device).

In addition, the advertising letter should request a written response from
the recipient informing the Agency of whatever action the company plans to
take in response to the concerns expressed by EPA. The Agency will take no
further action* (even when the company fails to respond to the letter)
until and unless EPA collects an official product sample with the offending -
literature. At that time, EPA may issue a notice of warning or civil com-
plaint, as warranted by the circumstances.

* The Agency may, however, refer a case of unacceptable advertising to- :
'the Federal Trade Commission for action.
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Notices of Detention

Section 17 of FIFRA authorizes EPA to refuse admission of a pesticide or
device being imported into the United States if EPA determines that such
pesticide or device violates any provisions of the Act. This refusal is
known as a Notice of Detention and Hearing. Upon receiving a copy of the
notice, the Department of the Treasury, through the Customs Service, will
refuse delivery to the consignee and will oversee destruction of any pesti-
cide or device refused delivery that is not exported by the consignee
within 90 days from the date of the notice. However, under the Customs
regulations for the enforcement of Section 17(¢) of FIFRA, the District
Director of Customs may release a shipment to the importer or the impor-
ter's agent before an EPA inspection of the shipment. Such a release
occurs only upon execution of a bond in the amount of the value of the
pesticide or device, plus duty. Should the shipment subsequently be _
refused entry and the importer or agent fails to return the pesticide or
device, the bond is forfeited. A shipment released to the importer cannot
be used or otherwise disposed of until EPA makes a determination of the
admissibility of that shipment.

Notices of Warming

Section 14(a)(2) Notices of Warning

Section 14(a)(2) of FIFRA requires EPA to use a potice of warning in re-
sponse to the first civil offense committed by a private applicator or
other person not covered under Section 14(a)(l). Section 14(a)(l) covers
registrants, commercial applicators, “"for hire” applicators, wholesalers,
dealers, retailers, and other distributors. "For hire™ applicators are
applicators who apply general use pesticides as a service in controlling
pests but who do not deliver any unapplied pesticides.

Section 9(c)(3) Notices of Warning

Since the Agency is attempting to concentrate its pesticides enforcement
resources on gserious violations and repeat offenders, EPA may also issue
notices of warning under Section 9(c)(3) of FIFRA in response to first-time
violations committed by those persoms covered by Section 14(a)(l), with the
following exceptions:

e The Agency should pursue a remedy more severe than a warning in
response to first offenses that result in (1) a real risk to humans
or the enviromment or (2) any actual harm stemming from the viola-
tor's failure to exercise due care (i.e., the degree of care a rea-
sonably prudent person would exercise in similiar circumstances);
and
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e The Agency should apply a remedy other than a notice of warning in
the case of a violation by a person who has already been placed on
notice of the existence of FIFRA or its requirements. (EPA will
consider a person to have been placed on notice if that person has
been subject to a formal inspection by EPA personnel or has
interacted with the Agency by obtaining a product registration, an
establishment registration, or amy other similar license, permit,
or certification.)

The Agency, in its discretion, may decide to issue a Section 9(c)(3)
warning notice .against persons .included .in the latter exception or against
a repeat violator whose second violatjion 18 an extremely minor ome, if EPA
enforcement officials believe that justice will be served by employing such
a remedy.

Termination of Esﬁablishmentgigg;sttation

The regulations related to the registration of pesticide-producing estab-
lishments (40 C.F.R. $167.3) state that an establishment registration will
remain in effect so long as the establishment continues to submit annual
pesticides reports. If the establishment fails to submit a report in any
year, the Agency may issue either a notice of warning or a civil penalty,
based on the provisions of FIFRA Sections 7(c)(l) and 12(a)(2)(L).* A
notice of warning would be the typical action for a newly registered estab-
lishment that failed to submit its initial pesticides report. The Agency
should {initiate a civil penalty in respomnse to the failure to file a
pesticides report on the part of an establishment that previously filed at
least one annual report and is thus on notice as to its continuing
-responsibility to submit =anmmal- reports. . If the sstablishaent .does not

© gaebmit an-annuoal pesticides-report within 20 days after the date of receipt

of the notice of warning or civil penalty, EPA will initiate procedures to
terminate the establishment registration, independent of the other action.

Non-Enforcement Termination

Termination of establishment registration may also occur upon xeﬁnes: of

- “the -establishment or parent company, typically because the establishment
" ‘has-gone or “‘will ‘go out of business, no longer produces pesticides, or

otherwise no longer falls under the purview of FIFRA Section 7. In such
cases the procedures for terminating establishment registration are

& Jguly rTegistersd -establisiments sust sudlwmit -reports within 30 days of
notification of establishment registration; subsequent reports are due by
February 1 of each year. The Agency may, however, grant discretionary
extentions of up to 30 days for filing a report before the report is
considered delinquent.
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strictly technical and are based on the operating procedures of the FIFRA
and TSCA Enforcement System (FATES). Termination of establishment regis-
tration in such situations should not be confused with termination for
cause,

Denials, Suspensions, Modifications, or Revocations of Applicator
Certifications

The regulations relating to the certification of pesticide applicators (40
C.F.R. Part 171) authorize EPA to deny, suspend, modify, or revoke feder-
ally issued applicator certifications if the certificate holder violates
FIFRA or its regulations. The Agency views an enforcement action affecting
certification status as a very strong measure, to be taken only when the
“public health, interest or welfare warrants immediate action”™ [40 C.F.R.
§171.11 (£)(5)(1)). Therefore, EPA will deny, suspend, modify, or revoke a
certification only in response to serious violations or against persons
with a history of noncompliance. The Agency may take any of these actious
1f it determines that an applicant for or holder of a certification has:

o Been convicted under Section 14(b) of FIFRA;

e Been subject to a final order imposing a civil penalty under
Section 14(a);

e Misused a pesticide;

e Made available for use, or used, a registered pesticide classified
for restricted use. other than in accordance with Section 3(d);

e Refused to keep and maintain records required by 40 C.F.R. Part
171;

o Made false or fraudulemt records, invoices, or reports;

e Failed to comply with any limitatioms or restrictions on or in a
previously issued certificate; or

e Violated any other provision of FIFRA or its regulations.

Denial /Revocations

The denial or revocation of a certification not only deprives an applicator
of the authority to apply restricted use pesticides but also, as compared
to suspension of a certification, forces the applicator to take additional
steps to acquire or re~acquire certification. In addition, the Agency will
not consider an application to acquire or re-acquire certification for a
period of not less than six months following denial or revocation. Thus
EPA will deny or revoke a certification only where a violation has resulted
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in a fatality or created an imminent danger of a fatality, where the viola-
tor's certification has been suspended as a result of a previous violationm,
or where a person has made fraudulent records or reports.

Suspensions

When considering invoking the less severe alternative of suspending a cer-
tification, FPA personnel must determine whether it is appropriate to pur-
sue a suspension and for how long such suspension should be in effect.
These determinations will depend upon the gravity of the violation in

. Qquestion.

Suspension (Misuse Violation). In suspending a certification due to an
incident of misuse, EPA will refer to criteria for assessing the gravity of
a use violation (see Exhibit 5-2). The gravity of a use violation is a
function of: .

e The risk of harm posed to human health and the enviromnment by the
violation; .and

e The degree of misconduct exhibited by the violator.,

The Agency will assign weightings, based on the gravity criteria, for each
use violation relative to the pesticide involved, the harm to human health
and/or to the enviromnment, the history of noncompliance, and the culpabil-
ity of the violator. (For purposes of this section of the manual, EPA will
not distinguish between commercial and private applicators. Consideration
of applicator status is inherent in the policy in that suspensions have a
more substantial impact on commercial applicators, affecting their primary
business activity.) The Agency will use the gravity value thus obtained to
decide whether and for how long to suspend a certification, .in accordance
with the following .table:

Total Gravity Value Enforcement Remedy

4 or below No action or Notice of Warning

5to 8 Suspension of up to 2 months

9 to 12 Suspension of .between .2 .and 4. months
13 .01 ;above . .r’‘Suspension of :between 4-and 6 monthe

To determine whether the term of a suspension should be at the higher or
lower end of the given ranges, EPA will consider any gravity-related fac-
tors not accounted for in the gravity criteria. In addition, EPA will con-
sider the degree to which the suspension will have:an adverse -economic -im-
- 7pact ‘on ‘the applicator.  Applicators aho-wounld:be-winimally affected by a
suspension, such as those who apply restricted use pesticides infrequently,
should receive longer suspensions than applicators whose day-to-day
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business activities would be severely disrupted by the loss of their
certifications.

Suspensions should generally be pursued against individual applicators in
lieu of a Section 14(a) civil administrative penalty. This, however, does
not preclude EPA from issuing both a suspension as well as issuing a
warning letter or from assessing a civil penalty against the employer of
the applicator in addition to suspending the certification of the applica-
tor.

Suspension (Recordkeeping Violation). EPA may also suspend certifications
of commercial applicators who violate restricted use pesticides record-
keeping requirements {see 40 C.F.R. $§171.11(c)(7); 40 C.F.R. §171.11(£f)(1)
(111)). These violations do not lend themselves to analysis utilizing
gravity of harm criteria. Consequently, EPA will suspend the certifica-
tions of persons who fail to maintain restricted use pesticides records
based solely on gravity of misconduct considerations. The Agency will
assess suspensions of up to two months for the second independent violation
resulting from the failure to maintain restricted use pesticides records.
For each additional violation, two months may be added to the term of the
suspension up to a limit of six months. In cases where the violation
involved keeping fraudulent records (i.e., where the violator intentionally
concealed or misrepresented the true circumstances and the extent of the
use of restricted use pesticides), EPA may revoke the violator's certifica-
tion in response to the initial infraction.

If EPA decides to suspend certification, it must notify the applicator of
the time period during which the suspension will be in effect. In order
for the suspension to function as a deterrent, the suspension should take
effect during the time when the applicator is most likely to be applying
restricted use pesticides. -

Becall Requests

No explicit authority exists in FIFRA for the recall of products. The
effectiveness of a recall action, therefore, is contingent on the
cooperation of the involved company.

Recalls should be initiated by EPA in all cases where available information
indicates that the product is either potentially hazardous when used as
directed or ineffective for the purposes claimed. The Agency should
consider a recall of a product when, among other things, its use as
directed is likely to result in:

e Injury to the user or handler of the product;

e Injury to domestic animals, fish, wildlife, or plant 1life;
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e Physical or economic injury because of ineffectiveness or due to
the presence of actionable residues; or

e Identifiable adverse effect on the environment.

EPA personnel must view a request for recall as a serious and extraordinary
matter and must make a request for recall of a product only in those cases
where the evidence clearly supports such action. The initial decision that
a product should be withdrawn from the market will be based on information
in the sample file including laboratory analyses, staff evaluations and
opinions, and such other information as may be available and relevant.. All
-information supporting a recall decision.must be included in the official
file. )

Formal and Informal Recalls

There are two types of recalls—formal and informal. Formal recalls are
used for more serious problems when it is essential that EPA regional per-
sounel follow up the recall with a visit to the company. Formal recall

. involves "EPA monitoring, .detailed :reporting by the .company ‘involved,.and
notification to State officials. This type of recall is normally accom-
panied by another enforcement action, generally a civil penalty.

The Agency uses informal recalls in cases where a recall is necessary but
the level of potential hazard is not great or when it is unlikely that sig-
nificant amounts of the defective product remain in the marketplace. An
informal recall is conducted entirely by the company involved with no moni-
toring by EPA or State officials.

Level of Recall Determination

. -The level wof recall ‘18 ‘the -point“in ‘the ‘@istribution chain from which the
product is to be recalled. The determination of that point is based on the
potential hazard, use pattern, and distribution pattern of the product.
The following recall levels should be considered:

e Wholesale or First Point of Distribution. This will normally
include all informal recalls and those formal recalls in which the
product distribution is limited and consequently the .potential .dan-

- iger 18 low.

® Retaill Level. This will be the normal level for most formal re-
calls.

e User level. This level will be requested only in cases in which
there is a known serious hazard to human health or the environment.
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Scope of the Recall

EPA must also consider the scope of the recall (i.e., the amount of the
product that the recall will cover). In the case of labeling violatioms,

the recall should include all of the product bearing the unacceptable
labeling. For chemical violations, the recall should include all of the

product bearing the same batch code(s) as the sample(s) found in viola-
tion. If the product is uncoded, EPA will determine the scope of the
recall after contacting the responsible company. After reviewing the
firm's manufacturing and shipping records, EPA personnel should be able to
determine a range of manufacturing dates to include in the recall.

The recall of a defective product by the manufacturer or distributor 4is the

most effective and efficient means of removing such a product from the mar-
ket. However, since it is strictly voluntary, the success of the recall

program depends on the industry's knowledge that:

e EPA will make a recall request only in those cases where there is a
likelihood of physical or ecomomic injury from the use of a product
according to label directionmns;

o The Agency will use all legal means available to it to support or
supplement any recall request, including stop sale, use, or removal
orders, seizures, and civil penalties; and

e State officials will cooperate with the Agency in the removal of
such products.

Stop Sale, Use, or Removal Orders

A stop sale, use, or removal order (SSURO) should be issued by EPA {f the
violation is of an ongoing nature and threatems to cause serious or
widespread harm. This remedy is not designed to prevent future violatiouns,
but rather is intended to limit the amount of harm that might result from a
violation. In order to preserve the hearing rights of the recipient of an
SSURO, EPA should supplement the order with a civil penalty assessment.

An SSURO is among the most expedient and effective remedies available to
EPA in its efforts to prevent illegal ssle, distribution, and use of pesti-
cides. 1Its advantages over other actions (such as seizures) are that:

e It may be issued without prior adjudication of the violative char-
acter of the product (i.e., EPA may issue an SSURO simply when it
has reason to believe that the product is in violation of the Act);

e It is easier to prepare and issue than a seizure;
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o It can be written so as to include future amounts of the product
that may come into the custody of the person on whom the SSURO is
served; and

e It can be easily adapted to particular circumstances.

Criteria for Use

The language of Section 13(a) confers broad authority upon EPA to 1issue

SSUROs. The Agency may issue an SSURO when any ome of three situations
exists:

e If, upon inspection or testing, EPA believes a product is in viola-
tion of the Act;

e If EPA believes that a product has been or is intended to be dis-
tributed or sold in violation of the Act; or

e If EPA has cancelled or suspended the registration of. a product.

An SSURO is ordinarily issued by EPA without prior notice to the person
served. Because an order is issued without notice, the actual or potential
danger to human health or the environment posed by the violative product or
situation must be both serious and imminent. In addition, the danger must
require such urgent relief that there is no time to seek other remedies or
that other administrative remedies would be inappropriate. Accordingly,
EPA officials must observe stringent guidelines in determining whether
issuance of an SSURO is appropriate, as outlined below.

Mandatory Issuance of an SSURQ. The Agency must issue an SSURO against
persons who own, control, or have custody of pesticides in the following
- eategories:

e Pesticides whose registrations have been cancelled or suspended by
EPA, except cases in which the Agency has permitted the use of
existing stocks, or where continued narketing presents no human
health or environmental hazard;

o Pesticides for which there is reason to believe present a potential
hazard to man or the environment because:

=" They are not registeréd, or are so grossly overformulated or
adulterated, as to present a serious health hazard, or

- They are packaged in improper or damaged containers, or are so
inadequately labeled, as to make safe or effective use unlikely
or impossible;
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e Pesticides or devices with labeling that is materially misleading
or fraudulent and, 1f observed by a user, is likely to cause a
life—endangering health hazard or serious adverse environmental
condition. (A pesticide lacking a restricted use label is an
especially serious labeling violation.) This provision includes
labeling for products that:

- Are ineffective for the purposes claimed,

- Are 80 chemically deficient as to affect deleteriously the pro-
duct's efficacy, as determined by laboratory test results, or

- Bear false or misleading safety claims;

e Pesticides or hazardous devices* that are in violation of the Act
and are the subject of a voluntary recall, but which the respon-
sible party refuses to remove, is recalcitrant in removing, or is
unable to remove from channels of trade; and

e Pesticides or hazardous devices that are in violation of the Act
and for which a civil penalty has been issued but which have not
been brought into compliance.

Discretionary Issuance of an SSURO. EPA may exercise its discretion in
issuing an SSURO in cases where a product either is in violation of the Act
or is intended to be distributed or sold in violation of the Act, and the
gravity of the violation is less than that required for issuance of a
mandatory SSURO. In addition to an analysis of the relative severity of
the violation (or lack thereof), the following factors should be
considered:

e Whether the violation is another in a series of violations by the
producer or distributor. In cases of recidivism, of uncorrected
violations previously brought to the individual's attention, or of
repeated negligent conduct, an SSURO may be appropriate where other
enforcement remedies have failed to bring about corrective action
or where it is deemed necessary to prevent continued marketing of
the violative product;

e Whether the violation is easily corrected. If it appears that the
individual 1is cooperative and can easily temedy the violation, an
SSURO may be unnecessary; and

~ * A hazardous device 1s one presenting a direct threat to human health or
the environment by its use (e.g., a water treatment device whose labeling
makes false, misleading, or fraudulent claims to purify raw well water or
other untreated water supplies). For nonhazardous devices (e.g., an
electromagnetic rodent repelling device) that are misbranded, Agency
policy is to complete civil penalty proceedings before issuing an SSURO.
See December 19, 1979 Memorandum: “Enforcement Actions Concerning
Nonhazardous Pesticide Devices.”
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e Who has custody of the product. An SSURO may be more appropriate,
and a violation more immediately cured, i{if the violative product is
found at the producer level rather than at the retail level.

In all other cases, EPA should consider an alternative enforcement remedy
available under FIFRA.

Use of SSURO for Minor Violatioms

While EPA will usually -reserve :the use of-an SSURD to relatively serious
violatione, the need-to issue an SSURO may arise in certain cases involving
minor violations. For example, in the face of continued and repeated minor
violations, or when several minor violations appear together on a label,
EPA may decide to 1issue an SSURO to ensure that the product will be
distributed only in compliance with the Act. ‘

Alternative Approaches

-+ Even in-cases “vhere the existence of a serious violation would justify the
issuance of an SSURO, the Agency may consider the use of alternative

approaches to achieve compliance. For example, certain pesticide labeling
violations can be rectified through a voluntary recall by the manufacturer,
and this may be the most expeditious way to prevent any harm to human
health or the environment. Thus, in certain cases that could legitimately
call for the issuance of an SSURO, particularly those concernmed with
labeling violations, EPA might first comnsider contacting the appropriate
responsible party and negotiating a voluntary recall.

. TVl Adalnlsirative Fenalties

A civil penalty, as authorized by Section l4(a) of FIFRA, is the remedy of
choice for most violations. A civil penalty should be proposed where the

violation presents (a real but not an extreme and unreasonable) risk to
humans or the environment; 1s likely to be an isclated occurrence; was

apparently committed as a result of ordinary negligence, inadvertence, or
. .aistake; -and--either:

e Involves a first offense under the Act by any registrant, commer-
cial applicator, “for hire"™ applicator, wholesaler, dealer, re-
tailer, or other distributor (mo prior warning is required by FIFRA
for violators in this category); or

e Involves a private applicator or other_person, other than any .party
. specified dn-the First category, sho ims Teceived -a prior wsrning
-or -citation ‘for -a violation of 'FIFRA. (The prior warning or cita-
tion may have been for the same or a different FIFRA violation.)
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Injunctions

Section 16(c) of FIFRA gives EPA the authority to initiate injunctive
actions before district courts.* Because an injunction is an extraordinary
form of relief, the Agency's arguments must be clear and compelling. In
initiating a permanent injunction action, EPA must indicate to the court

that:

The Agency's administrative or other judicial enforcement remedies
would be inadequate either at restraining the violation or at pre-
venting unreasonable risk to human health or the enviromment;

The Agency has, in fact, already diligently exercised all appro-
priate administrative remedies (such as SSUROs and civil penal-
ties), yet the violation continues unabated; and

Irreparable injury, loss, or damage will result 1f relief is not
granted.

In the case of a preliminary injunction or temporary restraining order, the
Agency must additionally demonstrate that:

Immediate and irreparable injury, loss, or damage will result if

relief is not granted; and

There 1is a likelihood of success at trial, based on facts before
the court.

Under FIFRA, there are a number of specific circumstances that may justify
injunctive relief. These include but are not limited to:

e The violation of a Section 6 suspension order;

e The violation of an SSURO where a civil penalty or criminal prose-

cution would not provide a timely or effective remedy to deter fur-
ther violations;

There is continued production, shipment, sale, or use of an unreg-
istered pesticide after the Agency has taken c¢ivil or criminal
action; and

* These actions may consist of permanent injunctions, preliminary injunc-
tions, or temporary restraining orders. These types of injunctions are
discussed in more detail in Section 4 of Chapter Eight,

FIFEA Compliance/Enforcement S-14 Guidance Manual 1983



Chapter Five ' Level of Action Policy

e The Agency has exercised an enforcement remedy and a person con-
tinues to make available for use a restricted use pesticide other
than in accordance with FIFRA Section 3(d), or continues to use a
pesticide in a manner inconsistent with its labeling or in a manner
contrary to an experimental use permit.,

Seizures

Section 13(b) of FIFRA gives EPA the authority to initiate in rem condemna-
tion proceedings in district court. Once a court grants the Agency's
request for authority to conduct a seizure, FIFRA Section 9(b) authorizes
duly designated Agency employees to obtain and execute warrants for the
purpose of seizing any pesticide or device that is in violation of the Act.

Since seizures are judicial actions directed against violative products
rather than against individuals, . EPA .may initiate actions in court against:

e A pesticide that is adulterated, misbranded, unregistered, not
colored or discolored as required, or bears claims or directions
for use that differ from those made in connection with its regis-
tration;

¥

® A device that is misbranded; or

o A pesticide or device that causes unreasonable adverse effects upon
the environment, even when used in accordance with requirements
imposed by the Act.

.'7Iheribcwemexnuplenfazeﬁslmﬁlarftowzhone;thaz5Ion1d41eadlthe;Agency to .ini-
“t%ate an "SSURD. ‘Because an SSURO can be éffected in less time and with
less preparation than that required for a seizure, it is the preferred

remedy in terms of expediency. Nevertheless, the Agency should consider
initiating a seizure in the following circumstances:

e The Agency has issued an SSURO, but the recipient of the order has
not complied with it;

- @~ "The -Agency has reason to- helieve that a person, 1if :issved an -SSURO,
will not comply with it;

e There exists a pesticide so hazardous that it should be removed
from the marketplace or place of use;

o The seizure will be used to support a recall; or

-@ It is sscessary to dispose of products: dbeing held under an SSURO
for which the responsible party has taken no corrective action and
has expressed an intent not to take corrective action.
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Criminal Proceedings

Section 14(b) of FIFRA provides EPA with the authority to proceed with
criminal sanctions against violators of the Act, subject to the following
distinctions:

e A registrant, commercial applicator, wholesaler, dealer, retailer,
or other distributor who knowingly violates the Act 1is subject,
upon conviction, to a fine of not more than §25,000, or imprison-
ment for not more than one year, or both.

e A private applicator or other person not included above who know-
ingly violates the Act is subject, upon conviction, to & fine of
not more than $1,000, or imprisomment for not more than 30 days, or
both.

The Agency may initiate criminal proceedings in every case in which EPA can
meet the stringent requirements of evidence and proof leading to a convic-
tion. However, Agency policy, as well as pragmatic resource counsidera-
tions, argues against the use of criminal sanctions in any but the most
serious instances of environmental misconduct, as determined by the nature
of the violation, the history of compliance on the part of the responsible
person, or the seriousness of the environmental consequences.

Considerations

There are a number of specific factors that the Agency must carefully con-
sider before proceeding with a criminal prosecution. (Chapter Nine,
“Judicial Enforcement: Criminal Actions,” addresses these considerations
in much greater detail.) A

Knowledge. The Agency must determine that the violator in question know-
ingly violated the statute. That is, there must be evidence of intent in
the commission of the violative act, rather than it merely being the result
of accident or mistake.

Seriousness. Criminal actions should be considered for the most serious
types of environmental misconduct. This consideration will be judged by
reviewing the extent of enviromnmental harm or human health hazard that
resulted from, or was threatened by, the prohibited conduct. Factors such
as the duration of the ‘conduct and the toxicity of the pollutants are
considered. Also of significance in assessing the seriousness of the
conduct is the impact—real or potential—upon EPA's regulatory functiom.

Deterrence. The Agency must consider the importance of and need for deter-
rence of criminal conduct, either on the part of a specific persom, or on
the part of the larger community. In the case of a serious and willful
violation, the interests of deterrence may well best be served by the
imposition of criminal sanctions.
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Compliance History. The compliance history of the person who is the sub-
ject of possible criminal proceedings will enter into the Agency's deliber-
ations. While a history of noncompliance is not requisite for pursuing
criminal sanctions, certainly criminal prosecution becomes more appropriate
when a history of noncompliance exists.

Simultaneous Actions. The Agency may consider whether there is a need for
criminal enforcement proceedings contemporaneous with a civil or adminis-

trative enforcement action, or whether one type of action alone will serve
the situation in question. While simultaneous proceedings are permissible,

and there may be very compelling reasons for pursuing both, the legal and
practical difficulties inherent in so doing. argue-against such an approach

except in the most extraordinary circumstances.

Use of Criminal Proceedings

The Agency has identified a number of specific situations that may be
considered of such a serious nature that criminal prosecution is
_particularly appropriate. .Io list these :situations, -however, should not be
- yiewved as . precluding s.criminal ‘prosecution in circumstances not included
below:

]

e Failure to report information on the unreasonable adverse effects
of a registered pesticide;

e Falsification of records;

e Violation of an order suspending or cancelling a product
registration;

e Violation of an ssvho;
-9 TUnlawful uses of pesticides; and

e Illegal distribution of unregistered pesticides.
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Efficacy Standards and Level of Action Guidance
- for Disinfectants and Rodenticides

Efficacy standards have been developed and are being utilized by the
Agency for hospital or medical use disinfectant products and rodenti-
cides. The efficacy standards and level of action guidance for these
two types of pecticides are summarized below. However, for the com-
plete disinfectants laboratory testing procedures and level of action
guidance, refer to December 17, 1980 Memorandum: “Regulation of Public
Bealth Related Disinfectant Products.” Additionally, for both disin-
fectants and rodenticides, consult the civil penalty matrix in Appendix
6 for the appropriate civil penalty calculations.

