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Missouri

Defense Contract Administration
Services Region, St. Louis, 1136
Washington Avenue, St. Louis, Missouri
63101.

New York

Defense Contract Administration
Services Region, New York, 201 Varick
Street, New York, New York 10014.

Ohio

Defense Contract Administration
Services Region, Cleveland, Anthony J.
Celebreezze Federal Building, 1240 East
Ninth Street, Cleveland, Ohio 44199.

Defense Construction Supply Center,
Columbus, Ohio 43215.

Defense Logistics Agency Systems
Automation Center, P.O. Box 1605,
Columbus, Ohio 43216,

Defense Electronics:Supply Center,
1507 Wilmington Pike, Dayton, Ohio
45444,

Defense Automtic Addressing System
Office, Gentile Air Force Station,
Dayton, Ohio 45444.

Pennsylvania

Defense Depot Mechanicsburg,
Mechanicsburg, Pennsylvania 17055.
Defense Contract Administration
Services Region, Philadelphia, 2800

South 20th Street, Philadelphia,
Pennsylvania 19101,

Defense Industrial Supply Center, 700
Robbins Avenue, Philadelphia,
Pennsylvania, 19111.

Defense Personnel Support Center,
2800 South 20th Street, Philadelphia,
Pennsylvania, 19101.

Tennessee

Defense Depot Memphis, 2163
Airways Boulevard, Memphis, -
Tennessee 38114.

Defense Industrial Plant Equipment

Center, Memphis, Tennessee 38114,
Texas

Defense Contract Administration
Services Region, Dallas, 500 South Erva
Street, Dallas, Texas 75201.

Utah

Defense Depot Ogden, Ogden, Utah
84407,

Virginia

Defense Technical Information
Center, Cameron Station, Alexandria,
Virginia 22314.

Defense Logistics Agency
Administrative Support Center,
Cameron Station, Alexandria, Virginia
22314.

Defense General Supply Center,
Richmond, Virginia 23287.

[FR Doc. 84-20097 Filed 7-31-84; 8:45 am]
BILLING CODE 3810-01-M
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Human Development
Services

[Program Announcement 13612-851]

Announcement of Availability of Fiscal
Year 1985 and 1886 Competitive
Financial Assistance for Projects To
Promote Social and Economic Self-
Sufficiency for Native Americans

AGENCY: Office of Human Development
Services, DHHS.

ACTION: Program announcement.

SUMMARY: The Administration for
Native Americans (ANA) announces
that applications are being accepted for
competitive financial assistance under
section 803 of the Native American
Programs Act of 1974, Pub. L. 93-644, as
amended. Regulations covering this
program are published in the Code of
Fedreal Regulations in 45 CFR Part 1336,

DATES: The closing dates for receipt of
applications are October 10, 1984,
February 28, 1985, and June 30, 1985.

FOR FURTHER INFORMATION: Applicants
who wish information regarding this
program announcement may contact
Anita Wright (202-245-730) or Tom
Battiste (202-245-7727), ANA, Human
Development Services, Department of
Health and Human Services, 330
Independence Avenue, SW.,
Washington, DC 20201

ANA Mission

The purpose of the Administration for
Native Americans is to promote
economic and social self-sufficiency for
American Indians, Alaska Natives, and
Native Hawaiians. In this context, self-
sufficiency is the level of development
and degree to which a Native American
community can provide for the needs of
its community members and pursue its
own social and economic goals,

ANA Program Goals
ANA has three program goals:
1. Governance

To promote the development or
strengthening of tribal governments and
native American institutions and local
leadership to assure local control and
decision-making over all resources.

2. Economic Development

To foster the development of stable,
diversified local economies and
economic activities whith provide jobs,
promote economic well-being, and
reduce dependency on welfare services.

3. Social Development

To support local access to, and
coordination of, services and programs
which safeguard the health and well-
being of Native Americans and which
are essential to a thriving and self-
sufficient community.

ANA provides financial assistance to
public and private non-profit
organizations including Indian Tribes,
urban Indian centers, Alaska Native
villages, Native Hawaiian organizations,
rural off-reservation groups, and other
Native American organizations for the
development and implementation of
social and economic development
strategies that promote self-sufficiency.
These projects are expected to result in
improved social and economic
conditions of Native Americans within
their communities and to increase the
effectiveness of Indian Tribes and
Native American organizations in
meeting their economic and social goals.

The local community has the primary
responsibility for determining its own
needs and priorities and for planning
and implementing its own programs. The
local community is in the position to
decide on the best approach to pursuing
social and economic self-sufficiency.

Purpose of This Program Announcement

The purpose of this program
announcement is to announce the
availability of assistance to promote
self-sufficiency for Native Americans
through support of local social and
economic development projects.

Proposed projects will be reviewed on
a competitive basis against the
evaluation criteria identified in this
announcement.

Program Priority and Expected
Outcomes

The ANA program priority is to fund
projects that will make the greatest
impact in promoting social and
economic self-sufficiency for Native
Americans. The applicant’s proposal
must clearly identify in measurable
terms the expected results of the project
and the positive impact on the
community. ANA encourages applicants
to consider innovative approaches to
addressing the social and economic
conditions in the community. Some
examples of the types of measures and
results expected from the ANA-
supported projects are the following:

Governance—ANA Goal No. 1

¢ Increase in number of programs
operated by the Indian Tribe that were
previously run by Federal employees.

* Tribal commercial codes enacted to
control commerce in Indian country and

to promote an environment conducive to
economic development.

» Adoption codes enacted by the
Tribe separately or as part of a
comprehensive Tribal children's code.

¢ Child abuse and neglect reporting
code enacted by the Tribe separately or
as part of a comprehensive children's
code.

* Environmental protection codes
enacted.

* Taxation codes enacted and
revenue generated to cover some of the
costs of Tribal government operations.