Disinfectants

Only hospital or medical use products that make claims for Salmonella
choleraesius, Staphylococcus aureus, or Pseudomonus seruginosa* are
tested. '

level 1 Testing

In Level I testing, 60 carriers must be tested against each of the
above organisms with each of three samples, representing three
different batches. This amounts to 180 carriers per sample; a total
of 540 carriers. ‘

e Disinfectant Sample(s)
Performance Standard: A sample is determined to faill efficacy

testing if organisms on 2 or more of the 60 carriers are not
destroyed.

level of Action: For each sample that fails the above standard,
an SSURO is issued on the batch from which the sample was
collected and a civil penalty is issued for failure of the
batch to meet the efficacy requirements.

* PFailure of a product to destroy Pseudomonus aeruginosa is considered
equal to failure of a product to destroy Staphylococcus aureus or
Salmonella choleraesjius.
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e Disinfectant Product(s)

Performance Standard: A product provisionally fails efficacy
testing if two or more of the three samples fail to destroy any
test organism.

level of Action: Level II testing is initiated for each product
that fails the above standard.

Level'II:Test;gg

If a product fails Level I testing, five additional samples represen-
ting'§I$E-HIfferent batches are collected for testing at Level II,
Sixty carriers are tested for each organism that the product fails to
destroy in Level I.

o Disinfectant Sample(s)
Performance ‘Standard: A sample is determined to fail efficacy

requirements if organisms on 2 or more of the 60 carriers are
not destroyed.

level of Action: PFor each sample that fails the above standards,
an SSURO is issued on the batch from which the sample was col-
lected, and a civil penalty is issued for failure of the batch to
meet the efficacy requirements.

e Disinfectant Product(s)

_ . _Performance Standard:. A product is . determined to fail efficacy
 ] - . .testing .if three or more of the five .samples fail to destroy any
organism.*

Level of Action: Initiation of cancellation proceedings.

Rodenticides

Both single dose (acute) and multiple dose rodenticides that make
claims for commensal rodents are tested for efficacy.

- 4% “Lagel 11 -product fallures are based on the upper bounds of the 95
percent confidence level. Consequently, a sample must fail 5 out of
60 carriers (not 2 out of 60 as in lLevel I tests) to count as a
failure.

¥
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e Acute or Single Dose

Performance Standard: The minimum standard is 90 percent rodent
mortality after eight days of testing for the product to be
effective in commensal rodent control.

Level of Action: A civil penalty is issued for failure of the
batch to meet the above efficacy requirements.

e Multiple Dose
- Cereal or water baits
Perfbrmance Standard: The minimum standard is 33 1/3 percent

bait acceptance and 90 percent mortality in order for the product
to be considered effective in a commensal rodent population.

Level of Action: A civil penalty is issued for failure of the
batch to meet the above efficacy requirements.

— Paraffin blocks

Performance Standard: The minimum standard is 25 percent bait
acceptance and 80 percent mortality in order for the product to
be considered effective in a commensal rodent population.

Level of Action: A civil penalty is issued for failure of the
batch to meet the above efficacy requirements.
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Criteria for Determining the Gravity of a Use Violation
for Purposes of a Certification Action

Violation Weighting Activity

GRAVITY OF HARM

Pesticide .2 -.Toxicity—Category I pesticides,
. ;restricted use pesticides, or
pesticides that are associated
with chronic health effects
(mutagenicity, oncogenicity,
teratogenicity, etc.)

1 Toxicity—Categories II through
41 IV, -no-known:chronic effects

Harm to Human 5 Serious or widespread actual harm
Health : to human health
3 Serious or widespread potential

harm to human health

1 . .] Minor .potential .or -actual -harm to
-} »human-health, :neither serdous nor
widespread
Environmental 5 Substantial or widespread actual
Harm harm to the environment (e.g.,

crops, water, livestock, wildlife,
: , - . sdlldernesgs, or other gsensitive |
f _ . . ;%;uﬂl&ﬂtllﬁﬂ!.lﬁ)

3 Substantial or widespread
potential harm to the environment

E 1 .11iﬁuﬁnorﬁyotentialmo:wactnal%hlz-;to
. -4 ’the "epvironment, neither wide-
spread nor substantial

g
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Violation Weighting Activity
GRAVITY OF MISCONDUCT
Noncompliance 4 More than one prior violation of
History FIFRA by the applicator
2 One prior violation
0 No prior violations
Culpability 4 Knowing or willful violation
2 Violation resulting from negligence
0 Violation was neither knowing nor

willful and did not result from
negligence; good faith efforts
made to comply with the law
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Chapter Six

1 Introduction

This chapter outlines the specific procedures that EPA should follow in
initiating and processing administrative enforcement actions, once the
Agency has determined that an administrative enforcement respomse is appro-
priate for a detected violation. These actions include the following:

e Advertising letters;

e Notices of detention under Section 17(c);

e Notices of warning under Sections 9(c)(3) and 14(a)(2);

¢ Terminations of establishment registrations under 40 C.F.R. §167.3;

e Denials, suspensions, modifications, or revocations of applicator
certifications under 40 C.F.R. $§171.11;

e Recall requests; and
® Stop sale, use, or removal orders under Section 13(a).

One or more examples of each type of action, in its proper format, appear
as exhibits at the end of this chapter.

Civil administrative penalties are not covered in this chapter. However,
civil administrative penalty procedures are outlined in detail in Chapter
Seven, “Administrative Enforcement Actions: Civil Penalty Proceedings.”
Appendix 6, “Penalty Policies,™ also contains useful procedural information
for civil penalty actions. In addition, Chapter Five, “Determination of
Appropriate Enforcement Respounse,” discusses the criteria the Agency uses
in deciding when and what type of enforcement actions to issue.
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2 Administrative Enforcement
Procedures

Advertising Letters

An advertising letter is a letter issued by EPA as notice to a company that
collateral literature concerning a pesticide or device bears unaccepted
pesticide statements or pesticide or device claims. Since FIFRA does not
contain a specific provision for advertising letters, it is not an
enforcement action in an official sense. Rather, it indicates Agency
concern regarding the statements or claims found in the advertising or
literature related to a product and encourages voluntary correction on the
part of the responsible party. It does not imply any further enforcement
action, although the Agency may take further action if EPA subsequently
collects an official sample and finds that the company has not taken
corrective steps.

Content Requirements

An advertising letter consists of three parts (see Exhibit 6~1):
e An identification of the collateral literature;

® An identification of the unaccepted statements (if related to a
registered pesticide), the pesticide claims (if related to an
unregistered pesticide), or the device claims (if related to a
device); and

® A request to the recipient to respond to EPA with an indication of
how the company will make changes or corrections in the literature,
typically by deleting, qualifying, or justifying the statements or
claims. '

Service

The Agency should issue an advertising letter by certified mail, return
receipt requested.
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Notices of Detention

Section 17 of FIFRA authorizes EPA to refuse admission of a pesticide or
device being imported into the United States if EPA determines that such
product violates any provisions of the Act. This refusal is known as a
Notice of Detention and Hearing (see Exhibit 6-2).

Procedures

When, on the basis of available information or actual inspection, the
Agency determines that an imported shipment should be detained, EPA should
prepare and issue to the importer a Notice of Detention and Hearing. The
Agency should also send a copy of the notice to the District Director of
Customs at the port of entry. For this reason, the EPA Regional Offices
should have on file the names and addresses of the District Directors, plus
the customs compliance officers or commodity specialists who deal with EPA
for each port of entry within the Region's jurisdiction.

"Release Notice. 1If, through examination of the product or other means, EPA
can determine that the product has been brought into compliance with FIFRA,
 EPA should issue a Release Notice (see Exhibit 6~3) to the importer with a
copy to the District Director of Customs of the port of entry.

Refusal of Admission. If the product has not been brought into compliance
with the Act, EPA should issue a Notice of Refusal of Admission (see
Exhibit 6-4) to the importer with a copy to the District Director of
Customs at the port of entry. The District Director will refuse entry of
the product and will cause destruction of the product if the importer does
not export it within 90 days from the date of such Notice .of .-Refusal of

-dAdmission.

Release of Product Under Bond. If the District Director of Customs has
already released the product to the importer under bond, the District
Director will take action to enforce the terms of the bond. If the
District Director finds it mnecessary to request forfeiture of an importer's
bond because the importer did not hold the shipment intact as required, the
District Director may ask EPA to determine the amount to be levied against
the importer's bond. The Agency .should determine penalties sccording to

o the severity of - :the wiplations and the. ;Taasons: why the -product “was not

- -availsble FTor redelivery.

Notices of Harningf

‘Section 14{a){2) iof FIFRA Tequires TPA to uwee @ -notice of warning in
response to the first civil offense committed by private applicators or
other persons not covered under Section 14(a)(l). The Agency may also
issue notices of warning under Section 9(c)(3) of FIFRA in response to
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first-time violatione committed by any registrant, commercial applicator,
wholesaler, dealer, retailer, or other distributor, "for-hire” applicator—
that is, those persons covered by Section 14(a)(l)—if, in EPA's judgment,
justice will be served by employing that remedy rather than a civil penalty
or other action.

Content Requirements

A notice of warning is a letter to the responsible party and consists of
three parts (see Exhibit 6-5):

e Identification of the violative product or action;
e Identification, citation, and explanation of the violation; and

e A closing paragraph indicating the expected response from the
recipient, if any.

If the Agency does not receive the requested response from the recipient,
indicating what action that party has taken to correct the violationm, the
Agency will not initiate any further enforcement action. However, EPA may
wish to schedule a follow-up inspection to determine whether the violationm
has been corrected. If EPA finds, upon reinspection, that the responsible

party has not corrected the violation, the Agency should proceed with a
civil penalty.

Service

The Agency should issue a notice of warning by certified mail, return
receipt requested.

Terminations of Establishment Registrations

The regulations related to the registration of pesticide-producing
establishments, at 40 C.F.R. $167.3, state that the registration of an
establishment will remain in effect so long as the establishment continues
to submit annual pesticides reports. If the establishment fails to submit
a report io any year, EPA may issue either a notice of warning or a civil
penalty, based on the provisions of FIFRA Sections 7(c)(1l) and
12(a)(2)(L). A notice of warning is the appropriate action for a newly
registered establishment that fails to submit its initial pesticides
report. The Agency should initiate a civil penalty in response to the
failure to file a pesticides report on the part of an establishment that
previously filed at least one annual report and is thus on notice as to its
continuing responsibility to submit annual reports.
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Procedures

If the establishment does not submit a report within 20 days after the date
of receipt of a notice of warning or civil penalty, EPA should issue a
Notice of Intent to Terminate Establishment Registration (see Exhibit

6~6). This notice informs the establistment of the violation of failure to
report and warns the establishment of impending termination of registration
if EPA does not receive the delinquent report in an additional 20 days.

The notice also reminds the establishment of the potential violation of
producing pesticides, active ingredients, or devices in an unregistered
establishment.

Termination of Registration. If the Agency does not receive the delinquent
report in the 20-day period following its issuance of a Notice of Intent to
Terminate Establisbment Registration, EPA should then issue a Notice of
Termination of Establishment Registration (see Exhibit 6-7). This notice
revokes the registration, effective as of the date of issuance, and
contains a warning against producing pesticides, active ingredients, or
devices in an unregistered establishment,.as-well as instructions for
obtaining ‘reinstatement .of registration.. The Agency should -send the notice
by certified mail, return receipt requested. The Agency may proceed with
both the Notice of Intent To Terminate Establishment Registration and the
Notice of Termination of Establishment Registration independently of any
other action, such as a civil penalty.

Reinstatement of Registration. It 18 Agency policy to reinstate terminated

establishment registration, provided that the company submits all reports

due and submits a completed Application for Registration of Pesticide-

Producing Establishment (EPA FPorm 3540-8). The Agency will issue the same

establishment registration number to the re-registered establishment. The

submission of delinquent reports and of an application .for -establishment
registration, ‘however, does not.preclude the -Agency .from proceeding with a
" ciwil penalty-action for failure to submit reports.

Penials, Ehspensiona, Modifications, or Revocations of Applicator
Certifications

" The Tegulations. relating to :the certification of ;pesticide-applticators (40
- “C;PJR. Part 171) authorize EPA to deny, suspend, modify, or revoke
federally issued applicator certifications if the certificate holder
violates FIFEA or its regulations. The regulations also specify the
procedures that EPA must follow in denying, suspending, modifying, or
revoking a certification.

The Agency aay -suspend any part -or:all of 'a certification fmmediately and
ithout provision for a ‘hearing wupov:determining-that such action is
warranted by “"the public health, interest, or welfare” {40 C.F.R.
$171.11(£)(5)(4)]. The Agency may deny issuance of a certificate, or
modify or revoke an existing certificate, after providing opportunity for a
hearing.
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Content Requirements

Suspension. If EPA decides to suspend a certification, the Agency must
notify the certificate holder of:

¢ The grounds for suspension;

e The time period during which the suspension will be effective; and

¢ The Agency's intent to revoke or modify the certificate, as

appropriate. A notice to revoke or modify may be issued before or
at the same time as the notice to suspend.

Denial. If the Agency decides to deny the issuance of a certificate to an
applicant, or to modify or revoke a previously issued certificate, it must
notify the applicant or certificate holder of:

e The grounds for such action;

e The time period for which such action will be effective and whether
the action will be permanent or temporary;

o The conditions, if any, under which the person may become certified
or recertified; and

e Any additional conditions that EPA may impose.

Bearings

At the same time, the Agency must also provide the affected person with the
opportunity to request a hearing prior to final Agency action om its
proposed denial, revocation, or modification. If the person requests such
a hearing, EPA must:

e Notify the person of the assertions and facts upon which EPA has
based 1its decision;

e Provide the person opportunity to offer written statements,
explanations, comments, and arguments relevant to the proposed
action;

e Provide the person such other procedural opportunities as may be
appropriate to ensure a fair and impartial hearing; and

e Appoint an EPA attorney, who has no prior conmection with the case
at hand, as Presiding Officer to conduct the hearing.

The Presiding Officer must promptly conduct a hearing. He or she must
consider all evidence, explanations, comments, and arguments submitted by
both EPA and the affected person and render a decision and order as soon as
possible. Such an order is a final Agency decision, subject to judicial
review under FIFRA Section 16. :
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Considerations

As noted above, a suspension, because of the extraordinary circumstances
implicit in such an action, becomes effective immediately, and there is no
opportunity for review or appeal. However, since a notice to suspend must
include or be preceded by a notice to deny, modify, or revoke a
certificate, and since a denial, modification, or revocation must include

opportunity to request a hearing prior to final Agency action, the affected
person retains the right to a hearing.

Recall Requests

A recall is a request from the Agency to the party responsible for a
.violative product to voluntarily withdraw that product from the
marketplace. Because FIFRA contains no explicit authority for recalls, the
effectiveness of such an action 1s dependent on the cooperation of the
‘involved .company.

The Headquarters PTSCMS and the Registration Division of the Office of

Pesticide Programs jointly will make the determination for a formal recall
involving a product whose registratior EPA has suspended or cancelled. In
all other cases, the Region in which a violative product was produced will
make the decision to initiate a recall and whether the recall should be
formal or informal. A Region initiating a recall must consult with the
Headquarters PTSCMS. Consultation with the Registration Division 1is also
required for all formal recalls.

. Procedures

When consulting with PTSCMS, the initiating Region should forward a
Proposal for Recall Form (see Exhibit 6-8) to PTSCMS by telecopier, along
with adequate documentation by which to judge the recall decision. If
PTSCMS agrees with a recall (along with the Registration Division, if
necessary), the Region would receive initial notification of the decision
by telephone. PTSCMS would then return the Proposal for Recall Form by
mail, signed by a PTSCMS official (and a Registration Division official, if
e CesssTy) . Should PTISCMS (and/or the Registration Division) object to the
“-decision to ‘recall, “the ‘form would be returned with the reasons for the
objection noted in writing.

The Agency should request & recall in the form of a letter to the
responsible company. It is important that recall letters be as complete
and informative as possible. Whenever possible, the letter should clearly
express the expected level and scope .of the recall.
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Content Requirements

A formal recall request in conmection with a suspension or'cancellation
should contain the following (see Exhibit 6-9):

¢ The reason for recall;
¢ The identity of the product to be recalled;
¢ The procedures to be followed; and

e The EPA personnel who will supervise the action and who may be
contacted by the company in regard to the recall.

A formal recall request for any other reason should include (see Exhibit
6~10):

.o The reason for the recall, citing the violation;
e The shipment or producer establishment involved;

e The identity of the product to be recalled, including batch codes
1f the recall involves an ineffective or misformulated product;

‘e The procedures to be followed; and

e The EPA personnel who will supervise the recall and whom the
company may contact in regard to the recall.

An informal recall usually accompanies another enforcement action, such as
a civil penalty or a stop sale, use, or removal order (SSURO). The
informal recall request should contain (see Exhibit 6-11):

e The reason for recall, citing the violation; and

e The identity of the product to be recalled, including batch codes
if the recall involves an ineffective or misformulated product.

The Headquarters PTSCMS should prepare all formal recall letters involving
product registration suspension or cancellation. The Regional Offices
should prepare all other types of recall letters. In either case, the
initiating office should mail the recall letter by certified mail, return
receipt requested. The initiating office should also distribute coples of
the recall letter to the other Regional Offices and to the Headquarters
PTSCMS for their use in monitoring the recall.
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An SSURO may apply prospectively to amounts of the named product that may
come into the person's ownership, control, or custody.

Procedures

Service. The Agency should serve a written or printed SSURO to the persom
owns, controls, or has custody of the violative product. An authorized

Agency employee should serve the original copy (i.e., deliver by hand) and

acknowledge the service by signing the order in the space provided and

-entering his or her title and the time and date of service. Where it is

highly impractical to deliver an SSURO by hand, EPA may instead serve it by
certified mail, return receipt requested. The person served should
acknowledge receipt of the order by signing the order in the space
provided, entering his or her title, and returning a copy to the person
serving the order (1f it 1is served in person) or to the issuing EPA office
(1f served by certified mail). A failure or refusal on the part of the
person served to acknowledge receipt does not invalidate either the order
or its service, but the FEPA official .or office .serving .the order should
mote dn the file :such'a failure or. refusal.

Marking. Wherever practical, a sticker should be placed on the material
covered by the order to indicate to all persons coming in contact with the
product that it is under such an order. The sticker must be placed so as
not to obscure or destroy the product labeling when removed. I1f the order
is served in person, the EPA official making the service should post the
sticker. If the order is served by mail, the order should instruct the
person served to clearly identify to his or her employees the product that
is under order. The issuing EPA office may also wish to include with the
order a sticker for the receiving person to post with the product or an
illustrative example of how the product covered by the order should be

_ddentified.

Monitoring the SSURO

As long as an SSURO remains in effect, the issuing EPA office should

monitor periodically the order to determine that its terms are being
observed. Similarly, EPA should check for compliance with the order before

terminating it. Documentation of such monitoring.should be noted in the

pfficisl ¥1le.

Disposing of the Product

Since any product under an SSURO cannot be disposed of in any manner
contrary to the terms of the order, the Agency must determine the proper
disposition for the product dn-.esach.case. . .Accepteble dispesition can

- msually ‘be sccomplished throogh ooe or-a combinstion of ‘the following:

e Obtaining product registration;
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Chapter Six Adzinistrative Enforcement Procedures

¢ Reconditioning by relabeling, reformulation, and/or repackaging so
as to bring into compliance with FIFRA;

e Relabeling so as to remove from the purview of FIFRA;

e Designating for institutional uses that do not constitute use
violations;

e Detoxifying;
e Distributing for sale and use for lawfully registered uses;

e Relabeling or repackaging for export in conformance with Sections
3, 17, and 19 of FIFRA;

e Obtaining for distribution and use a valid experimental use permit;
or

® Destroying.

Terminating the SSURO

When EPA determines that the responsible party has taken appropriate steps
to accomplish proper disposition, EPA should record the method of -
disposition and the amount of the pesticide or device involved and issue a
letter terminating the SSURO (see Exhibit 6-13). In cases of disposition
requiring movement of the product under the SSURO, EPA must first amend the
order in writing to allow such movement. Therefore, EPA should terminate
an order only after completion of the disposition.

If EPA terminates an SSURO on the basis of the responsible person's
attestations that the product has been brought into compliance with FIFRA
but without benefit of an actual inspection by the Agency, EPA should draft
the letter terminating the order so that such termination is conditional
upon the product being in compliance with the Act. The Agency might
otherwise find itself in a situation in which the SSURO is terminated
although, through mistake or fraud, the product is still not in compliance
with FIFRA. ‘

Violations of the SSURO

Any violation of an SSURO is a violation of FIFRA Section 12(a)(2)(I) and
is considered a very serious violation warranting either a civil or
criminal penalty. The Agency may proceed directly to & civil or criminal
penalty, as appropriate, if the violator is a "registrant, commercial
applicator, wholesaler, dealer, retailer, or other distributor.” In those
instances in which a private applicator or other person nmot included under
Section 14(a)(1) violates an SSURO, Sections 14(a)(2) or 14(b)(2) govern
the violation. Since Section 14(a)(2) requires a written warning for
first-time offenders, EPA should consider exercising either a Section
14(b)(2) criminal prosecution for private applicators or other persons
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covered by Section 14(a)(2) who violate an SSURO, or issue a notice of
warning and, should the violation of the SSURO continue, proceed with a
civil penalty. In addition to taking a civil penalty or criminal action in
response to the violation of an SSURO, EPA should also institute Section
13(b) seizure proceedings to prevent any continued violatioms of the
order. Should both a seizure and a Section 14 penalty be ineffective in
preventing violation of an SSURO, the Agency may seek injunctive relief
under Section 16(c).
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Chapter Six Exhibit -1

Model Advertising Letter

(Company name)
(Address)

Subject:

Gentlemen:

In connection with the enforcement of the Federal Insecticide,
Fungicide, and Rodenticide Act, as amended, 7 U.S.C. §136, the
Environmental Protection Agency has obtained copies of (title or
description of collateral literature).

This literature makes statements regarding the product, (name of
product), such as (quote improper or unacceptable statements or
claims). These statements identify the product as a pesticide within
the meaning of the Act. Refer to Section 3 of the Act, a copy of
which is enclosed. The use of these statements in connection with the
distribution and sale of the product would comstitute a violation of
the Act. Therefore, you should delete these statements or submit an
application for the registration of the product.

Please inform us of the action you will take in this matter.

Sincerely yours,

(§£gnature, name, and title)

Enclosure

Note: This is a general example only and does not represent the
only appropriate format. Additional or different paragraphs may be
included as necessary to fully explain or describe the unaccepted
statements or claims and the response that the Agency expects from
the responsible party.
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Chapter Six Exhibit 6-2

Model Botice of Detention and Hearing

(Company name)
(Address)

Subject: (Sample number)

Gentlemen:

In connection with the enforcement of the Federal Insecticide,
Fungicide, and Rodenticide Act, as amended, 7 U.S.C. §136, the
Environmental Protection Agency has examined samples or other evidence
concerning the shipment described below, and has determined that said
shipment is in violation of the Act. You should countinue to hold the
| merchandise pending. a. final:.decisdion-as:to whether it .shall -be admit-
ﬁﬁ..tgd,om .refused admission.

Pursuant to Section 17(c) of the Act, the Agency hereby affords you an
opportunity to offer such explanation as you wish for the Agency's
consideration. You should file your answer, signed by you or your
attorney, with this office within twenty (20) days after your receipt
of this notice. Should you desire to present your views orally, in
addition to filing & written reply, you should so advise us in your
answer in order that we may set a date for such presentation, which
would be held in this office.

Sample No(s). . . Product.Name(s)

4 "pate ‘of Importation

Consignee

Shipper/Hanufacturer

Entry MNo. Date Port of Entry

. y - Ppon.exaninstion, 1t appears-that the ‘product(s) failed -to comply with

the provisions of the Act in that (describe violation). A copy of the
Act 1is enclosed for your reference.

Sincerely yours,

(Signature, name, and title)

Enclosure
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Chapter Six Exhibit 6-3

Model Release Notice

(Company name)
(Address)

Subject: (Sample number)

Gentlemen:

In connection with the enforcement of the Federal Imsecticide,
Fungicide, and Rodenticide Act, as asmended, 7 U.S.C. §136, the
Environmental Protection Agency has completed its consideration of the
following shipment. Based on examination of samples or other evidence,
- the Agency concludes that, pursuant to Section 17(c) of the Act, you
need not further detain the merchandise.

Sample No(s). Product Name(s)

Date of Importation

Consignee

Shipper/Manufacturer

Entry No. Date Port of Entry

This notice dbes not coﬂstitute assurance that the merchandise involved
complies with all provisions of the Act and in no way precludes fur-

ther action should the Agency determine that the merchandise is viola-
tive.

Sincerely yours,

(Signature, name, and title)
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Model Kotice of Refusal of Admission

(Company name)
(Address)

Subject: (Sample number)

Gentlemen:

In connection with the enforcement of the Federal Insecticide,
Fungicide, and Rodenticide Act, as amended, 7 U.S.C. §136, the
Environmental Protection Agency has examined samples or other evidence
with respect to the following shipment and has granted to you an
opportunity for a hearing.