* Energy development codes enacted
to protect the environment, promote
energy development and the socio-
economic growth of the local economy,

¢ Implementation of a merit
employment personnel system to
provide a stable, efficient and effective
Tribal civil service system.

 Increase in the ratio of Fribal
employees to Federal employees
providing services to Indians.

¢ Cooperative Tribal/State
agreements executed in new areas of
mutual support and benefit.

¢ Increase in Native American
representation on city, county, and/or
State advisory boards or commissions
that have influence in allocating public
resources and planning public services.

» Research, documentation, and/or
presentation of evidence to support
claim for recognition as an Indian Tribe
or to clarify jurisdictional status as a
governmental entity.

Economic Development—ANA Goal No.
2

An increase in the:

* Number of business starts and
expanded manufacturing trade and
retail efforts initiated.

* Number of new agricultural and
mining efforts initiated.

* Number of Native American owned
and operated businesses established or
expanded.

¢ Number of non-Indian owned
businesses established a reservation.

« Amount of revenue generated from
energy development.

* Amount of revenue generated from
business and agricultural enterprises.

* Number of urban Indian business
enterprises initiated.

* Number of urban Indian economic
businesses developed or expanded.

» Federal housing units transferred
from Federal control to Indian Tribal
management and used for rent or sale to
include, but not limited to, housing
currently operated by the Bureau of
Indian Affairs and the Indian Health
Service serving Federal employees on
Indian reservations.
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* Increase in home ownership in a
community by Native Americans.

» Number of housing units
constructed, renovated and/or sold.

» Number of jobs resulting from an
ANA grant project.

» Number of placements by the
enactment of Tribal employment rights
ordinances (TERO).

* Establishment under Indian
sponsorship of a for-profit health care
system for Indians and non-Indians
including outpatient and hospital care
through free-for-service, insurance
reimbursements and other third-party
claims and contracts for Indian health
services operating at the local level.

Social Development—ANA Goal No. 3

» Assuming local control of planning
and delivering social services in Native
American communities.

» Licenses obtained by Native
American urban organizations to
provide social or other services for State
and local governments.

» Increase of Native American
volunteers working in the community.

* Increase in employer-provided
social services, such as day care and
counseling.

* New service programs established
with ANA funds and funded for
continued operation by local
communities or the private sector.

* Reduction in the number of out-of-
home placements of Native American
children.

* Increase in Native American
children adopted or placed in permanent
homes who would otherwise be in foster
care or institutions.

* Increase in Indian children
returning home from foster homes.

* Increase in number of
developmentally disabled Native
American children served by
appropriate agencies.

* Decrease in General Assistance
caseload and Aid to Families with
Dependent Children caseload.

* Decrease in Native American
suicides.

* Decrease in Native American child
abuse and neglect incidences as a result
of improved social conditions such as
employment and improved social
services in the community.

* Decrease of fetal alcohol syndrome.

* Urban Indian organizations
establishing formal linkages with local
governments.

There are other definitive results,
benefits, and impacts that can accrue
from a project. The major emphasis is
the use of ANA resources to create
definite, measurable, and positive
results or impact in the community by
the end of the Project period.

Note—ANA will reject applications which
request funding for on-going direct service
delivery. Projects must be developmental in
nature, be completed or self-sustaining at the
end of the project period, or be maintained by
other ANA resources, and result in the
improved well-being of the members of the
community.

Cooperative Management Initiative

The Cooperative Management
Initiative (CMI) is an Office of Human
Development Services' (HDS)
management initiative to strengthen
local coordination and enhance the
efficiency of HDS Indian programs:
ANA social and economic development
grants, ACYF Head Start grants and
AoA Title VI grants. The purpose of
local cooperative management of
Federal programs is to reduce
administrative burden and duplicative
reporting requirements which Indian
Tribes encounter when they administer
more than one HDS grant. Additionally,
CMI facilitates management
improvements and joint use of facilities
at the Tribal level.

All Indian Tribes which have two or
more HDS grants are eligible to
participate in this cooperative effort.
Currently participating Tribes and those
Tribes interested in joining CMI should
state their intent in the narrative portion
of their application. For further
information on CMI, contact: Bernice
Harris, CMI Coordinator, Office of
Human Development Services,
Department of Health and Human
Services, 330 Independence Avenue
SW., Washington, DC 20201: (202) 245~
7730.

Eligible Applicants

The following organizations which are
not current grantees of ANA are eligible
to apply for a grant award under this
announcement: Federally recognized
Indian Tribes; consortia of Indian
Tribes; non-Federally recognized Tribes;
non-profit multi-purpose Indian
organizations; urban Indian centers; and
non-profit Native Hawaiian
organizations.

Fiscal Year 1984 grantees of ANA,
with the exception of Native Alaskan
grantees, whose project period
terminates in Fiscal Year 1985, are also
eligible to apply. (The Project Period is
noted in Block 7 of the “Notice of
Financial Assistance Awarded".)

Alaska Native villages and Regional
Alaska Native non-profit corporations
are not eligible under this program
announcement because a separate
program announcement was published
exclusively for Fiscal Years 1984 and
1985 funding of Alaska Native Projects:
Program Announcement No. 13612-833,

published in the Federal Register on
May 16, 1983 (48 FR 22126-22128).

For Fiscal Year 1986, ANA plans to
publish another competitive program
announcement exclusively for Alaskan
Native projects.

Individual consortia members may
apply for direct funding from ANA, even
though their consortium organization is
an ANA grantee, providing the projects
are different from those funded by ANA
to the consortium and the application
indicates that the consortium
organization has been notified of the
individual member's intent to apply for
a grant award from ANA. The
consortium must recognize that if one of
its members receives direct funding from
ANA, the grant award to the consortium
may be renegotiated.

Available Funds

ANA excepts to award approximately
$4 million in Financial Assistance
Section 803 funds for each of the three
closing dates under this program
announcement, a total of $12 million. Tt
is anficipated that a total of 75 grants
will be awarded under this program
announcement.