Sample ‘No(s). .© - -Product Name(s)

Date of Importation

Consignee

Shipper/Manufacturer

Entry No. Date Port of Entry

It appears that the product(s) is(are) not in compliance with the Act
and is(are) subject to refusal of admission due to the following
4{ -wiolation(s):

(Described violations)

The Agency hereby notifies you that it refused admission of the
merchandise. You must export this merchandise, under supervision of
the Customs Service, within ninety (90) days from the date of this
notice or within such additional time as the District Director of
Customs specifies.  Failure to do 80 may result in either the destruc-
1 tdon of “the merchandise as anthorized by -the:Act, or, if the. ghipment

-1 - -hasbeen -relessed 'to ‘you under bond, in any action necessary to enforce
the terms of said bond.

Sincerely yours,

”.;{sgggatn:gzgpalggunmdttitle)4
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Chapter Six Exhibit 6-5

Model Notice of Warning

(Company name)
(Address)

Subject: (Sample number)

Gentlemen:

In connection with the enforcement of the PFederal Insecticide,
Fungicide, and Rodenticide Act, as amended, 7 U.S.C. §136, the
Environmental Protection Agency has under consideration a sample of
(name of product), which the Agency obtained on (date of inspectionm).
This product had been released for shipment by your ptoducing
establistment in (city and state).

The product did not comply with the provisions of the Act in that
(describe violations).

You should make all necessary corrections to assure yourself that any
further marketing of this product is in full compliance with the
provisions of the Act. The Agency will include in the file regarding
this matter any additionmal information that you wish to submit.

Sincerely yours,

(Signature, name, and'title)

Note: This is a general example only and does not represent the only
appropriate format. Additional or different paragraphs may be include
as necessary to fully explain or describe violations and the response
that the Agency expects from the respomsible party.
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Model Notice of Intent to Terminate
- Establishment Registration

(Company name)
“"(Address)

Subject: (Establishment registratiom: number)

Gentlemen:

The Environmental Protection Agency bereby informs you of the Agency's
intention to terminate the registration of your establishment, located
in (city and state), pursuant to Section 7 of the Federal Insecticide,
Fungicide, and Rodenticide Act, as amended, 7 U.S.C. §136, and 40
. - daFeRe §167..3¢ The Agency intends .to take :this action based on your

4 faflure-to-submit “reports regquired by Section 7(c) of the Act and by
40 CQF.RQ 5167.5‘

Your failure to file the required reports by (due date) has already
subjected you to civil or criminal penalties under the Act. Your
failure to submit the required reports within twenty (20) days of your
receipt of this notice will result in the termination of your
establishment registration, effective upon the date of the Agency's
issuance of a Notice of Termination of Establishment Registration.
Your submission of the required reports within the twenty (20) day
time period shall not affect your liability under the civil and

criminal penalty..provisions -of .the -Act.

You should take all necessary measures to preclude any production at
your establishment not in compliance with the Act. Production of
pesticides, active ingredients, or devices in an unregistered
establishment or in an establishment whose registration has been
‘terminated is an unlawful action subject to the c¢ivil and criminal
penalty provisions of the Act.

.- PSineerely yours,

(Signature, name, and title)
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Chapter Six Exhibit 6~7

Model Notice of Termination-of
Establishment Registration

(Coﬁpany name)
(Address)

Subject: (Establishment registration number)

Gentlemen:

The Environmental Protection Agency hereby informs you that the Agency
has terminated the registration of your establishment, located in
(city and state), pursuant to Section 7 of the Federal Insecticide,
Fungicide, and Rodenticide Act, as amended, 7 U.S.C. $136 and 40 C.F.R.
§167.3. The Agency has taken this action based on your failure to
submit reports required by Section 7(c) of the Act and by 40 C.F.R.
§167.5.

You may apply for reinstatement of your establishment registration at
any time subsequent to the termination of your establishment
registration. However, the reinstatement of your establishment
registration will be expressly conditional upon the Agency's receipt
of your delinquent pesticide report(s) together with an application
for establishment registration (EPA Form 3540-8).

You should take all necessary measures to preclude anmy production at

- .your establishment not in compliance with the Act. Production of
pesticides, active ingredients, or devices in an unregistered.
establishment or in an establishment whose registration has been
terminated is an unlawful action subject to the civil and criminal
penalty provisions of the Act.

Sincerely yours,

(Signature, name, and title)
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Proposal for Recall Form

[ ] Formal Recall { ] Informal Recall

Region has decided to recall the product (name of product) for the
following reasons: (reasons for recall) .

Begion __ requests.;that the Compliance Monitoring Staff (and the
‘Registration Division, in the case of formal recalls) review this
proposed action, based upon the folloving evidence, copies of which
are attached:

[ ] Collection Report [ ] Scientific Review
[ ] Analytical Reports [ ] Other -~ Specify
[ ] Labels

Regional Office

(Sign and Date)

Agreement with this recall action should be indicated with signature
and date below. If there is objection to this action, the reason
should be specified.

; .
4 -Compliance Monitoring Staff

(Sign and Date)

Registration Division

(Sign and Date)

1
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Chapter Six Exhibit 6-9

Model Formal Recall Request in Comnection with
Suspension or Cancellation

(Company name)
(Address)

Subject: (Name of product and registration oumber)
Gentlemen:

On (date) the Environmental Protection Agency sent a letter to you
notifying you that registration under the Federal Imsecticide,
Fungicide, and Rodenticide Act, as amended, 7 U.S.C. $§136, for (name
of product) is (suspended/cancelled).

As set forth in the letter of (suspension/cancellation), the Agency
has determined that (general reason for suspension or cancellation).
Therefore, the Agency requests that your company take immediate action
to withdraw this product from the market. Specifically, the Agency
requests:

1. That your company initiate procedures to determine the locations
of all quantities of this product and the amount of such product
at each location; '

2. That the product be returmed to your company from all such
locations; and

3. That you inform us of (a) all steps your company has taken in
connection with the recall of this product, and (b) the
completeness of the recall action.

The Agency will supervise this action through the office of (name,
title, address, and telephone number of supervising EPA official).
Mr./Ms. (name) s Or a representative of his/her office
will contact you on this matter.

Thank you for your cooperation.

Sincerely yours,

(Signature, name, and title)
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Model Formal Recall Request in Conunectiomn
with Saample Collections

(Company name)
(Address)

Subject: (Sample number)

Gentlemen:

In connection with the enforcement of the Pederal Insecticide,
Fungicide, and Rodenticide Act, as amended, 7 U.S.C. §136, the
Environmental Protection Agency has obtained and tested a sample of
the product (name of the product). The Agency obtained this sample
on (date of inspection) from your producing establishment located im
(city and .state).

Tests of the product coded (indicate code) showed the product to be
(results of tests and their implications for use of the product).

In view of the intended uses of this product, the Agency requests that
your company take immediate action to withdraw this product from the
market, Specifically, the Agency requests:

1. That your company initiate procedures to identify the consignees
of the product;

2. That your company request that the .consignees returnm ‘this product
1 - . ~to:your ‘company; sud

3. That you inform us of (a) all steps your company has taken in
connection with the recall of this product, and (b) the
completeness of the recall action.

The Agency will supervise this action through the office of (name,
title, address, and telephone number of supervising EPA offiglaIS.

| Mr./Ms. (name) .y OF -8 Tepresentative .of ‘his/her office will
j,'u:un:attﬁyon;:ega:dihgathinx-l:tet.

Thank you for your cooperation.

Sincerely yours,

} (Signature, name, and title)
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Model Informal Recall Request

The Agency requests that you take steps to determine whether any
additional amounts of this product remain in channels of trade. 1If so,
the Agency further requests that you remove all such lots of the
product, coded (indicate code), from the market.

Hote: For an informal recall request, the above paragraph is inserted
into the documents that are prepared in comnection with other enforce-
ment actions (e.g., civil penalty, stop sale, use, or removal order,
etc.).

WMamesn? 10072
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Model Stop Sale, Use, or Removal Order

vﬂrtdniirﬁxletisiaﬁtyn@%sggnn:une@lnﬂﬂtitlztnff!gm'cnmnnugdmttuve)

]

" (Address)

-$136k, -I:heredy :order you.not to.:sell, use,: or remove the pesticide or .

: vof this--order orof:such further -orders as way be issued in connection
- -ayith “this “pesticide-or “device. '

. subject to the penalties described in Section 14 of the Act, 7 U.S.C.

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
STOP SALE, USE, OR REMOVAL ORDER

(Date)

(Name of persons ordered) Sample No(s).

(Name of company)

By the authority vested in me pursuant to Sectiom 13(a) of the Federal
Insecticide, Fungicide, and Rodenticide Act, .as amended, 7 U.S.C.

device (name of product, batch codes, and other identification).

Based upon inspection or tests, the Environmental Protection Agency
has reason to believe that the pesticide or device is in violation of
the provisions of Section of the Act in that the pesticide or
device (specify violations).

This order shall pertain to all quantities of the above-named pesti-
cide or device within the ownership, control, or custody of the
above-named person, wherever located. Said pesticide shall not be
sold, used, or removed other than in accordance with the provisions

Any person violating the terms or provisions of this order shall be

$1361.

Si ture, name, and title)

Order served by: (Signature and title of EPA employee, time and data)

For information concerning this Stop Sale, Use, or Removal Order,
contact: (Name and title, address and phone number of Regional Office)
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Model Termination of Stop Sale, Use, or Removal Order

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

TERMINATION QF STOP SALE, USE, OR REMOVAL ORDER

(Date)

(Name of person ordered) Sample No(s).

(Name of company)

(Address)

The Envirommental Protection Agency has determined that (state amount)
of the pesticide or device named in the Stop Sale, Use, or Removal
Order dated (date of order) has been (method of approved disposal;
e.g., registered, relabeled, destroyed, etc.) as of (date of disposi-~
tion). Therefore, the Stop Sale, Use, or Removal Order is terminated
concerning the amount of the pesticide or device stated gbove. Any
other amounts of the pesticide or device affected by the order shall
remain under the effect of the order until disposed of in the manner
described above.

(Signature, name, and title)
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Administrative Enforcement Actions:
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Chapter Seven

1 IntrodUction

In most instances, the Regional Office determines those violations that
warrant the imposition of an administrative civil pemalty. Many violations
fall into this category. However, if the violation is sufficiently minor,
a notice of warning may be appropriate (see Chapter Six, "Administrative
Enforcement Actions: Notices of Warning and Administrative Orders”).

. sConversely, 1if “the 'violation is committed knowingly., criminal- vtoeeeution

CReglonal Versus: National Actions

”:n-ay’be *more -‘appropriate (see Chapter-Nine, “Judicial Enforcement: Criminal

Actions®)., Chapter Five contains a genetel discussion of appropriate
enforcement responses.

This chapter focuses on FIFRA civil penalty actions and the procedures for
litigating administratively assessed penalties.

Consolidated Rules of Practice

. "The Consolidated ‘Rules.of -Practice (CROP, promulgated on.April 9, 1980, -45
Fed. Reg. 24360, codified at 40 C.F.R. §22.01 et seq.) govern sall
adjudicatory proceedings for the assessment of civil penalties under
FIFRA.* They replaced the rules previously promulgated under Section 14 of
FIFRA. The CROP are chiefly distinguished from the former rules by a shift

in administrative appellate jurisdiction from the Regional Administtator to
the Administrator.

The preappellate stage of most administrative proceedings generally occurs
at the regional level. Therefore, the CROP discuss these stages only in
the context of regional actions. However, if the violation is not Region-

specific, the entire administrative proceeding pay take place at the
national level.

®# The citations in the text in bold type are references to the 40 C.F.R.
Part 22.
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Chapter Seven Introduction

In order to apply to national actions, the CROP require the following
substitutions of Agency officials:

Regional National
Regional Hearing Clerk Hearing Clerk
Regional Administrator Administrator
Regional Judicial Judicial Officer
Officer '

Substitutions between regional and national officials may also occur 1if an
official is disqualified pursuant to the CROP. 22.04(d) Certain filing
and service requirements specified by the CROP are also altered if the
actions are conducted at the national level. For example, the Regional

" Hearing Clerk must forward a record of the proceeding to the Hearing Clerk
when an initial decision is issued in a regional proceeding. Such a
transfer is unnecessary if the proceeding was conducted at the national
level. 22.27(a)
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Chapter Seven

2 Elements of a Violation:
Administrative

Under Section 14 of FIFRA, the Agency may issue administrative civil
- complaints to persons who violate Section 12 of the Act. In order to
establish -a prima facie administrative case against a respondent, the
Agency must establish, by proper evidence, each element of the violation
charged. The following charts list each violation that may occur under
+FIFRAy the related elements-of proof ‘that are necessary ‘to bring the
«yiolation “to court, -and ‘the means by which the element of proof is
established.
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Chapter Seven

Elements of a Violation:

Adainistrative

Any pesticide not registered under Section 3.

Section 12 (a)(1)(A)

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION
1. Respondent (person) distributed, l. Identification of the respon-
sold, offered for sale, held for sible party for suspected
sale, shipped, delivered for violation in commerce. See
shipment, or received and (having "Additional Sources of Documen-
80 received) delivered or offered tation” (Chapter 4).
to deliver a pesticide.
2. Determination that the product 1is |2. Appropriate regiomal or
a pesticide. Registration Division (RD)
personnel review product
labeling claims to determine
whether the product is a
pesticide. See “"Further
Processing of the ID Jacket—
Enforcement Case Review”
(Chapter 4).
3. Determination that the pesticide 3. Appropriate regional or RD
is not registered. personnel determine regis-
tration status after a search
of their files. See "Further
Processing of the ID
Jacket—Enforcement Case
Review™ (Chapter 4).
4. Determination that the continued 4o Same as No. 3, above.
sale and use of existing stocks
i8 not permitted under §6(a)(1l)
1f the product has been cancelled.
FIFRA Compliance/Enforcement 7-4 Guidence Msznual 1983



Chapter Seven

Flements of a Violation:

Administrative

Section 12 (a)(1)(B)

Any registered pesticide for which any claims made for it as part of its
distribution or sale differed substantially from the claims made in

connection with its registration.

ELEMENTS OF THE VIOLATION

ESTABLISEING THE VIOLATION

J2e

POy

1. Respondent (person) distributed,

sold, offered for sale, held for
sale, shipped, delivered for
shipment, or received and (having
so received) delivered or offered
to deliver a pesticide.

-a registered pesticide.

3. Claims made for a registered

pesticide as part of 1its
distribution or sale differ
substantially from the -claims
.made dn connection-with:its
~rregistration.

Determination.that the product :is {2

1.

3.

-~ weelaimed label discrepancies,
gee “"Level of Action Policy”

Identification of the respon-
sible party for suspected
violation in commerce. See
“"Additional Sources of Documen-
tation” (Chapter 4).

-;Appropriate regional or RD

personnel determine registra-
tion status after a search of
their files. See “Further
Processing of the ID
Jacket—Enforcement Case
BReview” (Chapter 4).

Compare copy of pesticide
label, collected as part of

the inspection, with registered
label. For significance of

(Chapter 5) and for the penalty
amount, see Appendix 6.

FIFRA Compliance/Enforcement

Guldance Manual 1983



Chapter Seven

Elements of a Violation:

Adwinistrative

Section 12 (a)(1)(C)

Any registered pesticide whose composition differed at the time of its
distribution or sale from the composition described in connection with
its registration.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

1.

2.

3.

Respondent (person) distributed,
sold, offered for sale, held for
sale, shipped, delivered for
shipment, or received and (having
80 received) delivered or offered
to deliver a pesticide.

Determination that the product is
a registered pesticide.

Determination that the composi-
tion of a pesticide sold or
distributed in commerce differs
from the composition under which
it is registered. )

1.

2.

3.

Identification of the respon-
sible party for suspected
violation in commerce. See
“Additional Sources of Documen-
tation™ (Chapter 4).

Appropriate regiomal or RD
personnel determine registra-
tion status after a search of
their files. See “Further
Processing of the ID
Jacket—Enforcement Case
Review” (Chapter 4).

Chemistry tests determine the
composition of a pesticide
sample picked up in commerce.
These tests are compared with
registrant's claimed composi-
tion for discrepancies. See
“Laboratory Test Results” under
“Initial Review of the ID
Jacket” (Chapter 4). Appropri-
ate RD personnel determine the
significance of any discrep-
ancy. See “Further Processing
of the ID Jacket—Enforcement
Case Review™ (Chapter 4).
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Chapter Seven

Elements of a Violation:

Adoinistrative

Section 12 (a)(1)(D)

Any pesticide that has not been colored or discolored pursuant to the
provisions of Section 25(c)(5).

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

l. ZRespondent .(person) distributed, l. Identification of the respon-
sold, offered for sale, held for sible party for suspected
sale, shipped, delivered for violation in commerce. See
shipment, or received and (having “Additional Sources of Documen-
8o received) delivered or offered tation” (Chapter 4).
to deliver a pesticide.

2. Determination that the product is |2. Appropriate regional or RD
4. -pesticide. . . ~~personnel Teview product

" "labeling claims to determine
wvhether the product is a
pesticide. See “Further
Processing of the ID
Jacket—Enforcement Case
Review™ (Chapter 4).

3. Determination that the pesticide |[3. Consult 40 C.F.R. §162.13 for
has not been colored or discolored requirements imposed on regis-
pursuant to the provisions of trants to color or discolor
Section 25 (¢)(5). pesticides.

]
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Chapter Seven

Elewments of a Violation:

Adudnistrative

Section 12 (a)(1)(E); 2(q)(1)(A)

Any pesticide or device that was misbranded in that the labeling bore a
statement, design, or graphic representation that was false or

misleading.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

l« Respondent (person) distri-
buted, sold, offered for sale,
held for sale, shipped, .
received and (having so
received) delivered or offered
to deliver a pesticide or
device.

2, Determination that the product

is a pesticide or device.

Determination that the
pesticide or device was
misbranded in that its labeling
bore a statement or graphic
representation that was false
or misleading, i.e.:

3.

e A false or misleading
statement concerning the
composition of the product;

e A false or misleading
statement concerning the
effectiveness of the product
as a pesticide or device;

e A false or misleading
statement concerning the
value of the product for
purposes other than as a
pesticide or a device;

o A false or misleading
comparison with other
pesticides or devices;

1.

2.

3.

Identification of the responsible
party for suspected violation in
commerce. See “Additional
Sources of Documentation”
(Chapter 4).

Appropriate regional or RD
personnel review product labeling
claims to determine whether the
product 1is a8 pesticide or device.
See "Further Processing of the ID
Jacket—Enforcement Case Review”
(Chapter 4).

Consult 40 C.F.R $§162.10(a)(5) for
requirements imposed on products
to prevent misbranding. Compare
copy of pesticide label collected
as a part of inspection with
registered label. If available,
RD will review efficacy data for
the product. For the signifi-
cance of misbranding, see "level
of Action Policy” (Chapter 5) and
for the penalty amount, see
Appendix 6.
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Chapter Seven

Elements of a Violation: Administrative

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

Any statement directly or
indirectly implying that the
pesticide or device is
recommended or endorsed by
any agency of the Federal
government ;

The name of a pesticide

. -containing two or more

principal active ingredients
if the name suggests one or
more but not all such
principal active

ingredients, even though the

names of the other
ingredients are stated
elsewhere in the .labeling.

A true statement used in
such a way as to give a
false or misleading
impression to the purchaser;

Label disclaimers that
negate or detract from
labeling statements required
under the Act and
implementing regulations;

,gﬂﬂgins'gﬁﬁtofthnﬁ.lfﬁty‘ﬂf
* the-pesticide or its

ingredients, including
statements such as “safe,”
"nonpoisonous,” “non-
injurious,” “harmless,”™ or
“nontoxic to humans and
pets” with or without such a
qualifying phrase as "when

coused. a8 directed”; -and

Non-numerical and/or
comparative gtatements on
the safety of the product,
including but not limited
to:

- TContaing all snstural
ingredients,”

- “Among the least toxic
chemicals known," eor

= "Pollution approved.”

“¥IFRA Compliance/Enforcement
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Chapter Seven

Elements of a Violation:

Adminisgtrative

Sections 12(a)(1)(E); 2(q)(1)(B)

Any pesticide or device that was misbranded in that it was contained in a
package or other container or wrapping which did not conform to the
standards established by Sectiom 25(c)(3).

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

l. Respondent (person) distri-
buted, sold, offered for sale,
held for sale, shipped,
received and (having so
received) delivered or offered
to deliver a pesticide or
device.

2. Determination that the product
18 8 pesticide or device.

3. Determination that the pesti-
cide or device has not been
properly packaged.

1.

2.

3.

Identification of the responmsible
party for suspected violation in
commerce. See "Additional
Sources of Documentation”
(Chapter 4).

Appropriate regional or RD
personnel review product labeling
claims to determine whether the
product is a pesticide or device.
See "Further Processing of the ID
Jacket—Enforcement Case

Review” (Chapter 4).

Consult 40 C.F.R. $162.16 for the
requirements imposed on regis-
trants to package pesticide
products or devices in a manner
that prevents injury or illness.
Also see Child-Resistant Pack-
aging Guidelines issued by
PTSCMS., If determination cannot
be made, refer to RD personnel.
For the significance of
deficiencies, see “Level of
Action Policy"™ (Chapter S5) and
for the penalty amount, see
Appendix 6.
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Chapter Seven

Elements of a Violation:

‘Sections 12(a)(1)(E); 2(q)(1)(C)

Any pesticide or device that was misbranded in that it was an imitation
of, or was offered for sale under the name of, another pesticide or

device.
ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION
1. Respondent (person) distri- 1. Identification of the responsible
buted, sold, offered for sale, party for suspected violation in
held for sale, shipped, commerce. See "Additiomnal
received and (having so Sources of Documentation®”
received) delivered or offered (Chapter 4). '
to deliver a pesticide or
device.
12. Determination that the product 2. Appropriate regionmal or RD
' is a pesticide or device. personnel review product
labeling claims to determine
whether the product is a
pesticide or device. See
“Further Processing of the ID
Jacket—Enforcement Case Review”
(Chapter 4).
3. Determination that the pesti- 3. Appropriate regional or RD
cide or device was misbranded personnel determine that
... Jdn that .it-was -offered for isale | - manufacturer of -product._is not
. -under -the mame -of .another -pesti-{ - ‘the producer registered to
cide or device, i.e.: manufacture that product. See
“Scientific Review™ under
¢ A manufacturer duplicated “"Further Processing of the ID
the composition of another Jacket—Enforcement Case Review”
pesticide and offered it for (Chapter 4).
sale under the name of that
pesticide.
|
k
| i
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Chapter Seven

Elements of a Violation:

Administrative

Sections 12(a)(1)(E); 2(q)(1)(D)

Any pesticide or device that was misbranded in that its label did not
bear the assigned registration number of the establishment in which it

was produced.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

l. Respondent (person) distri-
buted, sold, offered for sale,
held for sale, shipped,
delivered for shipment, or
received and (having so
received) delivered or offered
to deliver a pesticide or
device.

2. Determination that the product
is a pesticide or device.

Determination that the label of
the pesticide or device did not
bear the assigned registration
number of the establishment in
which it was produced.

3.

1.

2.

3.

Identification of the responsible
party for suspected violation in
commerce. See "Additional
Sources of Documentation”
(Chapter 4).

Appropriate regional or RD
personnel review product labeling
claims to determine whether the
product is a pesticide or device.
See “"Further Processing of the ID
Jacket—Enforcement Case Review"
(Chapter 4).

Appropriate regional or PTSCMS
personnel review product label-
ing to determine whether the
appropriate establishment
registration number appears on
the label collected during the
inspection. Consult 40 C.F.R.
$162.10(e) for requirements. For
the significance of the omission,
see "Level of Action Policy”
(Chapter 5) and for the penalty
amount, see Appendix 6.
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Chapter Seven

Elements of a Violation:

Administrative

Sections 12(a)(1)(E); 2(q)(1)(E)

Any pesticide or device that was misbranded in that words, statements, or
other information that 1is required to appear on the label or labeling was
not .prominently placed thereon with such conspicuousness and in such
terms as to render it likely to be read and understood by the ordinary
individual under customary conditions of purchase and use.

ELEMENTS OF .JHE VIOLATION

.'ESTABLISHING THE VIOLATION

l. Respondent (person) distri-
buted, sold, offered for sale,
held for sale, shipped,
delivered for shipment, or
received and (having so

. .received) .delivered .or -offered
-.to-.deliver a pesticide-or
device.

2.
is a pesticide or device.

}3. Determination that the.label,or
:1abeling of “the pesticide or-

‘device does not conform to the |

format required by the
product's registration.

Determination that the product

1.

2.

3

Identification of the responsible
party for suspected violation in
commerce. See "Additional
Sources of Documentation”
(Chapter 4).

Appropriate regional or RD per-
sonnel review product labeling
claims to determine whether the
product is a pesticide or device.
See “"Further Processing of the ID
Jacket—Enforcement Case Review"
(Chapter 4).

.Appropriate regional -or .-RD per-
.gonpel . reviev product labeling to .

determine conformance with the
label accepted in conjunction
with the registration. Consult
40 C.F.R. 5162.10(8)(2) for
“Prominence and Legibility”
requirements. For the signifi-
cance of the discrepancies, see

. 7lewvel wof -Action Policy” (Chapter
_ 5):end for :the ‘penalty smownt, ,

see Appendix 6.
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Chapter Seven

Elements of a Violation:

Adninistrative

Sections 12(a)(1)(E); 2(q)(1)(¥)

Any pesticide or device that was misbranded in that the labeling accom-
panying it did not contain the directions for use that are necessary for
effecting the purpose for which the product is intended, and if complied
with together with any requirements imposed under Section 3(d) of the
Act, are adequate to protect human health and the enviromment.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

l. Respondent (person) distri-~
buted, sold, offered for sale,
beld for sale, shipped,
delivered for shipment, or
received and (having so
received) delivered or offered
to deliver a pesticide or

device.

2. Determination that the product
is a pesticide or device.

3. Determination that the:direc-

tions for use did not meet the
requirements imposed for the
protection of health and the
environment by the Act and
implementing regulations.

l.

2.

3.

Identification of the responsible
party for suspected violation in
commerce. See “Additional
Sources of Documentation”
(Chapter 4).

Appropriate regional or RD per-
sonnel review product labeling
claims to determine whether the
product is a pesticide or device.
See "Further Processing of the ID
Jacket——Enforcement Case Review”
(Chapter 4).

Appropriate regional or RD
personnel review product labeling
to determine whether the label
obtained during inspection con-
forms to the label accepted in
conjunction with the product's
application for registratiom.
Consult 40 C.F.R. $162.10(1) for
requirements. For the signifi-
cance of the discrepancies, see
“Level of Action Policy” (Chapter
5) and for the penalty amount,
see Appendix 6.
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Chapter Seven

Elements of a Violation:

Adninistrative

Sections 12(a)(1)(E); 2(q)(1)(6)

Any pesticide or device that was misbranded in that the label did not
contain a warning or caution statement which is necessary, and if
complied with, together with any requirements imposed under Sectioan 3(4d)
of the Act, is adequate to protect human health and the enviroument.

ELEMENTS QF THE VIOLATION

- ESTABLISHING THE VIOLATION

]

1. Respondent (person) distri-
buted, sold, offered for sale,
held for sale, shipped,
received and (having so
received) delivered or offered
to deliver a pesticide or

~fevice.

2. Determination that the product

is a pesticide or device.

3. Determination that the warning

_or. caution- statenents. "did not

- rmeet ‘Tequirements of ‘the ‘Act
and/or implementing regula-
tions.

)

2.

3.

Identification of the responsible
party for suspected violation in
commerce. See "Additional
Sources of Documentation”
(Chapter 4).

Appropriate regional or RD
personnel review product
labeling claims to determine
wvhether the product 1is a
pesticide or device. See
“Further Processing of the ID
Jacket—Enforcement Case Review”
(Chapter 4).

Appropriate regional or RD per-

determine whether the label
obtained during the inspection
conforms to the label accepted in
conjunction with the product's
application for registratiom.
Consult 40 C.F.R. ‘162-10(h) for
requirements. For the signifi-
cance of the discrepancies,. see

5) and for the penalty amount,
see Appendix 6.

-.sonnel -review product labeling to .

. =level .cf :action Policy” (Chapter |

B
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Chapter Seven

Elements of a Violation: Administrative

Sections 12(a)(1)(E); 2(q)(1)(H)

Any nonregistered pesticide intended for export that was misbranded in
that the statement, "Not registered for use in the United States,” was
not prominently placed on the label.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

1.

2.

3.

4.

Respondent (person) distri-
buted, s0ld, offered for sale,
held for sale, shipped,
delivered for shipment, or
received and (having so
received) delivered or offered
to deliver a pesticide.

Determination that the product
is a pesticide.

Determination that the product
is not registered.

Determination that the required
statement was not prominently
placed on the label.

1.

2.

3.

4.

Identification of the responsible
party for suspected violation in
commerce. See "Additional
Sources of Documentation”
(Chapter 4). )

Appropriate regional or RD
personnel review product labeling
claims to determine whether the
product is a pesticide. See
“Further Processing of the ID
Jacket—Enforcement Case Review”
(Chapter 4) )

Appropriate regional or RD
personnel determine registration
status after a search of their
files. See "Further Processing
of ID Jacket—Enforcement Case
Review”™ (Chapter 4).

Appropriate regional or RD
personnel review pesticide label
to determine whether the required
statement was prominently placed.
For the significance of its
omission, see “"level of Action
Policy” (Chapter S5) and for the
penalty amount, see Appendix 6.
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Chapter Seven

Elements of a Violation:

Administrative

Sections 12(a)(1)(E); 2(q)(2)(A)

Any pesticide that was misbranded in that the label did not bear an
ingredient statement on that part of the immediate container that is
presented or displayed under customary conditioms of purchase, or on
another part of the immediate container, or on the outside container or
wrapper, as permitted by the Administrator.

ELEMENTS OF THE VIOLATION

. ESTABLISHING THE VIOLATION

l Respondent (person) distri-
buted, sold, offered for sale,
held for sale, shipped,
delivered for shipment, or
received and (having so
‘received) delivered or offered

to. deliver a pesticide.

2.
18 a pesticide.

3. Determination that the product
label bears the ingredient
-Btatement  in :the- appropriate

;n.ition except. where:

e The size or form of the
product container makes it
impracticable to place the
statement on the part of
the label displayed to
purchasers; and

-9 "The-statement ‘sppears promi-
nently in another position
as permitted.

Determination that the product .

1.

2.

3.

i

Identification of the respomnsible
party for suspected violation in
commerce. See "Additional
Sources of Documentation”
(Chapter 4).

Appropriate regiomal or RD per-
sonnel review product labeling
claims to determine whether the
product is a pesticide. See
“"Further Processing of the ID
Jacket—Enforcement Case Review”
(Chapter 4).

Appropriate regional or RD
personnel review the product

- labeling to determine whether the
‘label-obtained during inspection

conforms to the label accepted in
conjunction with the product's
application for registration.
Consult 40 C.F.R. $162.10(g)(2)
for the requirements. For the
significance of the discrep-
ancies, see "Level of Action

“Poliey” (Chapter 5) and for . the

penalty amount, see Appendix 6.
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Chapter Seven

Elements of a Violation:

Administrative

Sections 12(a)(1)(E); 2(q)(2)(B)

Any pesticide that was misbranded in that the labeling did not contain a
statement of the use classification under which the product was

registered.
ELEMENTS OF THE VIOLATION ESTABLISEING THE VIOLATION
l. Respondent (person) distributed,{l. Identification of the responsible
sold, offered for sale, held party for suspected violation in
for sale, shipped, delivered commerce. See “Additional
for shipment, or received and Sources of Documentation”
(having so received) delivered (Chapter 4). '
or offered to deliver a
pesticide.
2. Determination that the product 2. Appropriate regional or RD
is a pesticide. personnel review product labeling
claims to determine whether the
product is a pesticide. See
“"Further Processing of the ID
Jacket—Enforcement Case Review”
(Chapter 4).
3. Determination that the product 3. Appropriate regional or RD
label does not bear the re- personnel review product label to
quired statement of use determine whether the label
classification, or does not obtained at the inspection
bear the appropriate state- conforms to the label accepted in
ment in the proper position or conjunction with the product's
size. registration application.
Consult 40 C.F.R. s162. IO(j) for
the requirements. For the
significance of the discrep-
ancies, see “"Level of Action
Policy” (Chapter S) -and for the
penalty amount, see Appendix 6.
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Chapter Seven

Elements of a Violation:

Adninistrative

Sections 12(a)(1)(E); 2(q)(2)(C)

Any pesticide that was misbranded in that there was not affixed to its
container, and to the outside container or wrapper of the retail package,
if there be one, through which the required information on the immediate
container cannot be clearly read, a label bearing the required

information.

ELEMENTS OF THE VIOLAIION

ESTABLISHING THE VIOLATION

Respondent (person) distri-
buted, sold, offered for sale,
beld for sale, shipped,
delivered for shipment, or
received and (having so

: veceived).delivered or of fered
to deliver a pesticide.

l.

2. Determination that the product

is a pesticide.

Determination that the’ product
. 1abel does ‘not dear the
“following required 1n£otmatlon.

3.

e The name and address of the
producer, registrant, or
person for whom the
pesticide was produced;

e The name, brand, or L

-. “¢rademark under - shich the
pesticide is sold;

e The pet weight or measure of

the contents, unless an

exemption is granted by the

Administrator; and

& The registration uusber
assigned to the pesticide
and the use classification.

1.

2.

{3.

Identification of the responsi-
ble party for suspected violationm {
in commerce. See "Additional
Sources of Documentation”™

.(Chapter 4).

Appropriate regional or RD
personnel review product labeling
claims to determine whether the
product is a pesticide. See
“Purther Processing of the ID
Jacket—Enforcement Case Review™
(Chapter 4).

Appropriate regional or RD

- ;personnel review-product labeling
to determine if the label
obtained in the inspection
conforms to the label accepted in
conjunction with the product's
application for registration.

For the significance of the
omissions, see "Level of Action
Palicy” (Chapter 5) :and -for .the

:iawplnll;yaalonntgwleewtppenﬂix:6-
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Chapter Seven

Elements of a Violation: Administrative

Sections 12(a)(1)(B); 2(q)(2)(D)

Any pesticide that was misbranded in that it contained a substance or
substances highly toxic to humans and its label failed to bear:

e The skull and crossbones;

e The word "Poison” in red on a distinctly contrasting background;

and :

e A statement of practical treatment (first aid or otherwise) in case

of poisoning.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

1.

2.

3.

Respondent (person) distri-
buted, sold, offered for sale,
held for sale, shipped,
delivered for shipment, or
received and (having so
received) delivered or offered
to deliver a pesticide.

Determination that the product
is a pesticide.

Determination that the product
label does not bear the
required statements or
designs.

1.

2.

3.

Identification of the responsi-
ble party for suspected violation
in commerce. See "Additional
Sources of Documentation”
(Chapter 4).

Appropriate regional or RD per-
sonnel review product labeling
claims to determine whether the
product is a pesticide. See
“"Further Processing of the ID
Jacket—Enforcement Case Review"
(Chapter 4).

Appropriate regional or RD
personnel review the product
labeling to determine whether the
label obtained during inspection
conforms to the label accepted in
conjunction with the product's
registration application.

Consult 40 C.F.R. ‘162. IO(h) for
the requirements. For the
significance of the omission, see
“Level of Action Policy" (Chapter
5) and for the penalty samount,
see Appendix 6.
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Chapter Seven Elemwents of a Violation: Adminigtrative

Sections 12(a)(1)(E); 2(c)

Any pesticide that was adulterated in that:

e Its strength or purity fell below the professed standard of quality
under which it was sold;

e Another substance had been substituted wholly or in part for the
pesticide; or

e A valuable constituent of the pesticide had been wholly or in part

abstracted.
ELEMENTS OF THE VIOLATION ESTABLISBING THE VIOLATION
l« Respondent (person) distri- -{le +, Identification of the responsible
- ‘buted, sold, offered for sale, | . party for suspected violation in
held for sale, shipped, commerce. See "Additional
delivered for shipment, or Sources of Documentation”
received and (having so (Chapter 4).

received) delivered or offered
to deliver a pesticide.

2. Determination that the product 2. Appropriate regional or RD per-
i8 a pesticide. sonnel review product labeling
claims to determine whether the
product is a pesticide. See
“"Further Processing of the ID
~Jacket--Enforcement Case Review”

. (Chapter 4).
3. Determination that the product |[3. Appropriate regional or RD per-
was adulterated in a manner sonnel review chemistry labora-
described by the Act, tory tests to determine whether

the product composition conforms

to the composition accepted in
1 ..conjunction-with :the application
‘| . dor.azmgistration. -See
“Scientific Review"™ under
“Further Processing of the ID
Jacket—Enforcement Case Review”
(Chapter 4). For the
significance of the adultera-
tion, see "Level of Action
: 1A ~Foldey”™ (Chapter '5) and -for . the

4 ¢ penalty-emount, ‘see Appendix 6.
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Chapter Seven Elewents of a Violation: Administrative

Section 12(a)(2)(A)

A person detached, altered, defaced, or destroyed, in whole or in part,
labeling required under the Act.

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

l. Determination that the sampled le Review documentation of the

label had been detached, violation to determine the extent
altered, defaced, or destroyed, of the violation. See “"Other
in whole or in part. Evidential Documentation” under

“Initial Review of the ID
Jacket” and "Labeling Review”
under “Further Processing of the
ID Jacket—Enforcement Case
Review™ (Chapter 4). For the
significance of the alleged
violation, see “"Level of Action
Policy” (Chapter 5) and for the
penalty amount, see Appendix 6.
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Chapter Seven

Klements of a Violation: Administrative

Section 12(a)(2)(B)

A person refused to keep records required by Section 8 or by 40 C.F.R.

Part

169.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

{1 Determination. that pesticide
or device producer did not

‘maintain the following records:

Records showing:

- Product name

= EPA registration mumber

- ...Experimental ‘permit.

- member ‘(1f -applicable)

- Batch amounts

-~ Batch identification

= Production control
records

- Complete formula if
required

Brand names and quantities
of pesticides or devices
produced. Records of-
_producer receipts.of.pesti-

eides, devices, active

ingredients used in pro-
ducing pesticides.

-~ Brand name/common or
chemical name

= Name and address of

- Quantities received

Records regarding shipment
of pesticides, devices, and
active ingredients.

- Rrand-nane/common oT

chemical name
- Name and address of
consignee

P

- Regiondl personnel review copies

of records obtained during

inspection to determine whether
the records are maintained. See
“Other Evidential Documentation”
under "Initial Review of the ID
Jacket” (Chapter 4). Comnsult 40
C.F.R. Part 169 for the require-

ments. -For ‘the significance of

the alleged violation, see "Level
of Action Policy” (Chapter 5) and
for the penalty amount, see
Appendix 6.
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Chapter Seven Elements of a Violation: Administrative

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

- Name of originating
carrier

- Date shipped or delivered
for shipment

= Quantities shipped or
delivered for shipment

= Distribution information
required for pesticides
produced pursuant to an
experimental use permit,
a special exemption, or a
special local need

e Inventory records of items
produced.

- Types :

-~ Amounts of pesticides or
active ingredients

- Quantities of devices

e Copies of all domestic
advertising of restricted
uses.,

e Copies of all guarantees.

e For items intended solely
for export

- Copies of foreign pur-
chaser's specifications
or directions for pro-
duction

= Copies of labels or
labeling

- Copies of statement
signed by foreign
purchaser acknowledging
that the item is not
registered for use and
cannot be sold for use in
the U.S. (Hust be
obtained for the first
shipment of a particular
product to a particular
purchaser each year.)
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Chapter Seven Elements of a Violation: Administrative

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

e Records on disposal

= Method
- Dates
-~ Sites

- Types of pesticides
= Amounts

- o -Records of .tests on humans.
The following records of
tests on human beings must
be maintained for 20 years
or sent to EPA after 3 years

- Name and address of

subject

..Test dates

-.Test types

Written consent of

- subject

- All information and
instructions given to
subject

- Any adverse effects of
tests on subjects

e Research data records

- Test reports sent to EPA
- . -4in-support of:

e Registration

e Tolerance petition

e All underlying raw
data with their inter-
pretations and evalua-
tions
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Chapter Seven Elements of a Violation: Administrative

Section 12(a)(2)(B)

A person refused to allow the inspection of any records or of am estab-
lishment pursuant to Section 8 or 9.%*

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

l. Determination that the agent l. Review inspector's documentation
in charge of a FIFRA-regulated that he or she was denied entry
establishment did not allow the into the establishment for pur-
inspector entry for purposes of poses of conducting an inspection
conducting an inspection or or examination of records. Docu-
examination of records. mentation should include the name

and position of the company
official vho refused entrance or
records examination, a summary
of the conversation or events,
and the date and time of the
denial.

* In N. Jonas and Company Inc., I.F.&R. Docket No. III-121C (July 27,
1978), an Administrative Law Judge held that, even after the Supreme
Court's decision in Marshall v. Barlow's Inc., 436 U.S. 307 (1978) |[see
Three Warrants in Chapter Three], the refusal to allow a warrantless
ingpection of a FIFRA-regulated establishment properly subjected the
owner to an administratively assessed civil penalty.

1
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Section 12(a)(2)(B)

A person refused to allow an officer or employee of the Environmental
Protection Agency to take a sample of any pesticide pursuant to
Section 9.

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

l Determination that the agent l. Review inspector's documentation
in charge of the establishment that he or she was denied the
did not allow the inspector to right to take a pesticide sample.
take a sample of a pesticide. Documentation should include the

name and position of the company
official who disallowed the
inspector to take a sample of the

- «pesticide, a summary of -the
conversation or events, and the
date and time of the denial.
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Section 12(a)(2)(C)

A person gave a guaranty or undertaking provided for in Section 12(b)
that was false in any particular.

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

l. Determination that gusranty of |l. Consult 40 C.F.R. $162.12 for

registration and compliance regulatory requirements and
with the Act meet the require- sample guaranty. Review copies
ments of the Act and imple- of guaranty obtained during
menting regulationm. inspection. See “Other

Evidential Documentation™ under
"Initial Review of the ID Jacket™
(Chapter 4). For the signifi-
cance of the alleged violation,
see "Level of Action Policy”
(Chapter 5) and for the penalty
smount, see Appendix 6.
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Elements of a Violation:

Adninistrative

Section 12(a)(2)(D)

A person used to personal advantage or revealed to persons other than
those authorized by the Act any confidential information acquired under

the Act.

ELEMENTS OF THE VIOLATION

ESTABLISBING THE VIOLATION

Determination that confidential
information was used for per-
sonal advantage.

1.

1.

Conduct investigation to
determine whether respondent had
accegs to confidential informa-
tion and whether such information
was revealed to unauthorized per-
sonnel for respondent's personal
advantage. Investigation

- . should include:

Interviews (affidavits) with
the party suspected of
releasing the information;

The party(ies) suspected of
receiving the confidential
information; and

Any other individual with
knowledge of the incident.

...Por ;significance of the alleged

disclosure, see “"level of Action
Policy™ (Chapter 5) and for the
penalty amount, see Appendix 6.
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Section 12(a)(2)(E)

A person advertised, in his or her capacity as a registrant, wholesaler,
dealer, retailer, or other distributor, a pesticide registered for
restricted use without giving the classification assigned under Section 3
of the Act.

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

l. Determination that the product l. Appropriate regionmal or RD
is a pesticide registered for personnel determine registration
restricted use. status after a search of their
' files. See “Further Processing
‘of the ID Jacket—Enforcement
Case Review™ (Chapter 4).

2, Determination that a 2. Review product advertising to
restricted use pesticide was determine whether the use classi-
advertised for sale without its fication is included. For 1list
appropriate use classifi- of restricted use pesticides, see
cation. 40 C.F.R. §162.31. See "Labeling

Review” under “Further Processing
of the ID Jacket—Enforcement
Case Review"” (Chapter 4). Appro-
priate regional RD personnel
determine product classification
status. For the significance of
the omission, see “"Level of
Action Policy”™ (Chapter 5) and
for the penalty amount, see
Appendix 6.
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Section 12(a)(2)(F)

A person made available for use or used a restricted use pesticide for
any purpose other than in accordance with Section 3(d) and any regula-
tions thereunder. :

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

l. Determination that the product l. Appropriate regional or RD

is a pesticide. personnel review product labeling
claims to determine whether the
product is a pesticide. See
“"Further Processing of the ID
Jacket—Enforcement Case Review™

(Chapter 4).
412+  Determination: that a restricted |2. Consult 40 C.F.R. $162.31 to
use pesticide was made available determine whether the product
for use or used in a manner not contains an active ingredient
in accordance with the uses that requires a restricted use
allowed for the product's classification. Review inspec-
registration. tor's report to determine whether

dealer sold restricted use pesti-
cide to inappropriate, person or,
if appropriate whether pesticide
was improperly used. Review
product label to determine use
classification. See “"Labeling
-} . Review” under ““Further Processing
4 - “of “the “ID Jacket —Enforcement
Case Review” (Chapter 4). For
the significance of the alleged
violation, see "Level of Action
Policy™ (Chapter 5) and for the
penalty amount, see Appendix 6.
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Elements of a Violation:

Adeinigtrative

Section 12(a)(2)(G)

A person used a registered pesticide in a manner inconsistent with its

labeling.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

l. Determination that the product
is a registered pesticide.
2. Determination that the product

was used in a manner inconsis-
tent with its labeling,

1.

2.

Regional personnel ensure that
product is registered through
regional files or RD review.
Review accepted label to deter-~
mine acceptable uses. See
"Labeling Review"” under “"Further
Processing of the ID Jacket———
Enforcement Case Review” (Chapter
4).

Review documentation to determine
whether the actions of the
respondent (use of the pesticide)
were inconsistent with the
product's label. For the
significance of the alleged
violation, see “Level of Actiom
Policy” (Chapter 5) and for the
penalty amount, 8ee Appendix 6.

FIFRA Compliance/Enforcement

7-32

Guidance Mauual 1983




Chapter Seven

Elements of a8 Violation:

Administrative

Section 12(a)(2)(H)

A person used a pesticide that was under an experimental use permit
contrary to the provisions of the permit. ‘

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

1.

uwnder an experimental use
permit.

Determination that use of the
pesticide violated the terms of
the permit. The permit will
specify the following:

2.

-9 Duration -of ‘the permit;

e Limitations and uses;
Additions;

Records maintenance
requirements;

Labeling requirements; and

Reporting requirements.

Deterpination that pesticide is .

l.

2.

Appropriate RD personnel verify
that pesticide 1s under a permit.

Consult permit issued by RD and
40 C.F.R. Part 172 for terms and
conditions of permit. Compare
with inspection documentation to
determine nature of alleged

‘See “Other Evidential
Documentation™ under "Initial
Review of the ID Jacket™ (Chapter
4). PFor the significance of the
alleged violation, see "Level of
Action Policy” (Chapter 5) and
for the penalty amount, see
Appendix 6. :
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Section 12(a)(2)(I)
A persom violated an order issued under Sectiom 13.
-
ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION
l. Determination that the person l. Consult the order to determine
who owns, controls, or has the terms and conditions of the
custody of a pesticide or order. Verify that the order has
device has violated the terms not been vacated but 4is still
of a stop sale, use, or valid. Review inspection docu-
removal order (SSURO) in that mentation to determine whether
any person having received the the pesticide or device was
SSURQ may not sell, use, or distributed in commerce. See
remove the pesticide or device “Additional Sources of
Documentation” (Chapter 4).
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Elements of a Violation:

Administrative

Section 12(a)(2)(J)

A person violated a suspension order issued under Section 6.

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION
11. ‘Determination that . the product |[1l. Appropriate PTSCMS and/or RD
: has had its registration personnel advise regional staff
suspended by order of the of order. (Notice of Suspension
Administrator. published in Federal Register;
also on file with RD.T-&_—
2. Respondent (person) distri- 2. Identification of the responsible
buted, sold, offered for sale, party for suspected violation in
held for sale, shipped, ...commerce. . See "Additional
-yeceived and (having :so o -.Sources of Docunentation
received) delivered or offered (Chapter 4).
to deliver a pesticide in
violation of the suspension
order.
3. Determination as to whether 3. Consult order and PTSCMS policy
existing stocks of the product guidance on case of existing
may be distributed in commerce. stocks, remaining uses, and time
frames for use. For the
significance of the alleged
4 violation, see. "Level .of Acgtion
'] Policy” (Chapter 5) and for the
penalty amount, see Appendix 6.
[ ]
y .#
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Elements of a Violation:

Adeinistrative

Section 12(a)(2)(K)

A person violated cancellation of registration issued under Sectiom 6.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

1.

2.

3.

Determination that the regis-
tration of a pesticide has
been cancelled.

Respondent (person) distri-
buted, sold, offered for sale,
held for sale, shipped,
received and (having so
.received) delivered or offered
to deliver a pesticide product
whose registration has been
cancelled.

Determination as to whether
existing stocks of the product
may be distributed in commerce.

1.

2.

3.

Appropriate PTSCMS and/or RD
personnel advise regional staff
of product registration cancella-

tion. (Published in the PFederal
Register.)

Identification of the responsible
party for suspected violation in
commerce. See “Additional
Sources of Documentation”™
(Chapter 4). :

Consult order to determine appro-
priate terms and conditionms.
Check to see if there is any
PTSCMS policy guidance on use of
existing stocks and time frames
for use. For the significance of
the alleged violations, see
“Level of Action Policy" (Chapter
5) and for the penalty amount,
see Appendix 6.
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Elements of a Violation:

Administrative

A person violated Section 7 by failing to register his or her producing

Sections 12(a)(2)(L); 7(a)

establishments.,
ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION
1. Determination that a pesticide, [l. Appropriate regional or RD
active ingredient of a pesti- personnel review product labeling
cide, or device was produced claims to determine whether the
(see definition, Section 2(w) product is a pesticide, active
of the Act). ingredient, or device. See
' “Further Processing of the ID
Jacket—Enforcement Case Review”
{Chapter 4).
]2. Determination that the producer [2. Appropriate regional or PTSCMS
of a pesticide, active ingredi- personnel determine establishment
ent, or device subject to the registration status. For the
Act has failed to register his significance of the alleged
or her production establishment. violation, see "Level of Action
Policy” (Chapter 5) and for the
penalty amount, see Appendix 6.
1
1 ) 1
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Elements of a Violation: Administrative

A person violated Section 7 by failing to provide, in either an annual or
initial report, the types and amounts of pesticides or devices he or she
is currently producing, has produced during the past year, or has distri-

Sections 12(a)(2)(L); 7(c)(1)

buted during the past year.

ELEMENTS OF THE VIOLATION

ESTABLISHING THE VIOLATION

l.

Determination that producer has
failed to submit the required
information or failed to submit
the information in a timely
manner,

1.

Appropriate regional or PTSCMS
personnel determine if report was
submitted, and if so, review
initial or annual report to
determine whether the required
information is included and has
been filed in a timely manner.
Consult 40 C.F.R. 5167.5 for
requirements. For the
significance of the violationm,
see "Level of Action Policy”
(Chapter S5) and for the penalty
amount, see Appendix 6.
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Sections 12)(a)(2)(L); 7(c)(2)

A person violated Section 7 by failing to provide the names and addresses
of recipients of pesticides or devices produced at his or her registered
establishment pursuant to the Administrator's request for purposes of
issuing a stop sale, use, or removal order pursuant to Section 13.

- - . ELEMENTS  OF THE . VIOLATION - - "ESTABLISHING THE VIOLATION

l. Determination that the re- l. Review the request for the infor-
quired information will not be mation to determine adequacy of
supplied by the producer or is notice. For the significance of
not maintained. the alleged violation, see "Level

of Action Policy" (Chapter 5) and
for ‘the penalty .amount, -see
Appendix 6.