Applications for projects of one, two,
or three years duration may be
submitted. Applicants proposing
projects for more than one year must
submit full applications on all program
activities for the entire project period.
that is, for years one, two and three, not
just for the first year. The budget period
for each grant award will be for twelve
(12) months. Funding after the first year
of a multi-year project will depend upon
grantee's progress in achieving the
objectives of the project according to the
approved work plan, the availability of
funds, and compliance with the Native
American Programs regulations.

For projects approved for more than
one year, only minimal application
information for subsequent year funds
will be required. Specific guidance will
be provided to those grantee to whom
this applies in Fiscal Year 1986.

Note.—ANA will make only one grant
award to a tribe or organization under this
program announcement.

Grantee Share of Project

Grantees must provide at least 20
percent of the total approved cost of the
project, which may be cash or in-kind.
The total approved cost of the project is
the sum of the Federal Share and the
non-Federal Share. A budget detailing
applicant’s non-Federal Share in the
project must be included in the
application. -
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The Application Process
Availability of Application Forms.

In order to be considered for a grant
under this program announcement, and
application must be submitted on the
forms supplied and in the manner
prescribed by ANA. The application kits
containing the necessary forms may be
obtained from: Department of Health
and Human Services, Administration for
Native Americans, Room 5300, North
Building, 330 Independence Avenue,
SW., Washington, D.C. 20201. Atin: Mrs.
Casandra Byrd, (202) 245-7727.
Attention: No, 13612-851.

Application Submission.

One signed original and the
appropriate number of copies of the
grant application, including all
attachments, must be submitted to the
address specified in the application kit.
The application shall be signed by an
individual authorized to act for the
applicant agency and to assume for the
agency the obligations imposed by the
terms and conditions of the grant award,
including Native American Program
rules and regulations.

Application Consideration

The Commissioner of ANA
determines the final action to be aken
with respect to each grant application
received under this announcement.

* Incomplete applications and
applications which do not conform to
this announcement will not be accepted
for review. Applicants will be notified in
writing accordingly.

* Complete applications which
conform to all the requirements of this
program announcement are subjected to
a competitive review and evaluation
process against the published criteria.
The results of this review will assist the
Commissioner in making final funding
decisions.

* The Commissioner's decision also
takes into account the comments of the
ANA staff and other interested parties.

* The Commissioner makes grant
awards consistent with: the purpose of
the Native American Programs Act; The
ANA regulations; this program
announcement; and the limits of the
announced available funds.

* When the Commissioner has made
decisions on all applications,
unsuccessful applicants are notified in
writing. Successful applicants are
notified through an official Notice of
Financial Assistance Awarded. This

Financial Assistance Notice states the
amount of funds awarded, the purpose
of the grant, the terms and conditions of
the grant award, the effective date of the
award, the budget period, the project
period, and the amount of non-Federal
share grantee participation.

Criteria for Review and Evaluation

Applications which conform to all the
requirements of this program
announcement will be evaluated against
the following criteria:

(1) The proposed project, when
completed, will show a measurable
increase in the social and economic self-
sufficiency of a specific Tribe or
community. The benefits or impact
expected in the community, as a result
of achieving the project objectives, are
quantifiable, measurable, and do not
depend upon on-going support from
ANA. See Section labeled "Program
Priority and Expected Outcomes” for
examples of quantifiable and
measurable impact and benefits. (25
Points)

(2) The application specifies long-
range community goals and project
priorities, identifies a well-defined
strategy and a sound methodology for
achieving the project objectives and
clearly identifies how improvements
will be sustained at the end of ANA’s
funding. The goals, objectives, activities,
and expected results relate to each
other, are realistic, and are based on a
locally developed social and economic
development strategy. Specific evidence
of the commitment of the local
community and the support of the
governing body are contained in the
application, resource commitments for
the proposed project from the
community and applicant organization,
cited reports or studies which support
the feasibility of the proposed project.
(20 Points)

(3) The proposed project objectives
and activities identified in Part IV of the
application are clearly defined,
sufficiently detailed, in logical order,
and provide a basis for project
monitoring. (15 Points)

(4) The application presents a detailed
budget specifically related to the work
plan objectives in Part IV. It has
complete explanations and justification
of line items, including technical
assistance. The budget cost is
reasonable to the government in terms
of the outcome and benefits expected.
(10 Points)

(5) The application identifies by
position or role all proposed key
personnel, consultants and contractors.
Their qualifications are demonstrated
by the inclusion of resumes, position
descriptions, and consultant and
contractor capability statements. (15
Points)

(6) The management and
administrative capabilities which are
necessary to ensure accountability and
to justify receipt of Federal funds are
evident in the application. (5 Points).

- (7) The application demonstrates the
coordinated use of specific non-Federal
and Federal resources (other than from
ANA) as part of its strategy to move
toward self-sufficiency through social
and economic development during the
project period. (10 Points)

Due Dates for Receipt of Applications

The closing dates for applications
submitted in response to this program
announcement are October 10, 1984,
February 28, 1985, and June 30, 1985,

Mailed Applications

Applications mailed through the U.S.
Postal Service or a commercial delivery
service shall be considered as meeting
the deadline if they are either:

1. Received on or before the deadline
date; or

2. Sent on or before the deadline date
and received in time for submission to
the review panel. (Applicants are
cautioned to request a legible U.S.
Postal Service postmark or to obtain a
legibly dated mailing receipt from the
commercial carrier or U.S. Postal
Service. Private metered postmarks will
not be acceptable as proof of timely
mailing.)