L4
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Sections 12(a)(2)(M); 14(a)
Any person who knowingly falsified all or part of any:

Application for registration (40 C.F.R. Part 162);

Application for an experimental use permit (40 C.F.R. Part 172);

Information submitted under Section 7 (40 C.F.R. Part 167);

Information marked as confidential and submitted under any

provision of the Act;

Records required to be maintained by Section 8 (40 C.F.R. Part

169);

e Records, reports, or invoices required by 40 C.F.R.
§171.11(c)(7); or

e Reports required to be filed by the Act.

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION
1. Determination that required 1. Review the data submitted to meet
information has been falsified. regulatory requirements. Compare

with records obtained during the
inspection of the facility to
determine whether discrepancies
exist., For the significance of
the violation, see "Level of
Action Policy™ (Chapter 5) and
for the penalty smount, see
Appendix 6.
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Elements of a Violation: Administrative

Section 12(a)(2)(N)

Any person who failed, in his or her capacity as a registrant,
wholesaler, dealer, retailer, or other distributor, to file reports

required by the Act.

ELEMENTS.OF THE VIQLATION

ESTABLISHING THE VIOLATION

3
Determination of person's
status and failure to file the
required report.

1.

1.

|

Consult applicable regulation to
determine reporting requirements.
For the significance of the vio-
lation, see “"Level of Action
Policy™ (Chapter 5) and for the
penalty amount, see Appendix 6.
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Elements of a Violation: Administrative

~ Sectiom 12(a)(2)(0)

Any person who added a substance to, or took a substance from, a pesti-
cide in a manner that may defeat the purpose of the Act.

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

l. Determination that the product 1. Appropriate regional or RD per-

is a pesticide.

sonnel review product labeling
claims to determine whether the
product is a pesticide. See
“Further Processing of the ID
Jacket—Enforcement Case Review"

(Chapter 4).
2. Determination that a person 2. Appropriate regiomal or RD
altered the composition of a personnel review laboratory tests
pesticide in order to defeat to determine whether the

the purpose of the Act.

pesticide has been altered. See
“"Scientific Review” under
“Initial Review of the ID Jacket”
.(Chapter 4) and “Laboratory Test
Results” under “"Further
Processing of the ID Jacket—
Enforcement Case Review™ (Chapter
4). For the significance of the
alleged violation, see "Level of
Action Policy” (Chapter S) and
for the penalty amount, see
Appendix 6.
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Elements of a Violation:

Adminigtrative

Section 12(a)(P)

Any person who used a pesticide in tests on human beings in violation of

conditions specified by the Act.

ELEMENTS OF THE VIOLATION ESTABLISHING THE VIOLATION

1. Determination that the test le Conduct investigation, then
subject was not fully informed interview test subject. Review
of: testing agreement to determine

the degree of disclosure made to
¢ The nature and purpose of the test subject concerning the
the test; and risks of the test.
e Any foreseeable physical
-~ and ;memtal health:conse-
quences.

2. Determination that the test 2. Interview test subject. Review
subject did not freely scientific review of the test to
volunteer to participate in the verify nature and purpose of
test. test. For the significance of

the alleged violation, see "Level
of Action Policy”™ (Chapter 5) and
for the penalty amount, see
Appendix 6.
q
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Chapter Seven

3 Complaint Preparation and Filing

Civil Penalty Complaint Criteria

As was previously discussed in .Chapter Five, .a civil penalty action is
warranted when the -violation presents .a real .(but not an extreme and
unreasonable) risk to humans or the environment; is likely to be an
isolated occurrence; is apparently the result of ordinary negligence,
inadvertence, or mistake; and either:

e Involves a first offense under the Act by any registrant,
commercial applicator, "for—-hire™ applicator, wholesaler, dealer,
retailer, or other distributor (mo prior warning 1is required by the
Act); or

e Involves a private applicator or other person (other than any party
specified above), who has received a prior warning or citation for
-®violation .of the-Act.  (The. prior -warning or citation may have
" been for the same or a different FIFRA violation.)

Issuance of a complaint initiates a FIFRA Section 14(a) administrative
penalty action.*

Involvement of Multiple Respondents in a Single Violation

" Frequantly., . the distribution of ;pesticides ‘or devices .in :commerce will
involve more than ome party before the product 1s ultimately purchased for
use. These multiple-party relationships are known as “distribution
chains.” Some examples of distribution chains include:

e A distributor who is also the registrant of a pesticide and the
company that produces the pesticide for this distributor/
registrant ; -and

* The complaint also serves to satisfy the notice and opportunity to be
heard requirement for those actions subject to Section 9(c)(1) of FIFRA.
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e A producer who holds a registration for a pesticide and a retailer
who sells the producer/registrant's pesticide.

Under certain circumstances, more than one party in a distribution chain
may be legally responsible for the same product violation. Pesticide
enforcement officials may cite multiple respondents in administrative cases
for an identical violation where it is determined that:

e The distributor/registrant and/or producer has no mechanism and has
made no effort to determine the reliability of its supplier or

packager;

e The violative product bears the name of a registered distributor
even when no physical contribution was made to a processing or
packaging error and there was no knowledge of the violation; or

e The violative product bears the name of a distributor who is not
the distributor/registrant but whose name provides a basis for
consumer reliance.,

Nonregistered retailers (functioning as "mere conduits™ standing next to
the ultimate consumer in the chain of distribution) may, at the
complainant's discretion, be spared a civil penalty action in favor of a
Section 9(c)(3) notice of warning or an enforcement correspondence if:

e The violative product does not bear the retailer's name; or

e The violative product bears the retailer's name but the name does
not provide the basis for consumer reliance.

A producer who is not a registrant but who functions as an agent of the
registrant, and whose liability is based solely on the legal relation with
the registrant may, at the complainant's discretion be similarly treated.

In the case of a single violation involving multiple respondents from
multiple Regions, designation of regional jurisdiction over the cases or
consolidation of cases thus arising will be determined jointly by the
involved Regions and Headquarters PTSCMS on a case-by-case basis.

Delegated Authority

ggg}onal Administrator

The Regional Administrator is to exercise all powers and duties as
prescribed or delegated under the Act and the CROP. In addition, the
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Regional Administrator* has been delegated the authority to:
o Issue administrative complaints;
e Evaluate the appropriateness of civil penalties; and

e Negotiate and sign consent agreements memorializing settlements
between the Agency and respondent prior to the alleged violator's
filing of an answer or failure to file an answer to a complaint.

The Regional- Administrator;,, however, must consult with the Regional
Counsel's office before exercising any of the above authorities.

In addition, the Regional Administrator must consult (verbally or
in writing) with Headquarters PTSCMS in the following instances:

- Boutine misuse cases (verbal),

- Exceptional misuse cases of first impresaion or of unusual
national importance (written), and

= - .Settlement .reductions -of more .than 40 percent of the penalty
“amount *originally proposed “(written).

In every proceeding, the Regional Administrator will rule on all motions
filed or made before an answer to the complaint is filed. 22.16(c)

Regional Judicial Officer

A Regional Administrator may delegate all or part of his or her authority
to act in a given proceeding to a Regional Judicial Officer. Any such
delegation is to be performed in accordance with the CROP.

-A-Beglonal Judicial - .0f ficer agy -exercise any authority. .delegated to him or
her by the Regional Administrator, or the Regional Judicial Officer may
refer any case or motion to the Regional Administrator when such referral
is appropriate. 22.04(b)(3)

* The Assistant Administrator for Pesticides and Toxic Substances may also
exercise these authorities in multi-regional cases or cases of national
significance. However, he or she must consult in advance with the
Associate Administrator for OLEC or his or her designee and must notify
any affected Regional Administrators or their designees when exercising
-y -of ‘the dbowe ‘authozrities. - These suthorizations: are redelsgable to
“the "‘Division Director 1level.
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PresidingﬁOfficer

The Presiding Officer is to conduct a fair and impartial proceeding, ensure
that the facts are fully elicited, adjudicate all issues, and avoid delay.
The Presiding Officer has the authority, under 22.04(c), to:

Conduct administrative hearings under these rules of practice;

Rule upon motions, requests, and offers of proof; dispose of
procedural requests; and issue all necessary orders;

Administer ocaths and affirmations and take affidavits;

Examine witnesses and receive documentary or other evidence;

For good cause, upon motion by a party or sua sponte (i.e., upon
his own motion), order a party or an officer or agent thereof to
produce testimony, documents, or other nonprivileged evidence and,
failing the production thereof without good cause being shown,
draw adverse inferences against that party;

Admit or exclude evidence;
Hear and decide questions of facts, law, or discretion;

Require parties to attend conferences for the settlement or
simplification of the issues, or the expedition of the proceedings;
and

Do all other acts and take all measures necessary for the
maintenance of order and for the efficient, fair, and impartial
adjudication of issues arising in proceedings govermed by the CROP.

FIFRA Penalty Assessment Considerations

Factors for Determining Penalty Amount

Section 14(a)(4) of FIFRA requires that the Agency consider the following
factors in determining the initial penalty amount. Information impacting
on this determination may be obtained from financial reports (e.g., Dun and
Bradstreet), corporate reports, and reports filed with other government
agencies such as the Securities and Exchange Commission.

The Size of the Business of the Person Charged. As applied to
violators subject to Section 14(a)(l) of the Act and "for hire”
applicators under Section 14(a)(2), size of business should be
interpreted to include total business revenues from total business
operations of the business entity to which that product in
violation is attributable.
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Where a subsidiary company is validly separable as an entity
discrete from its parent, it should be considered alone. Where
pesticide production is a constituent part of a total business
operation involving numerous nonpesticide products, size of
business shall be based on total revenues. This determination
should be based on acceptable accounting procedures.

The proportion of the pesticide's component to the total
diversified activities of the respondent, profit versus loss, etc.,
may be considered for purposes of mitigation, but should not be

«entered at the -outset when initial penalty assessment is determined

based on consideration of the size of the busginess.

233 Effect on the Defendant's Ability To Continue in Business.
Should there be evidence at the outset that the proposed penalty
will affect the respondent's ability to continue in business, the
initial assessment should reflect this consideration and such
mitigation as 1s appropriate.

“-Should 1it-be -clear at the outset that the respondent will be unable

R

to pay the proposed penalty (evidence of bankruptcy or busines

loss available in rare circumstances when the violation is
discovered), a penalty complaint should be filed nonetheless noting
the absence of any assessment based on inability to pay and follow
through to an appropriate final order. In such case, respondent
retains the right to contest such complaint and allegation of
violation. (In no other situation should "zero” penalty occur.)

In the absence of information about respondent's inability to pay,
the initial presumption will be that the assessment of the proposed

pepalry will .not.affect respondent's ability to continue in

business.

In no case should a threat by respondent to go out of business
voluntarily if a penalty is assessed be considered as evidence of
inability to pay.

The Gravity of the Violation. The gravity of any violation is a
function of the following factors [see Amvac Chemical Corporation

AR slhBa NOW - 43#(197‘) ] .

The potential to injure humans or the environment,

The severity of the potential injury,

The scale and type of product use anticipated,

The identity of the persons exposed to the risk of injury,

The extent to which the applicable provisions of the Act were in
fact violated,

The wiolator's history oif compliance and actusl -knowledge of the
‘Act, and

-~ Any evidence of good faith,
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History of compliance and good faith may be considered to include activi-
ties under FIFRA as amended in 1972, 1975, 1978, and under the 1947 FIFRA,
provided that such history does not include any complaint or notice to
which respondent made answer or explanation and which was not further pur-
sued by the complainant [see In Re Beaulieu I.F.&R. No. IX-10C(1974)]. A
prior notice without any further action may be considered by the complai-
nant in determining the issue of respondent's prior knowledge of the Act.

Penalty Assessment Guidelines

EPA has established a penalty assessment system that initially assesses a
penalty amount based on the nature and extent of the violation and then
adjusts this amount in consideration of mitigating or exacerbating fac-
tors. The guidelines for assessing civil penalties are provided in
Appendix 6 of this manual.

Independently Asgessible Charges

A separate civil penalty should be assessed for each violation of the Act
that results from an independent act (or failure to act) by the respondent
and is substantially distinguishable from any other charge in the complaint
for which a civil penalty is to be assessed. A given charge is independent
of , and substantially distinguishable from, any other charge when it
requires an element of proof not needed by the others. (See Elements of a
Violation: Administrative in Section 2 of this chapter.) Not every charge
that appears in a complaint can be separately assessed. Where a charge
derives primarily from or merely restates another charge, a separate
assessment is not warranted. Charges that do not support a separate
assessment are to be indicated in the complaint as "lesser included
charges. *

Multiple Misbranding

Multiple instances of pesticide and device misbranding, however, are not
independently assessible when there is a shipment of a single pesticide

* See In the Matter of Pearson & Company, I.D. Nos. 88176, 88468, 90943,
Tnitial Decision by ALJ Bernard D. Levinson, May 31, 1974; and In Re:
Chapman Chemical Company, I.D. No. 104559, amended Final Order by R. A.
Jack E. Ravan, July 29, 1975. See also Blockburger ve. United States,
284 ?.S. 299 (1932); and Tesciona v. Hunter, 151 F.2d 589 (10th Cir.
1945).
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product.* Multiple misbrandings must appear either:

e As lesser included charges to accompany a count of misbranding; or
e As allegations in a single count.

In either case, only a single civil penalty should be assessed. The
gravity of the single violation involving several label deficiencies,
however, may be determined to be greater than that of a violation involving
only one misbranding. Thus it may support &8 higher penalty than that
.proposed for. .a single misbranding. A proposed penalty may be derived by
locating on the penalty matrix a figure for ome of the misbranding
violations and increasing that figure up to as much as $5,000. The
increase would depend on the number and/or seriousness of the additional
misbrandings, as well as whether they are cited as primary or lesser
included charges.

«~ ’Complaint. Preparation

Since the complaint initiates an administrative civil penalty action and is
the focal point for all subsequent proceedings, it must be as complete as
possible. Failure to file a complaint that meets the standards and proce-
dures outlined in this chapter may:

e Cause a delay in the proceedings;

'@ Prevent the complainant from being granted a motion for default»
under Section 22.17 of the CROP; and

e Make the complainant subject to adverse motions by other parties to
the proceedings.

Checklist of Complaint Requirements 22.14(a) **

The following elements are considered necessary to establish the legal
. sufficlency -of -a civil:penalty complaint:

1. Statement reciting the section(s) of the Act authorizing the
issuance of the complaint;

* See In t the Matter of Bawk Industries, Inc., 1.F.&R. Docket No.
TI-120-C, issued by ALJ Bernard D. Levinson, December 21, 1976.

--a% The nambers “to “the' Teft <of each of -“the following items correspond to
numbers in Exhibit 7-]1, which shows a sample complaint. The numbers in
the exhibit identify examples of each kind of information.
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2.

3.
4.

Se

6.
7.

8.

9.
10.

Specific reference to each provision of the Act and to the
regulations that the respondent is alleged to have violated;

Concise statement of the factual basis for alleging the violation;
Statement explaining the proposed penalty;

Copy of the Agency's "Guidelines for the Assessment Sectiom 14(a);
Citation Charges for Violations,” 39 Fed. Reg. 27711 (1974);

Proposed amount of civil penalty to be assessed;

Notice of respondent's right to request a hearing on any material
fact contained in the complaint or on the appropriateness of the
amount of the proposed penalty;

Copy of the Consolidated Rules of Practice (CROP);

Notice of opportunity for an informal settlement conference; and

Date and signature with notation of title of a duly authorized
official of the Agency.

Elements of the Complaint

The discussion under each element of the complaint gives the purpose of the
element and in some cases the reason for its particular place in the

complaint. N

Cagtion

Identification of Respondents (A).* Respondents, or those against

whom the complaint is filed, are to be accurately and individually
identified on the left side of the caption.

Docket Number and Subjects of the Complaint (B). The I.F.&R.
Docket Number and matters addressed in the complaint are to be
properly identified on the right side of the caption. Docket
numbers are assigned by the Regional Hearing Clerk. The docket
number designates the Region involved in Roman numerals followed by
the case oumber (e.g., I.F.&R. Docket No. IX-10C). The docket
nuaber must be accurately reflected in the caption, because it is
the identifying number for all subsequent documents filed in the
proceedings.

* The letters in parentheses to the right of each element correspond to the
letters in Exhibit 7-1.
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Jurisdictional Authority (C)

The complaint must contain a statement of jurisdictional authority that
informs the Presiding Officer and the respondent of the statutory authority
under which the complaint is issued. This statement should be in the
beginning of the complaint and should be as specific and precise as
possible.

22.14(a)(1)

Factual Allegations (D)

In this section of the complaint, the specific facts of a particular
violation are tied to the statute, rule, regulation, and/or order that
allegedly has been violated. .

The goal of this section is to adequately inform the Presiding Officer of
the alleged violations and to inform the respondent of the charges so .that

. An adequate-response .can be prepared.
Violations are identified by the particular sample (ID) number.

In the event of a complaint containing multiple sample (ID) numbers, the
discussion of each separate sample (ID) should contain an enumeration of
the facts and circumstances of each separate violation related to that
sample. The proposed penalty assessment should include an enumeration of
the dollar amount proposed for each violation charged with respect to that
sample or an indication that a particular charge is "lesser included” and
bears no penalty assessment. The factual allegations of the complaint,
including multiple samples, should be separated into paragraphs.

-“In making “factual -allegations, the ‘key word is “concise.” “Conciseness™
means that all material facts necessary to establish the factual basis for
each violation are specified, while extraneous or irrelevant information is
omitted. Although the purpose of this section is ounly to inform the
respondent and Presiding Officer of the facts that the alleged violatiom is
based on, all relevant facts should be included rather than risk failure to
meet the requirements set forth in the CROP. For instance, even though the
respondent may have been present when certain facts were ascertained, those

- Iapts-must 3till Pe incluied to inform the raspondeunt -gud the Presiding

Officer of their legal significance.
22.14(a)(3)

Citation of legal Bequirements Violated (E)

. The citation .of .the particular -provision of the -statute; regulation, rule,
- o -oxier that -al legedly -has been viclated must -be a8 .epecific: as possible.
For example, 1f the complaint alleges a violation of Section 12 of FIFRA,
the specific subsection under Section 12 that is the basis of the violation
must be cited [e.g., misuse of pesticide 12(a)(2)(G)].
22.14(a)(2)

FIFEA Compliance/Enforcement 7o — . Guidance Manmal 1087,
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Amount of Civil Penalty and Rationale (F, G)

4This section of the complaint is intended to:

e Explain the reason for the proposed penalty (F) in a manner that
reflects the fact that the Agency has considered the penalty
assessment factors specified by Section 14(a)(4) of FIFRA. Every
detail of the Agency's reasoning process need not be reflected;
however, the section should state that the FIFRA criteria were
considered in assessing the penalty. In order to help meet the
statutory requirement without unnecessary elaboration, a copy of
the Agency's policy in assessing FIFRA civil penalties should be
attached to the complaint; and
22.14(a)(5)

e Specifically identify the proposed penalty amount (G).
22.14(a)(4)

Right to Request a Hearing (H)

The respondent must be informed of the right to request a hearing
concerning any material fact contained in the complaint or concerning the
appropriateness of the amount of the proposed penalty. The respondent
should be referred to a copy of the CROP, which is attached to the
complaint, for information concerning the request for a hearing and the
consequences of failing to request a hearing.

Notice of Opportunity for an Informal Settlement Conference (1)

The Agency encourages all parties against whom a civil penalty proceeding
has been initiated to pursue the possibility of settlement through informal
conferences with the Agency. Therefore, the respondent should be informed
that, regardless of whether a hearing is requested, a request for informal
settlement conference may be made. The respondent should be cautioned,
however, that a request for an informal conference does not stay the
running of the 20-day time period for requesting a hearing and filing an
answer.

Signature Block (J)

The complaint must be dated and signed (with notation of title) by a duly
authorized official of the Agency.
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Service of the Complaint

The respondent 1is served with a copy of the complaint in either of the
following manners:
22.05(b)

e Personal service. The complaint and accompanying documents are
left with the respondent or an.authorized representative; or

e Service by certified mail, return receipt requested. The complaint
and accompanying documents are mailed to the respondent or an
authorized representative.

Personal Service

-For personal service-on-an-individual ‘at: a-business address, the complaint

48 left 'with the respondent or a person-who 4is in charge of the office,
such as an office manager, or a person who is responsible for the
respondent's administrative affairs, such as a personal secretary.

For personal service on a corporation, company, or association, the
complaint is left with an officer, partner, managing or gemeral agent, or .
any other person authorized by appointment or by Federal or State law to
receive service of process.

For personal service on a named individual at a residential address, the
complaint is left with any person of suitable age and discretion who
xesides there.

Service by Mail

If the complaint is addressed to an individual person, it should be mailed
to the last known business address by certified mail, return receipt
requested.

_df -the complaint - is addressed: to :a:corporation, company,or association, it
-pnould be-wailed, Teturn Teceipt ‘vequested, ‘to the 1ast known -address of an
officer, partner, managing or general agent, or any other person authorized
by appointnent or by Federal or State law to receive service of process.

The return receipt establishes that the complaint was received on a
particular date.

- The receipt -4bould be atteched o the -origisal complaint,. which is retained
by the Agency. If mo return receipt i1s obtalned, another letter should be
sent. If no receipt is again obtained, personal service may be necessary.
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Service Upon U.S. Government Officials or Aggggies

Service upon an officer or agency of the United States must be made by
delivering a copy of the complaint to the officer or agency, or in the
manner prescribed by applicable regulations. If the agency is a
corporation, service may be either personal or by certified mail directed .
to an officer, partner, managing or general agent, or amny other person
authorized by appointment or law to receive service of process.
22.05(b)(1)(144)

Service on State or local Government Entities or Officials

Service upon a State or local unit of government, or a State or local
officer, agency, department, corporation, or other imstrumentality must
either be made in the manner prescribed by State law or upon the chief
executive officer of the govermmental unit or the State or local officer.
22.05(b)(1)(1v)

Certificates of Service

Proof of service must be made either by a properly executed affidavit of
service (Exhibit 7-3) for personal service, or by a properly executed
return receipt, for service by mail. A certificate of service must be
filed with the original complaint.

22.05(b)(1)(v)

Filing the Complaint

The original and one copy of the complaint (with proof of service) must be
filed with the Regional Hearing Clerk.
22.05(a)(1)
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Sample Complaint

UNITED STATES
ENVIRONMENTAL PROTECTION AGENCY
BEFORE THE ADMINISTRATOR

)
)

Firetog Industries, Inc. ) COMPLAINT

36 Sunshine Drive, ) AND

Clark, MA 02856 ) NOTICE OF OPPORTUNITY
) FOR HEARING

Respondent )
)
)
COMPLAINT
1. | (©)

This civil penalty action is instituted pursuant to the authority vested
in the Administrator of the United States Envirommental Protection
Agency by Section 14 [7 U.S.C. §1361] of the Federal Insecticide,
Fungicide, and Rodenticide Act, as amended (hereinafter referred to as
FIFRA). The complainant in this action is John Doe, Division Director,
Enforcement Division, Region I, United States Envirommental Protection
Agency, who has been duly authorized to institute this action. The
respondent in this action is Firetog Industries, Inc.

2. Allegations or Counts (D)

This is to notify you that there is reason to believe respondent has
violated Section 12 [7 U.S.C. $136j] of FIFRA. The pesticide listed
below is not in compliance with provisions of FIFRA as specified.

3. | (B)
I.D. No. 152049 - MOLD STOP (EPA Registration No. 3681-3), which
was being held for sale or distribution by your establishnent in CIark,

Massachusetts, on January 29, 1983, was:

1. Misbranded in that the label stated, in part:

“k % %

MOLD
STOP
* % &

ACTIVE INGREDIENTS: 25 Propionic Acid
® & %"
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&.

-

-

o

2. Adulterated in that its strength or purity fell below the professed

whereas, when tested, the product did not contain 25Z Propionic Acid.
(FIFRA §12(a)(1)(E), 7 U.S.C. §1363(a)(1)(E); FIFRA §2(q)(1)(4), 7
U.S.C. §136(q)(1)(A)]

standard or quality under which it was being held for sale. {FIFRA
$12(a)(1)(E), 7 U.S.C. §136j(a)(1)(E); FIFRA §2(c)(1l), 7 U.S.C.
$136(c)(1)]

(When analyzed, the‘product was found to contain only 13.81Z and
14.23% Propionic Acid in two separate tests.)

Proposed Civil Penalty (F)

In arriving at the assessment of the penalty specified below, the
Environmental Protection Agency, as required by Section 14(a)(4) of
FIFRA [7 U.S.C. §1361(a)(4)], has taken into consideration the
following factors concerning the respondent:

o The size of respondent's business;

e The respondent's ability to continue in business, in light of the
proposed penalty; and

o The gravity of the alleged violation.

Agency policy with respect to assessment is governed by the Environ-
mental Protection Agency's "Guidelines for the Assessment Section
14(a); Citation Charges for Violations”™ [39 Fed. Reg. 27711 (1974)], a
copy of which is attached to this complaint.

)
Based on the above considerations, the Environmental Protection Agency
proposes to assess a civil penalty in the amount of three thousand,
seven hundred and forty dollars ($3,740) against Firetog Industries,
Inc.

Notice of Opportunity To Request a Bearing ' (R)

This administrative civil penalty proceeding will be conducted pursuant
to the Consolidated Rules of Practice (CROP) [40 C.F.R. $22.01 et
351.], a copy of which accompanies this complaint. Pursuant to the
CROP, you have the right to request a hearing to contest any factual
allegation set forth in the complaint or the appropriateness of the
proposed penalty. In the event that you wish to request a hearing and
to avoid having the above penalty assessed without further proceedings,
you must file s written answer to this complaint with the Regional
Hearing Clerk, United States Environmental Protection Agency, Region 1,
John F. Kennedy Federal Buidling, Boston, Massachusetts 02203.
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9.

10.

3

If you do not request a hearing or file a written answer within twenty
(20) days of receipt of this complaint, the above penalty will be
assessed without further proceedings, and you will be so notified.

Settlement Conference . (D)

The Environmental Protection Agency encourages all parties against whom
a civil penalty is proposed to pursue the possibility of settlement as

-a-yesult of informal conferences. -Therefore, whether or not you

request a hearing, you may confer informally with the Agency concerning
(1) whether the alleged violatiom in fact occurred as set forth above,
or (2) the appropriateness of the proposed penalty in relation to the
size of your business, the gravity of the violation, and the effect of
the proposed penalty on your ability to continue in business. The
request for an informal conference does not stay the running of the
twenty (20) day time period for requesting a hearing and filing an
answer. To. explore Lhe possibility.of settlement in this matter,

- contact “Ms. Kate /Smith, Enforcement ;Division, United States

Environmental Protection Agency, Region 1, John F. Kennedy Federal
Building, Boston Massachusetts 02203, telephone (312) 989-9876.

@)

John Doe
Director, Enforcement Division

M}Jhxgg. o Ars

.Enclosures: . FIFRA, .as.amended

u:fuddelines for::the -Assessment Section '14(a); Citation
Charges for Violations
Consolidated Rules of Practice (CROP)
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Sample Cover Letter

UNITED STATES
ENVIRONMENTAL PROTECTION AGENCY
Region 1
John F, Kennedy Federal Building
Boston, MA 02203

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

G.B. Stubbs, Registered Agent
Firetog Industries, Inc.

36 Sunshine Drive,

Clark, MA 02856

Dear Mr. Stubbs:

As the enclosed complaint and notice of opportunity for hearing
indicates, the United States Envirommental Protection Agency has
initiated an administrative civil penalty proceeding against Firetog
Industries, Inc., for violations of the Federal Insecticide, Fungicide,
and Rodenticide Act, as amended (7 U.S.C. §136 et seq.).

It is suggested that you carefully read and analyze the complaint and
the enclosed Consolidated Rules of Practice (40 C.F.R. §22.01 et seq.)
so that you are fully apprised of the alternatives offered to you in
considering the alleged violation, proposed penalty, and opportunity
for a hearing. 7You will note that you have only twenty (20) days from
your receipt of this notice within which to file an answer to the
enclosed complaint with the Regional Hearing Clerk, United States
Environmental Protection Agency, Region 1, John F. Kennedy Federal
Building, Boston, Massachusetts 02203. Failure to file a timely
answer, in writing, will result in a default order being entered
against you for the full amount of the assessed penalty.

The Agency encourages all parties against whom a civil penalty
proceeding has been initiated to pursue the possibility of settlement
through informal conferences with the Agency. Therefore, regardless of
whether you request a hearing, you are extended the opportunity to
request an informal settlement conference. To request a conference,
please write to Ms. Kate Smith, United States Environmental Protection
Agency, Region 1, John F. Kennedy Federal Building, Boston,
Magsachusetts 02203, or telephone Ms. Smith at (312) 989-9876. Any
discussion you may have with Ms. Smith will not affect the time period
in which you are permitted to request a hearing or file an answer to
the complaint.

Sincerely,

John Doe
Enclosure Director, Enforcement Division
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Model Affidavit of Service

E

AFFIDAVIT OF SERVICE
UNITED STATES OF AMERICA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

I hereby certify that being a person over 18 years of age, I served a

copy of the within complaint

(check one) ( ) in person

( ) by registered mail, return receipt requested
( ) by leaving the copy at principal place of business,

which is

( ) (write in other method, such as leaving it at dwelling,

+ serving registered agent of'cozzgrationt etc.)

on the person named in the complaint on (month, day, and year).

(Signature of person making service)

“{Neme -of -person-making -service)

(Title, if any)

FIFRA Compliance/Enforcement 7-61
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4 Prehearing Stage

Intervenors and Amicus Curiae

-An ‘individual may. make :a motion to become an intervenor in.-any proceeding
conducted under the CROP. To interveme, the individual's motion must
reflect that:

e The individual has a certain interest in the proceeding that is not
adequately represented by the original parties;

e The individual's presence will not unduly prolong or otherwise
prejudice the adjudication of original parties' rights; and

e The individual will be affected adversely by a final order.

- A motion to ‘become an intexvenor is-ordinarily made before the first

- prehearing conference. ~However, the-motion may-be-made after that time if
good cause is shown for the failure to file in a timely manner. A party
objecting to the intervention may make an answer to the motion to intervene
within 10 days following service of the motion. Once an individual is
permitted to intervene, that individual becomes a full party to the
proceeding.
22.11(a), 22.11(b), 22.11(c), 22.03(a)

g . 1nﬂividnn1:-ay“antaqagznmiun ‘o filelan,tnicns.cnrize brief. The motion
must 1ldentify the interest of the applicant and the desi: desirability of the
proposed amicus brief. If the motion is granted, the Agency official
granting the motion specifies the time for filing the brief. Once the
motion is granted, the individual, while not considered a full party, is
permitted to file amicus briefs in all subsequent briefings during the
proceeding and is served with copies of all documents relating to such

-briefings.
- 2211(4)
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Agency Files

The Agency must maintain at least two files——one that is initiated by the
Regional Hearing Clerk and one that is initiated by the Presiding Officer
upon assignment to a case. In addition, an enforcement official bringing
the action must maintain a separate file with duplicates of all documents
filed in the proceeding. (See Regional Pesticides Enforcement Case File in
this section.) '

22.05(a)(1), 22.05(a)(2)

If the action is initiated at the national instead of the regional level,
certain terms should be substituted for the terms set forth below. (See
Eggional Versus National Actions in Section 1 of this chapter.)

Files of Regional Hearing Clerk and Presidingfofficer

All substantive documents served in the proceeding must be filed with the
Regional Hearing Clerk. The Regional Hearing Clerk initiates this file
after receiving the original and one copy of the complaint and the
accompanying certificate of service. All original copies of filings and
communications from Agency officials, including those from the Presiding
Officer, are to be maintained in the Regional Hearing Clerk's file.

The Presiding Officer's file contains copies of all correspondence, except
for correspondence from the parties to the Presiding Officer. Originals of
such correspondence are kept by the Presiding Officer.

The documents that are filed with the BRegional Hearing Clerk include:
22.05(a)

e Original and one copy of the complaint;

e Originals and copies of certificates of service;

e Original filings of any intervenors;

e Original answer received from the respondent;

e Original and one copy of rulings, orders, decisions, and other
documents that are issued by the Regional Administrator, Regional
Judicial Officer, or Presiding Officer;

22.06

e Originals of direct correspondence from the Presiding Officer to
the parties; and

e Copies of direct correspondence from the parties to the Presiding
Officer. — -—
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Copies of the above documents must be maintained in the Presiding Officer's
file, except for correspondence from the parties to the Presiding Officer.
The originals of such correspondence are kept by the Presiding Officer.

Regional Pesticides Enforcement Case File

The Agency enforcement official initiating a complaint maintains a separate
file containing duplicates of all documents filed in the proceeding, as
well as other enforcement documents relating to the case. Documents in
this file include:

cbpies of all documents filed with the Regional Hearing Clerk or
Presiding Officer;

Any internal EPA documents used in generating the enforcement
action (e.g., concurrence documents, checklists, etc.);

EPA investigative records such as laboratory reports and copies of

~“bpusiness records;
Original Penalty Assessment Wbrksheet(s);

All correspondence between the respondent and other EPA parties;
and

All-correapondence between EPA and other Federal or State agencies
(e.g., the Dgpartment of Justice).

This file shall be retained for a minimum of five years in the Region after
termination of the case, after which time it should be transferred to
zRecords Control .Center.

Filing Requirements

A document is considered sufficient for filing if:

e It contains, on the first page of the document, a caption that

identifies the respondent and the docket number assigned for the _

~proceeding:
22.05(€)(2)

e It bears the signature of the filing party. counsel, or other ,

representative (except for exhibits); and

e It bears the name, address,-and.-telephone. nu-herdof—the-petuon

-2114ng the ‘document 1f it 4s the initial docament filed by that
person. Any changes in this information must be sent to the
Hearing Clerk, Presiding Officer, and all other parties to the
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proceeding. If a party fails to provide or, when appropriate,
amend this information, the right to notice and service is waived.
22.05(c)(4)

The Agency official with jurisdiction over the proceeding may prescribe
additional requirements for the form of documents.
22.05(c)(1)

If the applicable requirements are not met, the Agency official receiving
the filing may refuse to accept it until it is properly amended. Permis-
sion to amend is granted only upon motion to the Administrator, Regional

Administrator, or Presiding Officer who refused to file the defective

document.

22.05(c)(5)

Also, any party filing a document after the complaint has been issued must
certify that copies of the document have been sent to other parties,
appropriate Agency officials, and any amicus curiae. While the CROP do not
give explicit sanctions for failure to provide an appropriate certificate
of service, failure to serve copies of documents on individuals who have a
right to notice may delay the proceeding and, in some cases, may even
result in an otherwise entirely correct proceeding being dismissed by the
Presiding Officer or heing overturned on appeal.

22.05(a)(2)

Public Access to Documents Filed

Subject to any confidentiality requirements specified by law, the documents
filed in the proceeding must be made available by the Regional Hearing
Clerk for public inspection during business hours.

22. 09(‘)

Prohibition of Ex Parte Discussion

After a complaint has been issued, certain Agency officials are prohibited
from discussing ex parte (i.e., without notice to all parties) the merits
of the proceeding with individuals or their representatives who have an
interest in the proceeding.

22.08

Although ex parte discussion about the merits of a proceeding is
prohibited if such communication occurs, it is regarded as argument, and a
copy of the ex parte communication is served on all other parties in the
proceeding. “Those other parties are then afforded am opportunity to reply.

Failure to comply with these provisions of the CROP can taint an otherwise
entirely correct proceeding and may result in its dismissal by the
Presiding Officer or in the action being overturned on appeal.
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The Agency officials subject to ix__p_a_r_t_g'prohibitions are:

. Administrator;

e Regional Administrator;

e Judicial Officer;

e Regional Judicial Officer;

® _Presiding Officer; and

e Any other person who is likely to advise these officials (e.g., the
Associate Administrator for OLEC and the Assistant Administrator
for Pesticides and Tbxic Substances).

The Agency officials listed above are prohibited from participating in ex
parte discussions with the following individuals:

- -® . An-Agency official who performs:a.prosecutorial -or investigative
' function in the proceeding or a factually related proceeding;

e Any person outside the Agency who has an interst in the proceeding;
" and

e Any representative of the persons identified above.

Answer to the Complaint

© -The -Tespondent ‘must respond ‘to ‘the -allegations in the complaint within 20
days after service of the complaint.* The respomnse is in the form of an
answer. In the answer, the respondent must admit, deny, or explain each of
the factual allegations contained in the complaint, Where the respondent
has no knowledge of the allegations and makes a statement to that effect,
the allegations are considered denied. 22.15(b) Failure to admit, deny,
or explain any material factual allegation contained in the complaint

constitutes an admission of that allegation.

Procedural Considerations

Before the answer is filed, all motions are made to the Administrator or
Regional Administrator, or the Judicial Officer or Regional Judicial

* Service of the complaint is complete when the return receipt 1s'signed
(1f the complaint was mailed) or when personal service is effectuated.
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Officer, as appropriate. After the answer is filed, a Presiding Officer is
designated, and all motions are made to that official.
22.16(c)

Filing a timely answer precludes the complainant from seeking a motion for
default based on the faillure to file a timely answer.
22.17(a)(1)

Filing a timely answer lessens complainant's opportunity to amend since, as
a matter of right, the complainant may amend the complaint once before the
answer is filed. Otherwise, a motion must be made to and approved by the
Presiding Officer.

22.14(d)

The complainant may withdraw the complaint, all or in part, without
prejudice one time before the answer has been filed. After onme withdrawal
before the filing of an answer or after the filing of an answer, the
complaint may be withdrawn only upon motion granted by the Presiding
Officer or Regional Administrator.

22. 1‘(2)

Sufficiency of Answer

The answer must meet the following requirements:

e Filing the original of the answer with the Regional Hearing Clerk;
and

e Complying with the general filing, service, and content
requirements specified by the CROP.
22.05

The contents of the answer must include:

e Clear and direct admissions, denials, or explanations of each
factual allegation contained in the complaint of which the
respondent has any knowledge. If the respondent has no knowledge
of a particular factual allegation and makes a statement to that
effect, the allegations are considered denied. All allegations
should be addressed in some manner;

e Grounds for defense;
e Facts that the respondent will put in issue; and

e Any request for a hearing.
22.15(b)
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Evaluation of Answer

Upon receiving a copy of the answer, the complainant should immediately
review it for any deficiencies and also check with the Regional Hearing
Clerk to ensure that the requirements concerning timely filing and the
general filing requirements have been met. Review of the answer might also

indicate that a motion to amend the complaint is warranted (i.e., 1if
proposed penalties should be reduced or increased).

Consequences of Deficient Answer

If the form requirements specified by Section 22.05(c) of the CROP are not
complied with, the Regional Hearing Clerk can refuse to file the answer.

If the requirements specified by Section 22.15(b) of the CROP are not
complied with, the insufficient answer may be regarded as an admission of
the matter(s) not sufficiently discussed.

S 22.15(d)

If the answer is not filed within the time requirement (20 days), the
complainant can seek a default order.
22.17(a)(1)

Preheariqgfuotions

Motions may be made by the parties before a hearing is convened. Before
...the £4iling -of .an-answer, motions .are filed -with: the Regional
Administrator. After :the filing of -an :snswer., motions -are filed:with the
Presiding Officer.

22. 16(C)

Written Motions

All motions made during the proceeding, except those made orally on the

1recoziuﬂm:1ng a-hearing -must:
~22.05(a)(2),22.05(b)(2), 22.16(a)

e Be in writing;
e Specifically state the grounds or basis for the motion;

e Specifically identify the action(s) that the motion seeks;
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e Be accompanied by any evidence that is being relied upon by the
movant (e.g., affidavits and legal memoranda); and

e Be served upon the parties.

A written motion must also comply with the general filing and service
provisions of Section 22.05 of the CROP (i.e., it must be properly signed,
accompanied by appropriate certificates of service, and bear an appropriate
docket number).

Since a tramscript is required only in a hearing and may be used in
prehearing conferences at the discretion of the Presiding Officer, most
motions made before the hearing will probably have to be in writing and
conform with the requirements specified by Section 22.16(a) of the CROP.
22. 19(C)

Reply to Motion

A party's response to any written motion must be filed with the Regional
Bearing Clerk within 10 days after service of such motion, except in the
case of a motion for a default order, which specifies a 20-day period for
replies. Like all documents filed in the proceeding, replies to motions
must bear the docket number and comply with the filing and service
requirements specified by Section 22.05 of the CROP.

22. 16(b) 'Y 22. 17(‘)

If a response is not filed within the time specified by Section 22.07 of
the CROP, any objection to the motion is considered waived, and the motion
may be granted without further argument.

22.16(b)

The Administrator, Regional Administrator, and Presiding Officer, as
appropriate, may set a shorter time than 10 days for the response, and may
also permit oral argument concerning motions.

22.16(b)

Eiamples of Prehearing Motions

The following types of motions might be made during the prehearing stage of
the proceeding. Some motions must be made during the prehearing stage, but
most may be made at other stages of the proceeding as well:

e Motion for default for failure to file a timely answer;
22.17(a)(1) '

e Motion to intervene;
22.11(a)

e Motion to file amicus curiae brief;
22.11(4d)
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e Motion for default for failure to comply with a prehearing order of

the Presiding Officer;
22.17(a)(2)

e Motion for default for failure to appear at a conference or hearing
convened by the Presiding Officer pursuant to Section 22.19 of the
CROP;

e Motion for comsolidation or severance; and
22.12(a),. 22.12(b)

e Motion for postponement of hearing.
ZZQZI(C)

Default Orders

Default orders may be issued in three circumétances:

e Against the respondent for failure to file a timely answer to the
complaint; 22.17(a)(1)

e Against a complainant or respondent for failure to obey a
prehearing or hearing order that has been issued by the Presiding

Officer and 22.17(a)(2)

e Against a complainant or respondent for failure to attend a
conference or hear;ng without good cause being shown. 22.17(a)(3)

~Motions for default are made either-to the“Regional ‘Administrator or
Regional Judicial Officer in the first circumstance, or to the Presiding
Officer in the second and third circumstances.

A motion for default may be made by any person who is a party to the

proceeding [as defined by Section 22.03(a) of the CROP] at the time the

motion is made. ("Any person” apparently includes intervenmors.) In

addition, the Presiding Officer is permitted to issue a default order sua
- dn the Jlatter two defailt 'circumstances.

a)

Procedures

The party making a motion for default must include with the motion a

. proposed .default order .(see Exhibhit 7-4). .The motion for.default must be
-Sarved on.all psrties-and -otherwise confora with the £iling and 'service
requirements specified by Section 22.05 of the CROP.

The alleged defaulting party has 20 days from service of the motion for
default to reply to the motion.
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This time period is 10 days longer than that generally specified for
replies to motions (Section 22.16(b) of the CROP).

Default Order as Initial Decision

A default order at the time it is issued by the Presiding Officer (Regional
Administrator or the Regional Judicial Officer, if a timely answer is not
filed) constitutes an initial decision of the proceeding. As such, it
must:

22.17(»b)

e Contain findings of fact, conclusions regarding material issues of
law or discretion, and the recommended penalty; and
22.17(c)

e Be filed with the Regional Hearing Clerk.
22.17(d)

The Regional Hearing Clerk must setve copies of the initial decision om all
parties to the proceeding and otherwise comply with Section 22.27 of the
CROP, which addresses transfer of the proceeding's record to the Hearing
Clerk. The default order becomes the final order of the Administrator
within 45 days after its service upon the parties unless (1) the default
order 1is appealed or (2) the Administrator elects, 8ua sponte, to review
the default order.

Appeal

A default order may first be appealed by a motion to set aside the default
order made to the Agency official who issued the default order. Any
further appeal of the default order must be made directly to the
Administrator pursuant to Section 22.30 of the CROP.

22.17(d), 22.29(a) g

Consequences of Final Default Order

When the Administrator issues a final order upon default against the
respondent, respondent is subject to the following consequences:

o The respondent has essentially "admitted™ to all facts alleged in
the complaint and the right to a hearing is waived; and

e The penalty proposed in the complaint will become due and payable
within 60 days after the final order is issued. 22.17(a)

The admission of factual allegations and waiver of hearing applies only to
the immediate civil penalty proceeding and does not affect any other
proceedings. In addition, the 60-day period for payment of the penalty
begins only after the Administrator has issued a final order upon default,
pot after the Presiding Officer issues the initial default order.
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When the Administrator issues a final order upon default against the
complainant, the complaint is dismissed with prejudice., If the complaint
is dismissed with prejudice, the complainant cannot reinstitute a civil
penalty proceeding that is based on the allegations in the dismissed
complaint.

Settlement

EPA encourages settlement of a-civil penalty proceeding, if the settlement
i8 consistent with the provisions and objectives of FIFRA and its
applicable regulations.

Procedures

A -settlement conference can -be requested ‘at any time. The .parties may
confer on settlement whether or not the respondent has requested a
hearing. Before an answer is filed and a Presiding Officer is appointed,
settlement conferences can be convened by consent of the parties. After a
Presiding Officer has been appointed, settlement conferences are subject to
the jurisdiction of the Presiding Officer who may order a prehearing
conference settlement. As an alternative, the parties may be directed to
correspond with the Presiding Officer concerning settlement.

22.18, 22.19

Consent Agreement and Propased Comsent Order

';'ﬁrfangaettlc-ent‘difaenchndwtystheﬂpttttel;ﬂeheym-ust'forvard'axvritten

consent agreement (see Exhibit 7-5) and a proposed consent order to the
Regional Administrator. In addition, they must serve copies of these
documents on the Presiding Officer if one has been appointed. The consent
agreement must contain the following information before the Regional
Administrator can approve 1it:

22.18(b)

- #» The sigoature: of all . ;parties or their representatives .in the
- “proceeding (esg., complainant, respondent, and any intervenors);

e A statement in which the respondent admits that the Agency has
jurisdictional authority to bring the complaint;

e A statement in which the respondent admits facts stipulated in the
consent agreement or neither admits nor denies facts alleged .in the
‘ complaint; -and

e A statement in which the respondent consents to the assessment of
the stated civil penalty that is reflected in the consent agreement
and proposed consent order.
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Also, the consent agreement must include any and all terms of the agreement
among the parties. Consequently, any terms to which the parties have
agreed in reaching a settlement must be reflected in the consent agreement
(e.g., agreement not to pursue criminal penalties, agreement by intervenmor
not to pursue private damage remedies, agreement by the respondent to take
actions that minimize the effect of the violation, etc.).

Partial settlement of the proceedings is permitted and, in many cases, is
likely. Settlement agreements and proposed consent orders must be very
carefully drawn and completely understood before signatures are obtained so

that the parties understand precisely what elements of the matter are not
disposed of by the consent agreement and consent order.

The consent agreement becomes final and binding on the parties only after
the Regional Administrator has signed the comsent order. The comsent order
disposes of only those elements of the proceeding that are specifically
addressed by that order and the consent agreement.

The proposed consent order must be prepared for the Regional
Administrator's signature. It need not restate all the terms of the
consent agreement, but it must at least explicitly incorporate by reference
the consent agreement as being the basis for the comsent order.

22. IB(C)
The Regional Administrator, in deciding whether to issue a final consent

order, may require parties to the settlement to appear in person to answer
questions relating to the proposed consent agreement or order.

Filing of Consentgégzgement and Order

The consent agreemeent and the final consent order constitute important
documents that affect the substantive and procedural rights of the

parties. Consequently, the originals of these documents must be placed in
the Regional Hearing Clerk's file, and copies must be served as required by
Section 22.06 of the CROP.

Prehearing Conference

When a hearing is ordered, the Presiding Officer also convenes a prehearing
conference, unless it appears unnecessary. Prehearing conferences are
intended to facilitate and expedite a hearing proceeding. These
conferences encourage informal, frank discussions among the parties on any
matter that could expedite the hearing. Any anticipated problems should be
discussed at this time. The prehearing conference may involve:

22.19(a)

e Settling the case;
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e Attempting to simplify the proceeding through consolidation of
issues and stipulation by the parties;

e Amending the pleadings;

e Exchanging information concerning evidence to be presented (e.g.,
identities of expert witnesses and summaries of their testimony and
exchange of exhibits, documents, and prepared testimony);

e Limiting the number of witnesses;

® .Setting a time and place for the hearing; and

e Attending to any matter that may expedite the aisposition of the
proceeding.

Exchange of Information

The CROP generally require. that the. parties exchange witness lists, brief
.descriptions of witness. testimony, -and .copies of all -documents and physical
evidence that will de introduced into evidence. This requirement supports
the accepted manner of hearings——one that is forthright and avoids
surprise. 22.19(b)

Failure To Exchangg Information

If the party does not exchange information before the hearing and desires

to introduce a document or a witness during the hearing, that party must

request the permission of the Presiding Officer. Additionally, if such

permission is granted, the Presiding Officer must first allow other parties
- @-Teasonible time to review. the pewly. introduced evidence.

Protection of Evidence Sources

Certain unusual circumstances may justify not following the policy of early
information exchange. One such example is a reasonable belief that
witnesses might be subject to physical or economic intimidation. Another

. circumstance is .a_.reasonable .belief that -the -nature ;of .the documentary or

" physical -evidence would:pernit-the ‘respondent to.intimidate -witnesses,
destroy evidence, or otherwise improperly interfere with the enforcement
efforts of the Agency. In such situations, the Presiding Officer should be
fully informed of the reasons for withholding evidence or the identity of a
particular witness.

.3lnleaafmnmscone£z

The CROP state that evidence that is not subject to the mandatory exchange
of witness lists and documents in the prehearing conference, shall be
subject to discovery only upon determination by the Presiding Officer.
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This provision is primarily intended to address discovery by deposition.
To obtain such discovery, a party must make a motion for discovery to the
Presiding Officer, which demonstrates that the:

22.19(f)

e Proceeding will not be unreasonably delayed by discovery;

¢ Information sought cannot be obtained through alternative means;
and

¢ Information sought is of significant probative value.
22.19(£)(1)

If the discovery involves oral depositions, then a party must algo show
that the evidence will not be preserved for presentation by a witness.
22.19(£)(2)

The difference between evidence that is gsubject to mandatory exchange
requirements and evidence that may be discovered must be carefully
understood. If the evidence being sought should normally be exchanged
under Section 22.19(b) and for some reason is being withheld, then a motion
to the Presiding Officer to enforce the requirements of the CROP must be
made, not a motion for discovery.

If an order for discovery issued by the Presiding Officer is not obeyed,
the inference may be drawn that revealing the withheld information would
adversely affect the party withholding it. Also, an order for default may
be issued based on a failure to comply with a prehearing or hearing order.
22.19(£)(4), 22.17(a)

An order for discovery is an important document that affects the procedural

rights of the parties. It must, therefore, be included in the Regional
Bearing Clerk's file, and copies must be served in accordance with

requirements of Section 22.06 of the CROP.

Record of Prehearing Conference

The record of a prehearing conference generally consists of a summary
prepared by the Presiding Officer that incorporates all rulings or orders
containing directions to parties and any written stipulations or agreements
of the parties. Except for those portions of a prehearing conference that
relate to settlements, a transcript of the prehearing conference may be
made. The transcript is ordered by the Presiding Officer upon motion of a
party or sua sponte.

22. 19(3)

Settlement conferences, however, are not recorded in order to ensure that
the parties are able to negotiate freely and compromise without fear that
such agreements will be subsequently revealed. .
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The transcript or written summary of the prehearing conference must be
filed with the Regional Hearing Clerk for inclusion in the Regional Hearing
Clerk's file.