Late Applications

Applications which do not meet these

criteria are considered late applications
and will not be considered in the current
competition.
(Catalog of Federal Domestic Assistance
Program Number 13.612 Native American
Programs)

Dated: July 11, 1984,

William Lynn Engles,
Cominissioner, Administration for Native
Americans.
Approved: July 25, 1984,
Dorcas R. Hardy,
Assistant Secretary for Human Development
Services.
[FR Doc. 84-20288 Filed 7-31-84; 8:45 am|
BILLING CODE 4130-01-M
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Part IV

Environmental
Protection Agency

40 CFR Parts 152 and 162

Pesticide Registration and Classification
Procedures; Procedures To Ensure
Protection of Data Submitters’ Rights;
Final Rule and Notification to Secretary
of Agriculture
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 152 and 162
[OPP-30076; FRL 2618-8]

Pesticide Programs; Pesticide
Registration and Classification
Procedures; Application Procedures
To Ensure Protection of Data
Submitters’ Rights

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This rule describes methods
that applicants for registration, amended
registration, and reregistration of
pesticides can use to comply with the
provisions of FIFRA sec. 3(c)(1)(D) with
respect to submission or citation of data,
The rule establishes procedures
intended to protect the economic
interests of pesticide data submitters. At
the same time, the rule gives applicants
a wide choice of ways in which to
comply with FIFRA sec. 3(c)(1)(D).
These procedures are adopted following
the publication of a proposed rule in the
Federal Register of December 27, 1982
{47 FR 57624), an additional request for
comments on several topics set forth in
the notice extending the comment
period, published in the Federal Register
of March 30, 1983 (48 FR 13196), and
recent Supreme Court decisions on data
submitters’ rights.

DATE: This rule becomes effective at the
end of 80 calendar days of continuous
session of Congress from the date of
promulgation as provided in FIFRA sec.
25(a)(4). After that period has elapsed,
the Agency will issue for publication in
the Federal Register a notice announcing
the effective date of this rule.

FOR FURTHER INFORMATION CONTACT:

By mail: Jean M. Frane, Registration
Division (TS-767C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
D.C. 20460.

Office location and telephone number:
Rm. 1114, CM#2, 1921 Jefferson Davis
Highway, Arlington, VA, (703-557-
0592).

SUPPLEMENTARY INFORMATION: OMB

Control Nos, 2000-0012 and 2000-0468.
This preamble is organized according

to the following outline:

1. Background
A. The 1978 Data Compensation Approach
B. The Mobay Decision
C. The NACA Decision
D. The Monsanto District Court Decision
E. The Supreme Court Decisions in

Monsanto and Union Carbide

F. Promulgation of This Final Rule

IL The Statutory Scheme
A. Agency Review of Data
B. Protecting the Economic Interests of
Data Submitters
Il Summary of This Rule
IV. Scope and Applicability
A. Which Applications Are Subject to the
Requirements
B. Which Data Requirements Must Be
Satisfied
C. The Formulator's Exemption
V. The Cite-All Method -
A. Overview
B. Determination of Data Requirements
C. Demonstrating Compliance Under the
Cite-All Method
VI. The Selective Method
A. Overview
B. Determination of Data Requirements
C. Demonstrating Compliance Under the
Selective Method
VIL Agency Review To Determine
Compliance
VIIL Rights and Obligations of Data
Submitters
IX. Data Submitters’ Challenge Rights
A. Exclusive Use Rights
B. Compensation Rights
X. Differences Between This Rule and PR
Notice 834
XI. Response To Comments
A. Relationship of FIFRA Sec. 8(c)(1)(D) to
Risk/Benefit Decisions
B. Scope of Exclusive Use Protection
C. Mandatory Versus Option Use of “Cite-
All" Method
D. Data Entitled to Protection .
XII Statutory Review Requirements
X1II. Regulatory Review Requirements
A. Executive Order 12291
B. Regulatory Flexibility Act
C. Paperwork Reduction Act

L. Background

Section 3 of the Federal Insecticide,
Fungicide and Rodenticide Act (FIFRA)
authorizes EPA to regulate the sale,
distribution, and use of pesticides in the
United States. With certain minor
exceptions, FIFRA requires that all
pesticides must be registered by EPA
before they may be sold or distributed in
commerce. To obtain a registration, an
applicant is required, among other
things, to submit or cite data in support
of his application. Specifically, FIFRA
section 3(c)(1)(D) states that the
application must contain a full
description of the tests made and results
thereof . . . or alternatively a citation to
data that appears in the public literature
or that previously had been submitted to
the Administrator . . ." Section
3(c)(1)(D), however, also imposes
limitations on an applicant’s right to cite
data submitted by another person
without the data submitter's permission
(see Unit II.B of this preamble). The
purpose of these limitations is to protect
the economic interests of data
submitters by preventing an applicant
from relying on data submitted by
another unless the applicant has first

made an offer to pay reasonable
compensation for the right—or in certain
cases, unless the applicant has obtained
permission—to cite the data.

These statutory provisions, as well as
EPA's interpretation and
implementation of them have been the
subject of numerous lawsuits. A court
decision issued in January 1983 led EPA
to reconsider its previous interpretation
of the relationship of FIFRA section
3(c)(1)(D) to other sections of FIFRA. A
review of the Agency's previous
interpretation, the court decisions, and
subsequent developments will aid in
understanding the rules which the
Agency is currently promulgating to
implement FIFRA section 3(c)(1)(D).

A. The 1978 Data Compensation
Approach

In 1978, Congress extensively
amended FIFRA section 3(c)(1)(D) and
other sections to allow EPA to
implement a new approach to
registration of pesticides. Under that
approach, EPA interpreted FIFRA
section 3(c)(1)(D) to require an applicant
to cite in support of his application any
item of data which the Agency might
review or use in deciding whether to
register his product, i.e., all relevant
data in the Agency's files. In 1979, the
Agency issued as an interim final rule
its so-called “cite-all" regulation,
published in the Federal Register of May
11, 1979 (44 FR 27932), and codified at 40
CFR 162.9-1 through 162.9-8, which
embodied this interpretation of the Act.
In order to cite data submitted by
another, EPA required the applicant to
extend an offer to pay reasonable
compensation to the data submitter. The
consequences of this requirement were
far-reaching to applicants, since it
required them to offer to pay
compensation for an often substantial,
but sometimes ill-defined body of data
previously supplied by others.