22.06

If a transcript is taken, motions made during the hearing may be oral.
However, if no transcript is taken, any motions made must be in writing and
must otherwise conform with the requirements of Section 22.16 of the CROP
and the filing, service, and content requirements specified by Sectiomn
22.05.

Motion for Accelerated Decisions and Dismissals

Motion for Accelerated Decision

The Presiding Officer may issue an accelerated decision either sua sponte

- or ‘upon motion by the Tespondent or complainant.  The accelerated decision
may involve a particular issue or the entire case, and may be issued at any
time during the proceeding if the Presiding Of ficer finds that:

22.20

e No genuine issue of material fact exists between respondent and
complainant; and

e The complainant or respondent is entitled to a judgment as a matter
of law. “Entitled to a judgment as a matter of law” means that the
movant has established by undisputed or undisputable (not
reasonably challenged) evidence that all technical and legal
elements in -a:violstion did occur :and that, consequently, the
“Presiding Officer wmust decide a particular: issue -or the-entire: case
in the movant's favor at that time. Because there is nothing to
adjudicate, there is no need for a hearing.

A discussion of all of the relevant precedents and considerations that
apply to a motion for an accelerated decision is not feasible in the space
allowed. However, some general principles can be discussed.

~Bature ‘of ‘Motion. -:A:motion for .an.accelerated decision .challenges the
essential poaTtion ‘of the other party's case. “The motion asserts that,
under the facts and law of the case, the adverse party's position is
entirely without merit. In this sense, it is not merely a technical
motion—that is, one which seeks to establish that the manner or form of
the other party's pleadings is technically insufficient to establish a -
defense or a claim. It would not, for example, seek to establish that the
respondent's defense pleadings lack discussion of an essential element of
ithe defense. ‘Iostead, :the-motion ‘eetks -to undermine ‘the -adverse -party's

- pleadings by demonstrating that, irrespective of those pleadings, the facts
and law of the case require a judgment in favor of the moving party. .
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Pacts. By requiring that no genuine material issue of fact exists between
the parties, the standard for an accelerated decision does not mean that
the parties must agree on all material facts. Instead, the material facts
may be either undisputed, or undisputable, that is, not reasonably
challenged.

Affirmative Defenses. The complainant must demonstrate entitlement to a
judgment as a matter of law. The complainant is required not only to prove
the elements of the violation by undisputed or undisputable evidence, but
also to address any affirmative defenses raised by the respondent with
undisputed or undisputable evidence (e.g., an argument that the respondent
relied on Agency advice in violating applicable regulations).

Evidence and Burden. The Presiding Officer will probably rely on
affidavits and counteraffidavits in reaching a decision on the motion for
an accelerated decision. However, the Presiding Officer may consider any
admissible evidence, including stipulations, admissions, expert witness
testimony, deposition testimony, and officially noticed evidence.

In deciding whether to grant the motion for an accelerated decision, the
Presiding Officer generally gives the party against whom the motion is made
every benefit of the doubt.

Motion To Dismiss

In addition to a motion for an accelerated decision, the respondent can
make a motion to dismiss for:

e Failure of the complainant to establish a prima facie case; and

e Other grounds that show that the complainant has no right to
relief. 22.20(a)

To find useful precedent and argument for these standards, the following
sources may be helpful:

e For the first standard, Rule 41(b) of the Federal Rules of Civil
Procedure (Fed. R. Civ. P.), Involuntary Dismissals, and any
Federal decisions on this rule; and

e For the second standard:

- Agency decisions—in which FIFRA standards for an accelerated
decision were applied—that relate to failure to state adequate .
claim or in which the result was required by justice, and

-~ Federal decisions [involving Fed. R. Civ. P. 12(b) which relates
to motions to dismiss] that were based on lack of jurisdictionm,
insufficient process, or failure to state a claim upon which
relief can be granted.

¥IFEA Compliance/Enforcement 7-78 Guidance Mapual 1983



Chapter Seven Prehearing Stage

Partial Decision

A decision that grants a motion for an accelerated decision or a motion to
dismiss need not dispose of all issues in the proceeding. If such a
partial order is issued, the Presiding Officer must also determine which
issues remain in controversy between the parties. To do so, the Presiding
Officer must issue an interlocutory order that specifies the issues
disposed of by the accelerated decision or dismissal order, and those:
issues that remain in controversy.

22.20(b)(2)

Initial Decision

If an accelerated decision or dismissal order is issued to dispose of all
issues in the proceeding, such orders are treated as initial decisions and
may be appealed to the Administrator under Section 22.30 of the CROP.
22.20(b)(1) If a partial decision is rendered, the objecting party, before
appealing, must await the issuance of a final initial decision or obtain
.certification to-appeal -an interlocutory decision. '
-22.20(1)(2),.22.29

An initial decision must comply with the requirements of Section 22.27(a)
on content, filing, service, and transfer requirements.
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The Presiding Officer convenes a hearing on request by the respondent or,
if appropriate, sua sponte—if the matter has not yet been disposed of by a
default order, accelerated decision, dismissal order, or comsent order.
The Chief Administrative Law Judge appoints a Presiding Officer as soon as
the respondent files an ansver.

2221

Notice of Hearing and Venue

The Presiding Officer must issue a notice of hearing to all parties,

. identifying the time, date, and place for the hearing, at least 20 days
before the date set for the hearing. 22.21(b) The hearing is generally
held in the county, parish, or incorporated city where the respondent
resides unless otherwise agreed to in writing by all parties.

5 %35(5)

Any party may make a motion for change of venue.
22.19(4), 22.21(4d)

In addition, a party may make a motion for postponement of the hearing but
must demonstrate good cause for the request.
22.21(c)

Presentation of Evidence

As is true for all Agency administrative proceedings, the complainant is
the first to present evidence. The complainant must establish a prima
facie case; that is, the complainant must submit evidence that the .events
alTaged in ‘the -complaint -did: ocour, :that ‘the -events constitute 2 violation
of the Act, and that the proposed civil penalty is appropriate. After the
complainant has established a prima facie case, the respondent must then
present any defense to the allegations that are contained in the complaint
and any affirmative defenses that are raised by the answer.

22.24
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"Burden of Presentation” and "Burden of Persuasion” are used in the CROP to
describe the burden of proof that is placed on the parties in the hearing.
22.24 The definitioms are as follows:

e Burden of Presentation (Burden of Going Forward With the
Evidence)—A party must introduce evidence on the claims or
defenses raised in the complaint or answer.

e Burden of Persuasion-—Each party must convince the Presiding
Officer of the affirmative allegations in his or her pleading.

The complainant is alleging that a violation has in fact occurred and,
therefore, has the burden of presentation. The complainant also has the
burden of persuasion. Once the complainant has established a prima facie
case, the burden of presentation shifts to the respondent, who must then
introduce sufficient evidence to rebut or outweigh the evidence presented
by the complainant. The burden of persuasion never shifts, but remains
with the complainant throughout the proceeding; that is, the complainant
always has the obligation of convincing the Presiding Officer, by a
preponderance of the evidence, of the allegations contained in the
complaint.

The respondent has the burden of persuasion with respect to any affirmative
defenses raised in the answer--for example, a reliance argument based

on Agency advice. The Burden of Presentation initially rests with the
respoundent but shifts, once the respondent has introduced sufficient
evidence to support a favorable finding.

Preponderance of Evidence -

Each matter contested in the hearing is determined by the Presiding Officer
on the basis of a preponderance of the evidence. To prevail, a party must
convince the Presiding Officer that, on balance, his or her allegations
appear more likely or probable than the other party's allegations. This
standard, is different from a criminal standard, which requires a decision
based on “evidence beyond a reasonable doubt” or “evidence excluding a
reasonable doubt.”

22.24

Default Orders and Accelerated Decisions

During the hearing, the complainant should keep in mind that a motion for
default order (except one based on failure to file a timely answer) or a
motion for an accelerated decision may be appropriate despite the advanced
stage of the proceeding.
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Hearing Rules of Evidence

Under the CROP, the Presiding Officer must admit evidence unless it falls
in one of the following categories:

e Irrelevant;

e Immaterial;

o Unduly repetitious;
e Unreliable; and

e Of little probative value.
22.2(a)

When in doubt, the Presiding Officer will most likely admit, not exclude,
- @vidence.

Confidential Information

The CROP state that, from the outset, confidential information can be
introduced as evidence. The Presiding Officer may make such orders as may
be necessary to consider such evidence in camera, including the preparation
of a supplemental initial decision to address qu questions of law, fact, or
discretion arising out of that portion of the evidence that is confidential
or includes trade secrets.

22. 22(3)

“Inless otherwise permitted by the Presiding Officer,-such -a supplemental
decision, if issued before the final initial decision, is to be treated
like a partial decision and is not appealable until the final initial
decision is issued or certification to appeal an interlocutory decision is
obtained.

22.29(a)

For confidential commercial information, the complainant should be aware

Ahet 5 D.8sCs #1901 prohidbite the ‘disclosure of ‘such ixformation by a
sgowernment ‘official. (See -also ‘Chapter ‘Eleven.)

Materiality and Relevancy

Two standards described in the CROP concern materiality and relevancy.
Materiality and relevancy are legal terms of art, and previous.cases .sbould
 he. coosulted to.determine Jow they have been treated- by -the Agency.

~ Federal case law should also de consulted.
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e Materiality. Material evidence is evidence that is pertinment to or
has a legitimate and effective bearing on the case. For example,
the evidence relating to the status of an officer within a
corporation may be material to proving that he or she knowingly
violated FIFRA by manufacturing a certain pesticide. The officer's
status within the local church, however, is not likely to be
material.

® Relevancy. Evidence that is material may or may not be relevant.
Relevant evidence is evidence that has a tendency to make a fact in
issue more probable or less probable. The emphasis here is on the
probative value of the evidence. The probative value of offered
evidence must be assessed in light of the facts in issue. For
example, to prove that a reporting violation has occurred, evidence
demonstrating that a particular EPA report was prepared but not
gsent would surely be relevant. In contrast, evidence that the firm
generally failed to maintain good business records might still be
considered material but is less likely to be considered relevant or
probative. :

Although materiality and relevancy have technical distinctions, in general,
both standards can be viewed in terms of probative value of evidence. If
an item of evidence has probative value (i.e., tends to prove or disprove a
particular proposition) to the issue for which it is introduced, then both
criteria are satisfied.

Evidence Relatiqgﬁto Settlement

Any evidence relating to settlement that would be excluded under Rule 408
of the Pederal Rules of Evidence (Fed. R. Evid.) is also excluded under
the CROP. BRule 408 of the Fed. R. Evid. generally excludes evidence of
settlement or attempted settlement when it is offered as proof of an
admission of liability. However, this evidence may be admitted for another
purpose, such as proving bias of a witness or disproving a contention of
undue delay. When such evidence is offered for these purposes, it may
still be excluded if the Presiding Officer determines that its probative
value is outweighed by confusion of issues, undue delay, etc.

Testimony of Witnesses

Witnesses are generally examined orally upon oath or affirmation. The
Presiding Officer, however, may allow certain exceptions to this rule
(e.g., an affidavit from a dying witness). Any witness appearing at the
hearing may be cross-examined if the cross-examination is not unduly
repetitious.

22.22(b), 22.22(d)
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Verified Statements in Lieu of Direct Testimony

In lieu of direct testimony, a party may desire that a witness admit into
the record previously prepared statements of fact or opinion. Such a
request may be appropriate when the testimony is technical or academic and
does not lend itself to a clear, cohesive presentation through direct
questions. This type of evidence can be admitted only upon the approval of
the Presiding Officer.

A copy of the written statement must be submitted to the Presiding Officer,
.reporter, and opposing counsel before it is delivered. The evidence
contained in the statement is subject to the same rules of testimonial
evidence that apply to oral testimony (e.g., the witness must swear to or
affirm the statement and is subject to oral cross—examination concerning
the statement).

22. 22(C)

. Affidavits in Lieu of Direct Testimonz

When a witness is "unavailable,” as defined by Rule 804(a) of the Fed. R.
Evid., an affidavit may be admitted into evidence in lieu of oral
testimony. Under Rule 804(a), witnesses are deemed unavailable if they are
exempt by a court order, refuse to testify in spite of a court order, claim
lack of memory, are dying or physically impaired, or are absent despite
efforts to secure their attendance.

22.22(d)

Exhibits and Physical Evidence

“If sxhidits are intyroduced, ‘the original and one copy must ‘be filed with
the Presiding Officer where practicable. ‘A true copy of any exhibit may be
substituted for the original if submitting the original is not possible.
Copies must also be furnished to each party.

22. 22(e)

Official Notice

- Jhe Presiding Officer may :nhe-ntiiniil:nntien-nt -any-matter judicially
noticed in the Federal courts, of matters permitted under Rule 201 of the
Fed. R. Evid., and of other facts that are within the specialized knowledge
and experience of the Agency. Official notice may be sua sponte or upon
motion by ome of the parties. - -
22.22(£)

Afficial -notice under Rule 201.:0f the Fed. R. :Evid. is:limited to adjudicsa~-
.- Z3we facts that -ave not subject -to reasonible :dispute and that are:

e Generally known within the territorial jurisdiction of the
proceeding; or
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e Capable of accurate and ready determination.

"Adjudicative facts”™ directly concern the immediate parties in the
proceeding—who did what, when, where, how, and with what motive or
intent. These facts relate to the occurrence(s) alleged by the pleadings,
which must be adjudicated to decide the case.

The official notice that the Presiding Officer may employ as a result of
the special expertise of the Agency is broader than that permitted by Rule
201 of the Fed. R. Evid. Consequently, official notice extends to all
matters about which the Agency is presumed expert. For example, the
experience and knowledge of the Agency in an environmental area might
justify official notice that, statistically, a physical event always occurs
under a certain set of envirommental circumstances.

Objections and Rulings

Objections about the conduct of the hearing, such as evidentiary and
procedural objections, may be stated orally or in writing. The form of the
objection depends on the circumstances. In general, however, if the
objection involves a relatively complicated argument and if time permits,
it should be written. If it is written, it must comply with the service,
filing, and content requirements specified by Section 22.05 of the CROP.
22.23(a) ' :

Rulings and Exceptions to Rulings

The Presiding Officer must rule on all objections and provide reasons for
the rulings, which will become part of the record. Copies of the ruling
must be served on the parties by the Presiding Officer and the original
entered into the Regional Hearing Clerk's file in accordance with Section
22.06 of the CROP. The CROP also state that to take specific exception to
each overruled objection is not necessary. The exception to an overruled
objection is automatic and is not waived by further participation in the
hearing.

22. 23(..)

Appeal of Ruling

A ruling on an objection is not subject to an automatic interlocutory
appeal to the Administrator. A party wishing to appeal the ruling
immediately, must make a motion in writing within six days of notice of the
ruling to the Presiding Officer to certify such a ruling to the
Administrator. (See also "Appeals of Interlocutory Orders or Bulings” in
this section.)
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Unlike other motions made during a hearing, a request for certification may
not be made orally, but must be in writing.
22.29(a)

Offers of Proof

If evidence is found immaterial, irrelevant, etc. and cannot be introduced,
the party.seeking to introduce it :may not only object to its exclusion, but
may also make an offer of proof. An offer of proof places the evidence
into the official record, and the Administrator on appeal can use such
evidence to reopen the hearing. This offer consists of:

e One copy of the documentary or physical evidence; or
e A brief written summary, if the evidence is testamentary.
~.Such .offers:- of ‘proof ‘are :not :mandatory,-and - the right “to -appeal the
exclusion of evidence is preserved under Section 22.23(a). Nonetheless,

offers of proof should generally be made whenever evidence is excluded.
22.23(b)

Zranscript of Hearing

A hearing must be transcribed verbatim, and the reporter must send the
~original and copies of the transcript to .the Regional .Hearing Clerk for
f1ling. A copy-must also.-be:sent :to the Presiding Officer. .The. Regional
Hearing Clerk must notify all parties of the availability of the tramscript
and permit them to obtain a copy upon payment of a reproduction fee.
Payment may be waived if a party can show that the cost is unduly
burdensome. A certificate of service should accompany each copy of the
transcript. Persons not a party to the proceeding may receive a copy of
the tramscript (except for confidential portions of the tramscript) upon
payment of a reproduction fee.

e dD
The transcript of the hearing is an important document because:

e Many objections and motions made during the hearing are oral and
are thus reflected only in the tramscript; and

e The transcript is used by the parties to draft the proposed
- findings of ‘fact, conclusions ‘of lsw, and ‘orders, which sre then
~gubmitted “to ‘the Presiding Officer for consideration in 1ssuing the
initial decision.
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Proposed Findings, Conclusions, and Orders

At the conclusion of the hearing, parties may submit proposed findings of
fact, conclusions of law, and orders to the Presiding Officer for
consideration in issuing the initial decision.

The purpose of the proposals and supporting briefs is to advocate positions
of the submitting party and to persuade the Presiding Officer to adopt that
party's .proposals.

Procedures

The proposed findings of fact, conclusions of law, and orders, together
with supporting briefs, may be submitted to the Presiding Officer for
consideration within 20 days of notice of the transcript's availability.
The proposals and briefs must be served on the other parties. Although the
Presiding Officer must permit reply briefs, the timing of such briefs can
be specified. The proposals and all briefs must be in writing and must
contain adequate references to the record and authorities relied onm.

22.26

Preparation

In preparing the proposals, the focus should be on issues that the
Presiding Officer must address in the initial decision.

The importance of the proposals and briefs cannot be overemphasized.
Through these materials, the position of the submitting party can be
detailed, and the Presiding Officer can view in depth the merits of the
party's position.

Initial Decision

The Presiding Officer must issue an initial decision as soon as is
“practicable™ after the period specified for filing reply briefs to the
proposed findings, conclusions of law, and orders.

The initial decision should contain the Presiding Officer's:

o Findings of fact and conclusions for all material issues of law or
discretion;

e Reasons for those findings and conclusions;
e BRecommended civil penalty; and

e Proposed final order.
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In determining the dollar amount of the recommended civil penalty assessed
in the initial decision, the Presiding Officer must consider, in addition
to the criteria listed in Section 14(a)(3) of FIFRA, the following:

e Respondent's history of compliance with the Act or its predecessor
statute; and

e Any evidence of good faith or lack thereof.

The Presiding Officer must also consider the guidelines for the assessment
of civil penalties under FIFRA [39 Fed. .Reg. 27711 (1974)].
22.35(c)

Specific reasons must be set forth in the initial decision if the Presiding
Officer increases or decreases the amount of penalty from that originally
assessed in the complaint. The Presiding Officer, however, cannot increase
the amount of penalty from that which was recommended in the complaint if
the respondent has defaulted.

-Challenge‘to Initial Decision

The initial decision becomes a final order within 45 days after it is
served unless:

e A party files a motion to reopen the hearing, which stops the
45~day period until the motion is denied or the reopened hearing is
concluded; or
22.28

e A party makes an appeal to the Administrator, or the Administrator
determines sua sponte that.a review .of .the.initial decision is
- appropriate.
22.27

Motion To Reopen a Hearing

.1f .a .party .believes .that .additionsal -evidence should de dntroduced iato ‘the
. «acord . -that ;party:say msake ‘a:motion to reopen the ‘hearing. -‘Such -a-motion
must be made no later than 20 days after service of the initial decision on
the parties. The motion to reopen the hearing must state the specific
grounds upon which relief 1is sought, state the nature and purpose of the
evidence to be adduced, and show that the evidence is not merely
cumulative. The party must also demonstrate why the evidence was not
introduced at the hearing. The motion must be written and must comply with
~zhe Tequiresents specified for :such motions :and the $iiixng, sexrvice, and

- content -‘requirements for ‘submitting documents.

22.28(a)
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Replies from other parties must be made within 10 days after the motion is
served. The Presiding Officer must render a decision on the motion as soon
as is practicable after the filing of replies.

22.28(b)

Filing a motion to reopen a hearing shall automatically stay the running of
all time periods (e.g., appeals) until such time as the motion is denied or
the reopened hearing is concluded.

Appeals of Interlocutory Orders or Rulings

Immediately Appealable Orders

The only orders or rulings that may be appealed to the Administrator as a
matter of right are:

e Accelerated decisions that decide the entire case;
22.20, 22.29

e Dismissal Orders;
22.20, 22.29

e Default orders; and
22.17, 22.29

e Initial decisions rendered after an evidentiary hearing.
22.27, 22.29

‘All other orders or rulings issued by an Agency official during the
prehearing and hearing proceedings are considered interlocutory. As such,
they must await the issuance of an initial decision before they can be
appealed, unless the Agency official issuing such orders or rulings
certifies them to the Administrator om appeal.

22.29

Procedures and Standards for Interlocutory Orders

A motion for interlocutory appeal of an order or ruling must be filed in
writing within six days of notice of such ruling or order.
22.29

Besides stating the grounds for appeal, the moving party must demonstrate,
to the appropriate Agency official, that:

e The order or ruling involves important legal or policy issues
concerning which there is substantial grounds for difference of
opinion; and
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e Immediate appeal will materially advance the proceeding or that
waiting for normal review will be ineffective or inadequate.

22.29(b)

The motion must also comply with requirements for filing, service, and
content requirements specified in the CROP.

If the Presiding Officer does not certify the interlocutory appeal, a party
may make a motion to the Administrator within six days of service to
reverse that decision on the grounds that it 1is contrary to the public
interest.  This motion must also. comply with the requirements of Section
22.16 and 22.05 of the CROP, except that the appropriate Agency officials
receiving the motion are the Regional Hearing Clerk and the Administrator.

22.29(3)

Actions by the Administrator

If the Presiding Officer certifies the interlocutory appeal, the
- JAdministrator may:
'22.29(c)

e ' Deny the certification as improvidently granted;

e Take no action within 30 days and thereby dismiss the
certification; or

e Grant the certification, review the interlocutory appeal and grant
or deny the appeal on its merits.

Ordinarily, the interlocutqry appeal will be decided on the basis of the
.submissions made by -the Presiding -Officer. . -The Administrator may, however,
.-allow further briefs and -oral .argument.

22.29(c)

Request for Stay

The motion for interlocutory appeal may include a request for stay of the

proceeding pending the Administrator's decision on the certification and

- dnteriocutory appeal. .‘The "request must demonstrate ‘that extraordinary
cdreosstances -exist - to ‘Justify -grenting - the -stay. “If ‘the 'Presiding Officer
grants a request for stay of over 30 days, it must be separately approved

by the Administrator.

22.29(4)
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Sample Default Order

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
REGION III
6TH AND WALNUT STREETS
PHILADELPHIA, PENNSYLVANIA 19106

In Te I.F.&RO mcut NO. III’S‘C
W.G. Neudecker and Sons
1215 Madison Avenue, N.E.
Washington, D.C. 20019
Respondent

DEFAULT ORDER

N o o Nt N N

Preliminary Statement

This civil proceeding for the assessment of a penalty was initiated
pursuant to Section 14(a) of the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, 7 U.S.C. $136 et seq., (hereinafter referred
to as FIFRA) charging that the unregistered pesticide, "Adcide for

Algae Control,” was shipped from Washington, D.C., to Rockville,
Maryland, on September 11, 1982, in violation of Section 12(a)(1)(A) of
FIFRA [7 U.S.C. §1363(a)(1)(A)]. It is hereby determined that an appro-
priate default order shall be issued based on the findings of fact and
conclusions of law as set forth below.

Findiggs of Fact

l. Two cases, each bearing four one-gallon bottles of the product,
“Adcide for Algae Control,” were shipped by W.G. Neudecker and Somns
(respondent) from 1215 Madison Avenue, N.E., Washington, D.C., to Water
Way In., 5544 Sycamore Lane, Rockville, Maryland, on or about September
11, 1982 (Shipping Order No. 45643). A sample from said shipment was
obtained subsequently by representatives of the Envirommental
Protection Agency (EPA), Region III.
2. At the time of said shipment, the product sample bore a label
that it was intended for the prevention of algae and slime.

3. At the time of the said shipment, said product was not :egistered as
a pesticide with EPA.

4. On July 16, 1983, the Enforcement Division, EPA, Region III (the
complainant), issued a complaint and notice of opportunity for hearing to
respondent, pursuant to Section 14(a) of FIFRA [7 U.S.C. $§1361(a)l,
alleging that respondent had violated Section 12(a)(1)(A) of FIFRA by
shipping an unregistered pesticide in interstate commerce [7 U.S.C.
$1363(a)(1)(A)]). (A copy of the complaint is annexed hereto as
Attachment A.)
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1

i

S. In the complaint, a civil penalty of $2,300 was proposed against
respondent. Said penalty was proposed on the basis of its appropriate-
ness to the size of respondent's business, the effect on respondent's
ability to stay in business, and the gravity of the violation as calcu-
lated by reference to the EPA "Guidelines for the Assessment Section
14(a); Citation Charges for Violations™ [39 Fed. Reg. 27711 (1974)]. For
purposes of assessing said penalty, respondent’s gross annual sales were
determined to be between $200,000 and $1 million during the previous
year. Based on prior information communicated to complainant by the
president of respondent, respondent was considered to have had knowledge
of the registration requirement. Accordingly, the proposed penalty was
assessed at $2,300. Furthermore, based on a comparison of respondent's
groes annual sales with the amount of the proposed penalty, it was
determined that said pemalty would have no substantial effect on -
respondent's ability to continue in business.

6. The complaint in the instant case set forth respondent's right to
request a hearing within twenty (20) days of receipt of the complaint,
the requirement .of -a-written answer to: the complaint, and the -conse-
quences of failure to answer the complaint. Furthermore, a copy of the
Consolidated Rules of Practice (CROP), 40 C.F.R. §22.01 et seq., was
enclosed with the complaint.

7. Said complaint was mailed to respomdent on July 16, 1983, via
certified mail. BReceipt No. 202684 was returned to complainant, stamped
July 17, 1983, and bearing the signature "Betty Wilson" as signer for
the addressee. (Copy enclosed as Attachment B.)