Until 1983, EPA's registration program
operated efficiently under that
regulation. The regulation required most
applicants to cite in their applications
all relevant data previously submitted
to EPA, regardless of the amount of their
own data they provided with their
applications. The regulations contained
a limited exception, called the “alternate
method," under which certain applicants
seeking to register end-use products
could comply with the data
compensation regulations by submitting
data they themselves had developed on
their own products to satisfy each
applicable data requirement. This
alternate method was permitted because
data on end use products would
normally apply only to the product for
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which the data were developed (or very
closely similar products), and ordinarily
would not be pertinent to the review of
other products containing the same
active ingredients. Moreover, data on
the exact product formulation proposed
for registration would allow the Agency
to better judge the registrability of the
product than would data on a similar
formulation. See 40 CFR 162.9-8.

B. The Mobay Decision

Mobay Chemical Co. challenged the
1979 interim final regulations in court,
claiming, among other things, that the
cite-all regulations were procedurally
deficient because they had not been
promulgated in accordance with the
requirements for notice and opportunity
for comment in the Administrative
Procedure Act. In June 1982, following
an initial ruling in favor of the Agency at
the district court level, the U.S. Court of
Appeals for the Third Circuit held that
the Agency had failed to follow required
procedures in issuing the data
compensation regulations. Mobay
Chemical Co. v. Gorsuch, 682 F. 2d 419
(3d Cir. 1982). The court, therefore,
declared the regulations invalid. The
court stayed its order, however, to
permit the Agency to repromulgate the
rule. In response, on December 27, 1982,
the Agency reproposed its 1979 cite-all
regulations essentially unchanged with a
60-day comment period (47 FR 57624).
The proposal's preamble contained an
extensive discussion of, and request for
comment on, possible alternatives to the
cite-all procedures, specifically
procedures which would provide a
means for applicants to identify the
specific data requirements for the
proposed product and to cite or submit a
specific study to meet each such
requirement. Commenters were urged to
address not only the methods by which
such procedures would be implemented
but also the means by which disputes
arising under them could be resolved. 47
FR 57638-57640, 57645-57646.

C. The NACA Decision

In January 1983, a decision by the
District Court for the District of
Columbia (National Agricultural
Chemicals Association v. U.S.
Environmental Protection Agency, 554 F.
Supp. 1209 (D.D.C. 1983) (NACA)
rejected EPA's interpretation of the
statute contained in the cite-all
regulations, and held the 1979
regulations invalid insofar as they
required an applicant to cite every study
in the Agency's files relevant to the
applicant’s product. The district court -
enjoined EPA from requiring applicants
0 submit or cite more data than needed

to meet the “statutory criteria for
registration.”

EPA's response to the NACA decision
was (1) to discontinue requiring
applicants to follow the cite-all
regulations; (2) to allow applicants who
did not wish to wait until new
procedures were in place voluntarily to
follow the “cite-all" regulations; and (3)
to start development of procedures
employing a selective method as an
alternative to cite-all. The Agency
extended the original comment period
on its December 1982 proposal until May
6, 1983, as published in the Federal
Register of March 30, 1983 (48 FR 13196).
In extending the comment period, the
Agency also specifically requested
comment on each of the major issues
related to the alternative procedures
under development: (1) The means by
which product specific data
requirements should be identified,
including the role of waivers of
requirements; (2) the effect of “data
gaps” in the Agency's files reflecting the
fact that previous registrants have not
yet complied with certain applicable
requirements; (3) the question of
whether and how a selective method
would implement the mandatory data
licensing provisions of section 3(c)(1)(D):
and (4) the process by which disputes
arising under such procedures should be
resolved either before or after the
issuance of registrations under them.

D. The Monsanto District Court
Decision

While EPA was developing
alternative procedures to respond to the
NACA decision, another U.S. District
Court ruled that FIFRA section 3(c)(1)(D)
was unconstitutional and enjoined the
Agency from implementing, in any way,
FIFRA section 3(c)(1)(D). Monsanto Co.
v. Acting Administrator, 564 F. Supp. 552
(E.D. Mo. 1983) (Monsanto).' The
injunction immediately rendered the
mandatory licensing scheme upon which
the cite-all regulations depended
inoperable, even on a voluntary basis.
(The NACA decision had permitted the
continued use of cite-all as long as it
was not the only option available to

! Another district court later found
unconstitutional the parts of section 3(c)(1)(D)
which provided that disputes between data
submitters and applicants about the amount of
compensation owed can be resolved through
binding, non-reviewable arbitration. Union Carbide
Agricultural Products, Co., Inc. v. Ruckelshaus, 571
F. Supp. 117 (S.D. N.Y. 1983) (Union Carbide). The
court enjoined EPA from “implementing any use of
data” in which the amount of compensation due
could be determined through arbitration. The Union
Carbide decision and injunction did not prohibit
any activity that was not also forbidden by the
Monsanto injunction. Thus, as a practical matter,
the issuance of the Unijon Carbide order had no
immediate impact on EPA's registration program.

applicants.) As a result, the Agency was
effectively prohibited from permitting
applicants to cite data in support of
registration without the original
submitter’s permission. The Agency
halted registration under the “voluntary
cite-all” approach except in the very few
cases where EPA could determine that
only the applicant had submitted any
relevant data. Moreover, the Monsanto
injunction, coming as it did before the
Agency was able to issue its alternative
procedures even on an interim basis, left
the Agency with no regulations that
could legally be used to implement the
data citation/submission requirements
of FIFRA.