8. As of this date, respondent has failed either to respond to the
complaint, request a formal hearing, or file an answer to the complaint

pursuant to.the CROP.

Conclusions of Law

l At the time of above shipment, said product was a pesticide within
the meaning of Section 2(u) of FIFRA by virtue of its label claim of use
- BEatnst - algae, - :aautmmm niiectinnz(:) ofm. 17
TV8.C."$$136(u), 136(t)])

2. By reason of the facts as set out in the findings of fact, respondent
violated Section 12(a)(1)(A) of FIFRA by shipping an unregistered pesti-
cide in interstate commerce. [7 U.S.C. $136j(a)(1)(A)]

3. By failing to.file .2. tigely.answer -to .the. complaint and to Tequest. 2
Zormal -bearing, respondent bas -adwitted .the facts alleged in . the -com—
plaint and has waived its right to a hearing. Accordingly, respondent
18 in default and the proposed civil penalty is therefore due and pay-
able. [CROP, 40 C.F.R. $22.17]
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4., It is further concluded that by reason of the facts as set out in
paragraph five (5) of the findings of fact, the amount of the proposed
penalty is appropriate pursuant to Section 14(a)(4) of FIFRA [7 U.S.C.
§1361(a)(4)] for the following reasons:

a. The penalty is appropriate to the size of the business;

b. The size of the penalty would have no significant effect on
respondent's ability to continue in business; and

c. The violation involves the extremely grave charge of interstate
shipment of an unregistered pesticide.

Order

Respondent shall within sixty (60) days of receipt of this default order
pay by cashier's or certified check a civil penalty in the amount of two
thousand three hundred dollars ($2,300) to the Treasurer, United States
of America. Such remittance may be sent by messenger or certified mail
to the Pesticides Hearing Clerk, U.S. Envirommental Protection Agency,
Begion III, Curtis Building, 6th & Walnut Streets, Philadelphia,

Pa. 19106. In the event of failure of respondent to make said payment
within sixty (60) days of receipt of this default order, the matter
shall be referred to the United States Attormey for the District of
Columbia pursuant to Section 14(a)(5) of FIFRA [7 U.S.C. $1361(a)(5)] for
recovery by appropriate action in United States District Court.

AND NOW, THIS DAY OF October 4, 1983 the foregoing order is hereby issued
under the authority of the Federal Insecticide, Fungicide, and Rodenti-
cide Act, as amended, and the Consolidated Rules of Practice adopted
pursuant thereto. [7 U.S.C. §1361(a)(l)=-(4); 40 C.F.R. §22.01 55_233,]

Reglonal Administrator
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Model Consent Agreement and Final Order

3

Environmental Protection Agency I.F.&R. Docket No. III-54C

In re:

CONSENT AGREEMENT AND
FINAL ORDER

W.G. Neudecker and Sons

1215 Madison Avenue, N.E.,

Washington, D.C. 20019
Respondent

N N Nt ) Nt N N NS

Preliminary Statement

1. This civil proceeding for the assessment of a penalty was initiated
pursuant to Section l4(a) of the Federal Insecticide, Fungicide, and
-Rodenticide ‘Act, :as amended. [7 U.S.C. §136et seq. -(hereinafter

'ﬁﬁtltaa)‘]"Theﬂaction*was-1nstituted by a complaint and notice of

opportunity for hearing, filed upon respondent pursuant to FIFRA,
charging violations of (cite specific sections of the Act)

2. Respondent filed an answer admitting the jurisdictiomal allegations
of the complaint, admits ' (facts admitted) ,
and explains (neither admits nor denies) (facts explained) .

3. Respondent hereby expliéitly waives the right to request a hearing on
any issue consented to herein,

- 4o . Respondent. .consents to. the dssuance of the order hereinafter recited,
with the stipulations and admission of facts and conclusions of law for
the purposes of this proceeding only. Respondent consents to the payment
of a civil penalty of the amount set out in the order.

Pindiqgg of Fact

[The "Findings of Fact”™ section shall state with particularity all

4 figdings -of fact -with respect to-each material allegation noted in the
4 complaint,.]

Conclusions of Law

‘By reason of the facts set forth in the “Findings of'Fact,' it 1s
concluded that respondent .-has vioclated -Section(s) __ .of FIFRA.
Respondent hereby consents to the issuance of the following order. The
(title of the Regional Office) EPA Region hereby recommends that
the Regional Administrator issue the following order:
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Order

Respondent shall within sixty (60) days of receipt of this consent
agreement and final order, pay by cashier's or certified check a civil

penalty in the amount of ($ ) dollars, payable to the Treasurer
United States of America. Such payment shall be remitted to the Hearing
Clerk, EPA Region » (address) . Failure to remit such payment

will result in the referral of this matter to the United States Attorney
General for collection pursuant to Section 14(a)(5) of FIFRA, as amended.

[Alternative Order]

Based on a finding that the payment of any or all of the penalty herein-
before addressed would materially affect respondent's ability to continue
in business, respondent, having duly stipulated to the violations as
charged, is excused from payment in accordance with the terms of Section
14(a)(4) of FIFRA, as amended.

(Signature of respondent)

(Signature of complainant)

Date: At:

It is so ordered. This order shall become effective immediately.

(Signature of Regional Administrator)
Regional Administrator, EPA Region

(Title)
EPA Region

Date: At:

FIFRA Compliance/Enforcement 7-96 Guidance Manual 1983



Chapter Seven

6 Post-Hearing Stage

Appeal of Initial Decision

. .Jurisdiction .of Administrator

The Administrator assumes full jurisdiction of the case immediately after
the Presiding Officer issues an initial decision. The Administrator
assumes jurisdiction regardless of whether or not a party appeals the
initial decision. If, gowever, a party files a motion to reopen a hearing,
the Presiding Officer may rule on that motion.

22.27(c)

Once the initial decision is issued, the Regional Hearing Clerk's File,
which now includes the original initial decision, is forwarded to the
Hearing Clerk. Consequently, the appellant must send any notice of appeal
and accompanying appellate -brief .to the Bearing Clerk. .A.motion to reopen

- 4 hearing, ‘however, .is to .be filed-with the :Regional Hearing Clerk.
22.27(a), 22.30(a)

Notice of Appeal and Appellate Brief

The notice of appeal and appellate brief must comply with the general
fi1ling, service, and form requirements of the CROP where appropriate. The

-notice of .appeal .and -the -appellate -brief must be filed with: the -Hearing
~Clerk . within 20.days:after the-initial -decision is:served ‘on :the-parties.

22.30(a)(1)

The notice of appeal must address the disputed findings of fact and
conclusions of law contained in the initial decision. Specifically, it
must contain: A

e Ciltersstive findings of fact;
e Alternative conclusions regarding issues of law or discretion;

e A proposed order that reflects the conclusions and findings desired
by the appellant; and

FIFRA Compliance/Enforcement 7-97 Guidance Manual 1983



Chapter Seven Pogt-Hearing Stage

® Relevant references to the record and the initial decision.,
22.30(a)(1)

The appellate brief is intended to present the appellant's arguments as to
why the appeal should be granted. As such, it must include:

e A statement of issues presented for review;
e A gtatement of the nature of the case;

o Identification of the facts that are relevant to the issues
presented for review; ‘

e Specific arguments on the issues presented;

e A short conclusion that includes the precise relief being sought;
and

e Appropriate references to the record and the initial decision.

Party's Reply

Any other party or amicus curiae may file a reply brief with the BHearing
Clerk within 15 days of service of a notice of appeal and appellate brief.
The reply brief is specifically intended to address only the appellate
brief and should be 8o limited. Therefore, it should respond to the
argument raised by the appellant, together with references to the relevant
portions of the record, initial decision, or appellate brief. The reply
brief must also comply with service, filing, and content requirements
specified by the CROP.

22.30(a)(2)

Administrator’'s Actions

Even if the initial decision is not formally appealed, the Administrator
may determine Sua sponte that a review of the initial decision is
necessary. The Administrator, however, has only 45 days after service of
the initial decision to review the initial decision.ggg_sggnte. Otherwise,
the initial decision of the Presiding Officer becomes the final order of
the Administrator. 22.27(c), 22.30(b) If the Administrator determines to
review the initial decision sua sponte, the Hearing Clerk shall serve
notice of such intention upon the parties. The notice will include a
statement of issues to be briefed by the parties and a time schedule for
the service and filing of briefs.

22.30(b)
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Scope of Review

The appeal of the initial decision must concern only those issues raised by
the parties in the previous proceeding.
22.30(c)

Oral Argument on Appeal

Oral argument on appeal is not automatic and may be granted only if a party
makes a request to .the Administrator .or the Administrator orders it sua
sponte. In assigning a time and place for oral argument, the Administrator
must consider, the convenience of the parties. There are no standards
specified in the CROP for deciding whether oral argument should be heard.
22.30(4)

:Iinal Order

Timing and Content

The Administrator is required to issue a final order as soon as is
practicable after the final action of the appeal process—either after
filing of appellate briefs, filing of subsequent briefs if ordered by the
Administrator, or oral argument, whichever occurs last,

22.31

The Administrator may, in the final order:

- .9 -Adopt, modify, .or set aside all or some of the findings and
conclusions contained in the initial decision or order; and

® Increase or decrease the recommended penalty unless the initial
decision is a default order (in which case the Administrator may
not increase the recommended penalty).

The CROP requires the final order to contain the reasons for any decision
-that . the. Adminlstrator. aakes.

Motion To Reconsider and Stay Request

A party may file a motion to reconsider a final order within 10 days after
service of the final order. A motion to reconsider must set forth the
matters claimed to have been erroneously decided and the nature of the
-~ alleged- errors. The motion mmy also include. a ‘request -that -the final order
-~ ‘e -gtayed pending a-resolution of ‘the motion to reconsider. Unless such a
request for stay is granted, however, the effective date of the final order
is the date on which it was issued, unless otherwise ordered by the
Administrator.

22.32
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Appeal From Final Order

A party may appeal the findings of the final order to a United States court
of appeals pursuant to the provisions of Section 16(b) of FIFRA. The
obligation to pay the civil penalty does not become due until the party has
exhausted all appeals.

Notice of Ju@gggnt

Upon signature of the final order by the Regional Administrator, the case

will be closed and a notice of judgment prepared and sent to Headquarters

for publication in accordance with the requirements under Section 16(d) of
the Act. (See Appendix 2, Notices of Judgment.)

Payment of Penalty

The payment of the civil penalty specified in a final order of the
Administrator is due and payable in full within 60 days after the
respondent receives the final order, unless otherwise agreed by the
parties.

22.31(b)
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Judicial Enforcement: Civil Actions
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1 Introduction

Under FIFRA, regulatory remedies are initially and primarily handled .
_-through -the use of -adminigstrative actions. However, in those instances
--.where EPA 4is . unable ‘to :obtain -compliance with administrative actions, the

Act authorizes EPA to seek relief through civil court injunctive and in rem

(seizure) proceedings.

"An injunction is a writ issued by a court forbidding or commanding a person
to perform a particular act. Injunctions involve the equity powers of
Federal courts and are generally viewed as an extraordinary form of
relief. Consequently, they are not readily granted and a party seeking

injunctive relief has a heavy burden in demonstrating the need for such
action.

- In rem (aeizure) proceedings signify acts against things rather than ‘
"IndIviduals. “Thevrefore, a proceeding “in rem" is one.taken against
property and has for its object the disposition of the property.
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2 Elements of a Violation: Civil

~ ‘Bvidence in. Support of Civil Actions

Civil actions require supportive evidence that goes beyond the prima facie
evidence necessary to establish administrative violations of FIFRA. 1In
some instances, this may require the use of expert witnesses to establish
certain elements of proof (e.g., immediate and irreparable injury). Below
follows a list of additional evidentiary showings that should be met before
undertaking an injunctive or in rem action.

Iniunctive Actions*

-Iraditionally, -courts have yequired ‘the petitioner or plaintiff to make the
following showings before a permanent injunction would be issued:

e There is an inadequate remedy at law;
e The applicable administrative remedies have been exhausted; and

e Irreparable injury, loss, or damage will result if the relief is
.. notgrented.

Issuance of a preliminary injunction or temporary restraining order would
require the following additional showings:

o Immediate and irreparable injury, loss, or damage will result if
the relief is not granted; and

* These actions may consist of permanent injunctions, preliminary
injunctions, or temporary restraining orders. These types of injunctions
are discussed in more detail in Section 4 of this chapter.
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o There is8 a likelihood of success at trial, based on facts béfore
the court.

The above criteria are not, however, uniformly applied by the various
judicial districts. While some jurisdictions emphasize different aspects
of the criteria, other courts have developed alternative tests that use
some, but not all, of the elements listed above. For this reason, an
attorney considering this type of civil action should research recent
trends in the jurisdiction in which the injunction is being sought.

In Rem (Seizure) Actions

For a pesticide or pesticidal device, the Act specifies that the following
jurisdictional conditions be met before initiating an in rem (seizure)
proceeding:

e The pesticide or device is found and seized within the jurisdiction
of the district court that will hear the action; and

e The pesticide or device is being transported or, having been
transported, remains unsold or in original unbroken packages; or

e The pesticide or device is sold or offered for sale in any State;
or

e The pesticide or device is imported from a foreign country.

Use of Expert Witnesses

As in the case of administrative actions, civil judicial enforcement
proceedings generally require the presentation of expert testimony by EPA
personnel appearing as witnesses. Such testimony is used to establish
certain elements of proof that justify the relief sought (e.g., the showing
of immediate and irreparable injury for obtaining an injunction).

Witnesses should be selected for their direct kmowledge of the
circumstances surrounding the suspected violation, because the witnesses
will be required to relate any such knowledge to the court. (See Appendix .
5, "Expert Witnesses.")
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3 Procedures for Filing Actions

Requests for FIFRA civil court actions are referred to the Department of
Justice ‘or ;the. appropriate-lnited :‘States ;Attorneys Office by the Associate
Aduinistrator for “OLEC-(or “the - Associate ‘Administrator's designee).* 1In
most instances, the Regional Office will initiate the request for an
injunction or an in rem action and will designate the lead Agency
attorney.** The lead attormey is responsible for preparing the “referral
package,” which, upon completion, is sent from the Regional Office to
OLEC. A copy of the package should also be forwarded to PTSCMS.

A referral package contains:

e Referral Memorandum. A referral memorandum identifies the primary
elements of the proposed litigation. Specifically, the memorandum,
- at.a minigmum, should include:

- Identification of the potential defendants;
- Brief factual summary of the case;

=~ JIdentification of the major issues (including potential problems
that may exist with the case);

* The Regional Office has independent authority to refer requests for
emergency temporary restraining orders under FIFRA to the Department of
Justice and the appropriate United States Attorneys Office. When
exercising this authority, however, the Regional Administrator must
notify the Associate Administrator for OLEC and the Assistant .
Administrator for Pesticides and Toxic Substances (or their designees).

.- %% Feadqoarters “program and Enforcement Counsel staff may participate more
actively in the case development process if precedential or nationally
significant issues are involved.
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- Status of past Agency enforcement efforts; and

- Names of Agency and Department of Justice attorneys who are
involved in the case, including the lead attormey.

e Civil Litigation Report. In addition to the referral memorandum,
the referral package must contain a litigation report, prepared by
the designated lead EPA attorney. (For a complete outline and
guide to preparing the report, see Exhibit 8-1.) The report must
include a synopsis of the facts and history of the violationm,
including past violations by the potential defendant. The report
must cite the specific sections of FIFRA and its regulations that
have been violated.

The report must show that all elements of the violation have been
satisfied. For each element, the report should indicate the
available supporting evidence. A copy of the necessary documentary
evidence and summary of the expected expert testimony should be
attached to the litigation report.

The lead attormey should include a statement regarding the specific
relief to be sought (e.g., injunctive or in rem action). The
report should also include a list of any equities that may weigh
against granting the relief sought by EPA; any expected defenses by
the violator (and how they will be countered); and any past,
anticipated, or pending State or Federal actions (administrative or
judicial) against the violator. Where an injunction is requested,
the report should discuss the likelihood that the violator would
comply without the imposition of am injunction.

Once the referral package is received by Headquarters, Enforcement Counsel
attorneys will conduct a limited final legal review to ensure completeness
and consistency in application of enforcement policy. The case will then
be transmitted to the Department of Justice or the appropriate United
States Attormeys Office. OLEC will notify the Regional Administrator and
the Assistant Administrator for Pesticides and Toxic Substances (or their
designees) upon the transmittal of the civil referral.

Following the referral of a case, the lead EPA attorney will be responsible
for coordinating responses to all requests for supplemental information by
the Department of Justice or the United States Attorneys Office. The lead
Agency attorney also will be responsible for keeping program officials and
other previously involved Agency attornmeys apprised of case developments
after referral.

Agency employees who are involved in the investigation and referral to the
Department of Justice of civil FIFRA actions should familiarize themselves
with the Agency documents listed below. These documents are contained in
EPA's General Enforcement Policy Compendium.

e Memorandum of Understanding Between the Department of Justice and
the Enviromnmental Protection Agency (6/15/77);
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® Quantico Guidelines for Enforcement Litigation (4/8/82);

e General Operating Procedures for EPA's Civil Enforcement Program
(7/6/82); and

o Case Referrals for Civil Litigation (9/7/82).
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Model Civil Litigation Report Outline and Guide*

Title Page

A. Identify the facility by name and location and indicate the parent
company if different from the facility name.

B. Identify who prepared the report (both legal and technical
personnel) indicating addresses and telephone numbers.

C. Show the date of completion/submission of the report.

Table of Contents (Standardized FExample)

I. Information Identifying the Defendant(s) Page
II. Synopsis of the Case Page
II1. Statutory Authority Page __
Iv. Description of Defendant's Business and
Technical Description of the Pollution Source Page
A. Facility Description ' Page
B. Source of Pollution Page

C. Pollutants Involved; Environmental Harm
(Where Appropriate) Page

D. Available Control Technology and/or
Bemedial Action Page

* The Model Civil Litigation Report Outline and Guide is to be used
for all Agency civil referrals to the Department of Justice. Civil
litigation reports, however, are most frequently used in referring
civil court actions under statutes other than FIFRA. Therefore,
certain sections of the report would not need to be as detailed as
those prepared for referrals involving non-FIFRA violations. For
example, since FIFRA referrals involve only requests for injunctive
or in rem relief, civil penalties would not need to be discussed in
Section VII of the report (Relief Requested).
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v. Administrative and Enforcement History Page
vI. Required Elements of Proof and Evidence Page
A. Elements of Proof Page
B. Evidence of Violation Page
C. Evidence of Environmental Harm

--{Where -Appropriate) Page
D. Discovery - _ Page __
E. Evidence Favorable to Viclator Page
F. Government Witnesses Page
G. Defense Witnesses . Page ___
H. Resource Needs Page
VII. Relief Requested ' _ Page
A. Preliminary Injunction Page
B. Standards To Be Met Page
C. Compliance Schedule Page
D. Stipulated Contempt Fines _Page
‘j = ""”Ci‘vi;l"-‘?enalti*e; ' Page
F. Necessary Bonds Page
VIII. Anticipated Issues ‘ Page
A. Possible Defenses Page _
C. Pending Related Administrative or Court Action Page
D. Other Issues - Page

E. Discussion of Any Potential Practical
IX. Iitigation Strategy Page
A. Need for Preliminary Injunction Page

E
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B. Potential for Summary Judgment Page
C. Settlement Potential Page
D. Other Potential Defendants Page
X. Index of Attachments Page
XI. Attachments Page

e Copies of correspondence
e Copies of relevant regulated submissions
e Copiles of relevant policy memos, regulations, interpretations

Body of the Report

I. Information Identifying the Defendant(s)
A. Legal name of company
B. Address: Corporate headquarters
C. Name of facility (if different from "A")
D. Address of facility (if different from "B")
E. SIC code
F. State of incorporation
G. Registered agent for service
H. legal counsel (name, address, telephone number)

I. Judicial district in which violator is located

1I. Synopsis of the Case

This section should be a one-or two-page articulation of the heart
of the case. It should describe both the violation and the
proposed relief. It should not describe statutory authority or
intricate legal issues in detail.

This succinct statement of the case will provide the reader a
framework in which to fit the details developed and presented in
the body of the litigation report.
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4

III.

. nature, and a violator's recalcitrance may be touched upon in

The factual basis of the case should be touched upon. Purely
conclusory characterization of the case is not as useful as
showing the facts of a violation and requested relief. For
example, it is better to say a violator discharged or emitted X
quantity of Y pollutant for Z days, than to simply say that the
violator did not comply with the terms of a permit, State Imple-
mentation Plan (SIP), or statute.

The environmental seriousness of the violation, its ongoing

this section (but will -also be developed later in paragraph
Iv(C)).

Statutory Authority

A. Present the substantive requirements of the law and
applicable regulations. Reference all federal statutes by
PeSeCo citation-as well -as Dy the section of the ‘pertinent
Act. Summarize the enforcement authority, jurisdiction, and
venue. Specific elements of proof are to be addressed in

paragraph VI.

B. Lengthy dissertation on the law is unnecessary. However, in
the instance of State Implementation Plans under the Clean
Alr Act, or Water Quality Standards under the Clean Water Act,
or involvement of any other state law or regulation, a more
extensive explanation of the law or regulation may be
necessary. Pertinent excerpts from any applicable state
laws or regulations should be identified and attached to the

-~ Jdtigation veport.

C. Any prior interpretation of pertinent state laws or
regulations which are germane to the case should be
referenced when identifying the law violated. If a state's
interpretation of the law has been different from ours, the
issue should be discussed with the state and fully explained
in this section of the litigation report. (This section may
then be referenced when discussing potential defenses, etc.,

4n"paragraph VIIL.)

D. List any other possible theories of violation under federal,
state, or common law. v

Description of the Defendant's Business and Ihchnical Description -
of the Pollution .Source .

A. Describe the violating corporation and the particular
division or facility in question. Any interesting corporate
interrelationships or subsidiaries should be noted.
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B.

c.

Discuss the business of the corporation and/or division,
providing details about the facility in question, what is
produced, and what causes the pollution. Emphasis should be
on the particular process that is causing the problem. Plant
and process should be thoroughly explained, including those
outfalls or emission points not subject to this enforcement
action. Diagrams should be referenced and attached to, or
included in, the litigation report. Photographs of the
source may be helpful.

Discuss the types of pollutants being discharged, and
potential health and environmental effects. Although the
seriousness of the violation is not technically a requirement
of proof in enforcement of certain statutes, it is sometimes
relevant to the assessment of penalties and equitable

relief. For this reason, it should be discussed in the report
although it will not be the sole determinant of whether a
case has prosecutorial merit. The Department of Justice has
suggested the following considerations in assessing the
seriousness of the violation:

e The discharge of toxics or mutagens or carcinogéns is more
serious than the discharge of conventional pollutants;

e The discharge of large quantities of pollutants
is more important than the discharge of small quantities;

e Bioaccumulative wastes posing long-term threats are more
serious than biodegradable wastes;

e The discharge of pollutants in an area not attaining
primary ambient air quality standards is more important
than discharges in an area not meeting secondary
standards;

e The discharge of pollutants that directly and demonstrably
affect health or the environment is more than those that
"have no direct or obvious effect;

e Ongoing present violations that the Government seeks to
stop are more important than episodic violations which
have ceased; and

o A defendant with a history of violations is more worthy
of attention than a first offender.

If a case does not present obvious "serious”™ health effects
or environmental harm, but is compelling for some other
reason (e.g., deterrence of continued, blatant violations of
the law), this should be indicated.
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D. Discuss available methods of controlling the problem.
Specify technology(s) that will achieve the imposed limits,
and indicate the time requirements for a schedule of
compliance which considers time necessary for design,
contracting, construction, and startup. (This 1is not
inconsistent with EPA policy of not prescribing specific
compliance technologies. This information may be necessary
in court to illustrate technical feasibility if requested by
the judge.)

- Cost ‘estimates ‘should be ‘included, to the extent known.
Indicate the reliability of the estimates. (Reference
paragraph VII(E) as appropriate.)

v. Chronological Administrative History and/or Earlier Enforcement
Actions (State and Federal)

. Ae Show all attempts' to exact -compliance or impose sanctions
administratively or judicially that have been considered or
taken. A full historical chromology should be presented.

B. Indicate whether necessary notice pursuant to the statutory
requirements has been given to the violator prior to-
initiation of court actiom.

vIi. Required Elements of Proof and Evidence

A. List the necessary elements of proof to establish the
--violation mnder each statute involved.

B. Present a detailed, objective, factual analysis of all real,
documentary, and testimonial evidence corresponding to each
necessary element of proof in paragraph VI(A) above.

Indicate the location of all real evidence.

Reference each item of documentary evidence as an attachment,
1 .. crmxeept-where ‘it 18 200 -voluminous (in which case indicate its
4- - evpresent location).

Identify all witnesses by name (indicating whether lay or
expert), when indicating the import and substance of their
testimony. Complete addresses and phone numbers of witnesses
will be listed in paragraph VII(E) below. '

" La - Discovery. - here evidence :mxy: be.sade  svailable by
discovery, indicate:

l The type of evidence anticipated;
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VIiI.

2. The person or organization currently having the
evidence; and

3. The type of discovery to be used.

Asgsess the quality of the evidence. Be objective. Any facts
or circumstances that affect the strength of the Agency's °
proof should be explicitly set forth. The newness or oldness
of evidence is relevant; the dependability of testing
techniques is important. Any assumptions, and the reasons
for them, should be spelled out.

D. If establishing environmental harm is important to the case,
set forth the evidence of harm (as done in paragraph VI(B)
for elements of substantive violation).

E. List all evidence favorable to the violator, including test
results that differ from EPA's. Any relevant fact that may
bear adversely on the Government's contentions should be
highlighted. Defense witnesses, to the extent they can be
anticipated, should be listed in paragraph VI(G).

F. List all government witnesses alphabetically with business
address, and telephone number and home phone number. Quali-
fications of experts sho