The combination of the NACA and
Monsanto decisions, therefore, brought
the registration process to a virtual halt.
In the absence of a set of procedures to
replace the cite-all regulations, EPA
could not instruct applicants about the
information they were required to
provide in order to be registered, nor
could the Agency efficiently determine
whether an applicant had satisfied the
statutory requirements for registration.
The Agency’s inability to issue new
registrations prevented applicants from
obtaining approval to market new,
potentially safer and more effective
products. In view of the time needed to
obtain final resolution of the court
challenges and to promulgate final
regulations, and the urgent need to have
some means for applicants to satisfy
data requirements, EPA elected to issue
interim alternative procedures and to
permit applicants to use them
immediately. On June 29, 1983, EPA
issued PR Notice 83-4 (and 83-4A,
containing several minor amendments).
This notice was provided to all
registrants and applicants, and a notice
of availability of the PR Notice to the
general public was published in the
Federal Register of July 13, 1983 (48 FR
32012). That notice stated in part that
the interim procedures “would remain in
effect only until issuance of final,
effective rules in the Agency's pending
rulemaking proceeding to modify 40 CFR
162.9-1 through 162.9-8. See proposal at
47 FR 57635 (December 27, 1982);
extension of comment period at 48 FR
13196 (March 30, 1983).”

The alternative procedures set out in
the PR Notice are substantially similar
to the “selective method" in this rule,
except that this rule permits applicants
to rely on data without the original
submitter's permission. This selective
method represents EPA's resolution of
the issues identified for specific
comment in the notice extending the
comment period on the proposal which
initiated this rulemaking, The “cite-all"
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procedures established in the 1979
regulations (and contained in the
December 27, 1982 proposal} have also
been retained. Differences between this
rule and the PR Notice are identified
and discussed in Unit X of this
preamble.

E. The Supreme Court Decisions in
Monsanto and Union Carbide

On June 26, 1984, the United States
Supreme Court decided EPA's appeal
from the Monsanto decision.
Ruckelshaus v. Monsanto Co., 52 LW
4886. The Supreme Court's opinion
upheld the constitutionality of the
mandatory data licensing provisions of
section 3(c)(1)(D) of FIFRA, and its order
vacated the judgment of the district
court. Shortly thereafter, on July 2, 1984,
the Supreme Court ruled on EPA's
appeal from the Union Carbide decision.
In a decision without opinion, the Court
vacated the judgment of the district
court and remanded the case for further
consideration in light of its Monsanto
holding. Ruckelshaus v. Union Carbide
Agricultural Products Co., 52 LW 3928,
The effect of these two Supreme Court
decisions, therefore, was to remove the
bar on EPA’s implementation of the
mandatory licensing provisions of
section 3(c)(1)(D).

F. Promulgation of This Final Rule

Now that the Supreme Court has
issued its decisions in Monsanio and
Union Carbide, EPA has determined
that it is appropriate to issue this final
rule, which fully implements the
mandatory data licensing provisions of
FIFRA section 3(c)(1)(D) and culminates
the rulemaking process initiated by the
December 27, 1982, Notice of Proposed
Rulemaking, 47 FR 57624. This rule
provides two alternative systems by
which applicants for registration actions
may comply with the compensation
requirements of section 3(c)(1)(D). One
of these systems allows applicants to
cite (and offer to pay for) all relevant
data in EPA's files which are available
for data licensing and for which
submitters are entitled to compensation
under section 3(c)(1)(D). This alternative
is designated the “cite-all method." The
other system provides a means by which
an applicant can identify the data
requirements that apply to his product
and can selectively cite previously
submitted data or submit new data to
satisfy each applicable data
requirement, instead of citing all
relevant data in EPA files. This
alternative is identified as the "'selective
method.” This final rule, like the
proposal, addresses the basic issues
necessarily raised by any selective
approach: How to identify the

applicable data requirements, how
applicants may satisfy each
requirement, and how disputes between
data submitters and applicants who rely
on the selective method may be
resolved. This final rule also contains
procedural regulations to implement
each of these approaches.

The December 1982 proposal set forth
the details of the cite-all method, which
the Agency then believed was the
preferred means of implementing FIFRA
section 3(c)(1)(D), and discussed
necessary components of any section
3(c)(1)(D) approach; such as the types of
registration applications which must
comply with the data protection scheme.
In addition, the proposal described in
detail and solicited comment on two
versions of the selective method
approach, one submitted to the Agency
by Rhone-Poulenc, Inc. (47 FR 57646)
and the other contained in a bill (HR
5203) which had been passed by the
House of Representatives (47 FR 57638—
57641). Both the Rhone-Poulenc proposal
and HR 5203 envisioned allowing an
applicant to submit or cite only enough
data to satisfy the minimum data
requirements applicable to his product.
The House bill's approach was broader,
and spelled out in detail all the elements
of the selective method. Under it, the
application would include “a list of the
applicable data requirements, a list of
the data the applicant is submitting or
citing to satisfy each such requirement,
and a certification that the applicant is
not precluded by" the requirement that
the applicant either obtain the prior
permission of the original data submitter
(in the case of exclusive use data) or
enterinto appropriate cost-sharing
arrangements. The House bill also set
forth a mechanism for resolving disputes
between applicants and data submitters
which the rule promulgated today
resembles. Key portions of that
mechanism were set forth in the
proposal.

The preamble quoted Rhone-Poulenc
with regard to its proposal as follows:

The principal difference between our
proposal and the current cite-all regulation is
that under our proposal a subsequent
applicant relying entirely on its own data
would no longer be blocked by the combined
effect of the FIFRA exclusive use provision
and the cite-all regulation from obtaining a
registration or permit, and would no longer
be required to offer to pay compensation to
other registrants with similar data on file.
However, under our proposal, as at present,
no applicant could obtain the benefit of
another registrant’s data, rely on them. or cite
them without full compliance with any
exclusive use and data compensation
provisions.

Rhone-Poulenc's proposal thus
addressed primarily a subset of the HR
5203 approach, i.e., those situations
where the applicant has developed a
complete data set. Rhone-Poulenc also
argued that EPA could by regulation
establish dispute resolution procedures
under the then-existing FIFRA that
paralleled those in HR 5203.

The 1982 proposal also set forth, and
sought comments on, correspondence
urging the implementation of a selective
method under the the existing law which
EPA had received from the Secretary of
Agriculture and the House
Subcommittee on Department
Operations, Research, and Foreign
Agriculture of the Committee on
Agriculture.

Timely comments on the proposal
were received from the Pesticide
Producers Association, four pesticide
producing firms, and an environmental
group, and are addressed in Unit XI of
this preamble, Response to Comments,
All of the industry commenters
emphasized their support for the Rhone-
Poulenc proposal or otherwise urged the
adoption of a selective method of data
support. s

During the period alloted for
comments on the December 1982
proposal, the NACA decision was
announced. It required that EPA
implement section 3(c)(1)(D) in a manner
which assured the availability of a
selective method of data support. In
light of the fact that EPA could no longer
require the use of the cite-all approach
identified in the December 27 proposal
as the preferred option, the Agency
issued a notice, which was published in
the Federal Register of March 30, 1983,
which entended the period of comment
on the December 1982 proposal. That
notice specifically sought comments
addressed to the alternative selective
approach identified in the December
1982 proposal. Further, that Notice
identified the issues related to each
element of a selective method: (1) How
to identify the data requirements for
each application, including the
treatment of waivers of such
requirements in the section 3(c)(1)(D)
context; (2) the effect of the failure of
previous registrants of identical or
substantially similar pesticide products
to meet applicable data requirements
(data gaps); {3) the extent to which
applicants should be able to rely on daté
previously submitted by others to fill
data requirements, and the mechanisms
to be used; and (4) the means by which
disputes over compliance and data
submitters’ rights should be resolved.
The Agency received comments from
the National Agricultural Clemicals
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Association (NACA) and from three
pesticide producers after the notice of
extension of the comment period. NACA
indicated that the Agency had been
misinterpreting FIFRA in certain
respects (See Unit XI of this preamble),
while the three producers all expressed
support for a selective method of
complying with section 3(c)(1)(D) as
mandated by the NACA decision. Those
comments also are addressed in Unit XI
of this preamble.

As a consequence of the Monsanto
district court injenction, EPA decided to
develop interim procedures for
processing registration applications
which assured that applicants could
identify applicable data requirements
and meet those requirements, either by
selecting previously submitted data they
had obtained permission to use or by
submitting new data. The mechanics of
those interim procedures are
substantially similar to the selective
method set forth in this final rule, except
that the removal of the district court
injunctions ? permits the Agency to
allow selection of previously submitted
data without permission of the original
data submitter, provided an offer to pay
is made when required. Before the
interim procedures were made effective,
the Agency consulted with trade
associations concerned with pesticides,
individual pesticide companies,
interested environmental groups,
governmental agencies, and any other
person expressing interest. Various
participants in this development process
returned reworked drafts, attended
meetings with Agency representatives,
and supplied correspondence detailing
their opinions on the procedures. After
EPA’s consideration of all of these
views, the interim procedures were
implemented (see 48 FR 32012) and have
been used for the past year.

EPA is now issuing its final rule
concluding this administrative process
and resolving the issues raised to date.
The proposal documents raised as cne
of EPA’s major concerns with the
selective approach the administrative
difficulties potentially associated with
the resolution of disputes between data
submitters and applicants. The proposal
and extension notice expressly solicited
comment on this basic approach to
dispute resolution adopted in this rule—
permitting exclusive use data submitters
to petition for denial of a registration

*The formal docketing of the Supreme Court's
Monsanto and Union Carbide orders in the district
courts may follow publication of this rule by a few
days. However, this rule cannot become effective
until after the 80-day congressional review period;
therefore, its effective date clearly will follow the
effective dates of the Supreme Court decisions.

application and other data submitters to
petition for cancellation of a registration
upon an allegation that the registration
applicant improperly relied on their
submitted data or improperly avoided
reliance on (and submission of the offer
to pay for) their submitted data. As the
preamble spells out in detail elsewhere,
and as the commenters urged, EPA has
determined that the methods of dispute
resolution identified for comment in the
proposal documents for this rule can be
implemented satisfactorily under current
law. Further, EPA's particular concerns
about potential disputes involving
exclusive use data submitters have
benefitted from the exchange of drafts
during the development of PR Notice 83—
4. EPA now believes, based on the
comments received and on discussions
with data submitters during the
development of PR Notice 834, that
those concerns are adequately resolved
by the provisions of this rule allowing
for challenges to applications for
pesticide products on which relevant
exclusive use data have been submitted
previously.

The proposal documents for this rule
also solicited comments on the two
other basic topics which must be dealt
with in designing any selective data
support scheme—how the data
requirements are determined and how
the applicant is to demonstrate
compliance with those requirements.
The final rule adopts the approach to
determining data requirements
suggested in the March 1983 notice,
namely, to require reliance on the EPA
regulations (40 CFR Part 158)
establishing data requirements for
registration. The rule permits applicants
to demonstrate that they have met the
requirements by any method which the
statutory scheme allows—generating
their own new data, citing their own
previously submitted data, citing data
previously submitted by others, relying
on public literature, seeking a “waiver,"
or showing the existence of a "'data
gap."” Specific comment on each of these
latter means of complying with data
requirements was also requested in the
March 30 proposal.

This final rule, therefore, completes
the data compensation rulemaking by
implementing the already largely
familiar procedures necessary to
provide for both a cite-all and a

. selective method of supplying the

required data to support applications for
pesticide registration actions pursuant
to the provisions of FIFRA section
3(c)(1)(D).

II. The Statutory Scheme
A. Agency Review of Data

After reviewing the statute in detail in
light of the NACA decision, the Agency
concluded in 1983 that there is an
important distinction in the statute
between (1) EPA review under FIFRA
section 3(c)(1)(D) to determine whether
the applicant has satisfied the
requirements that specify how an
application must be supported by the
submission or citation of data, and (2)
EPA review of data to determine
whether to approve a properly
supported application on risk/benefit
grounds.® EPA's review of applications
is governed by sections 3(c)(5) and
3(c)(7) of the Act. Section 3(c)(5)(B)
governs the first step in EPA's review of
materials submitted in support of
applications by stating that EPA may
register a pesticide only if “its labeling
and other material required to be
submitted comply with the requirements
of the Act.” The “labeling and other
material required to be submitted”
consist of the various items listed in
section 3(c)(1), one of which is “a full
description of the tests made and the
results thereof . . . , or alternatively a
citation to data that appears in the
public literature or that previously had
been submitted to the Administrator.”
(Section 3(c)(1)(D).])

The types.and amount of data an
applicant must submit or cite to obtain a
registration are specified in 40 CFR Part
158. That rule implements the
requirement of FIFRA section 3(c)(2)(A)
that EPA “publish guidelines specifying
the kinds of information which will be
required to support the registration of a
pesticide.. . .”

FIFRA section 3(c)(1)(D) imposes
limitations on the extent to which an
applicant may satisfy requirements by

' The Agency's previous interpretation, as set
forth in the December 1982 proposal (47 FR 57638)
was that these two functions arguably were
indistinguishable, because the Agency's ability to
review all relevant data in its files in order to make
a risk/benefit decision depended on the applicant's
supplying or citing all such data. The NACA court
rejected this Interpretation, saying (554 F. Supp. at
1211):

While it is commendable that the EPA does not
intend to limit its inquiries to the data submitted by
applicants, the piain language of the statute does
not support the EPA's conclusion that the applicants
are required to provide all the information the EPA
would like to review.

The Agency then reexamined the statute and
developed its current interpretation. This
interpretation was set forth in the preamble of the
regulations concerning conditional registration (a
parallel rulemaking also necessitated by the Mobay
decision), see 48 FR 34000, 34002 col. 3 (July 26,
1983), and in PR Notice 834, Industry comments
disagreeing somewhat with this interpretation and
the Agency's response are discussed in Units IT and
XI of this preamble.
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citing studies submitted by others.
FIFRA section 3(c)(5)(B) states, in effect,
that an application may not be approved
unless the applicant has submitted a
complete and properly supported
application. Thus, section 3(c)(5)(B),
together with sections 3(c)(1)(D) and 3
(e)(2)(A), defines the first step of EPA's
review of applications.

Sections 3(c¢) (5) and (7) also require
that, before a product may be registered,
the Agency must make a second, risk/
benefit determination: Either that the
product and its uses will not cause
unreasonable adverse effects on the
environment (see sections 3(c)(5) (C)
and (D) and 3(c)(7) (C)), or that use of
the product will not significantly
increase the risk of unreasonable
adverse effects on the environment (see
section 3(c)(7) (A) and (B)). Nothing in
either FIFRA or the court decisions
mentioned above limits the range of
data which EPA may consider in making
these risk/benefit decisions. To the
contrary, the intent of Congress that the
Agency review data other than those
submitted by applicants is evident in
several sections of the Act.

Under FIFRA section 2(bb), the term
“unreasonable adverse effects on the
environment" is defined to require a
consideration of economic and social, as
well as environmental, costs and
benefits of use. This definition clearly
contemplates that the Agency will
examine information beyond that which
applicants are required to provide.
Moreover, FIFRA section 3(c)(2)(A)
requires that the Administrator make
available to the public after registration
not only the “data called for in the
registration statement,” but also, *. .. .
such other scientific information as he
deems relevant to his decision.” The
“other secientific information” clearly
refers to information distinct from that
submitted by the applicant.

In sum, EPA must engage in two
separate data review functions—one for
the purpose of determining the
sufficiency of the applicant’s
submissions under FIFRA section
3(c)(1)(D), the other for the purpose of
evaluating the pesticide itself against
the statutory risk/benefit criteria. In the
latter review, EPA may consider any
relevant data without regard to who
submitted the data, for what purpose, or
when the data were submitted. In
contrast, very specific limitations apply
to the Agency’s consideration of data in
the first review.

B. Protecting the Economic Interests of
Data Submitters

FIFRA section 3(c)(1)(D), which is
primarily concerned with protecting the
economic interests of data submitters,

limits the extent to which an applicant
may reference another person's data to
satisfy the Agency’s data requirements.
The Act does so in two ways: (1) Fora
pesticidal active ingredient never before
registered (a ‘'‘new chemical), section
3(c)(1)(D)(i) grants the data submitter
“exclusive use" of data he has generated
in support of the first registration of a
new chemical for a 10-year period after
that registration; (2) for all other
pesticides (and for new chemicals after
the expiration of the 10-year exclusive
use period), section 3(c)(1)(D)(ii)
establishes a “mandatory licensing”
scheme under which a data submitter’s
permission is not necessary to permit
the citation of his post-1969 data by
another applicant if the applicant has
made an offer to pay compensation to
the data submitter. The period of such
compensation protection is 15 years
after the submission of the data to the
Agency. After the expiration of both of
these time periods, the data may be
cited freely by any applicant.

1. Exclusive Use Protection

The purpose of the exclusive use
provision in FIFRA section 3(c)(1)(D)(i)
is to encourage continued research and
development of new, more effective, and
safer pesticides by giving producers—
who often devote many years and
millions of dollars to developing a new
pesticide—a period of protection against
competition. Section 3(c)(1)(D)(i)
achieves this purpose by prohibiting the
Agency from allowing any subsequent
applicant to cite “exclusive use” data in
support of his application for
registration without the express written
authorization of the first registrant of the
new chemical. Since the original
registrant can withhold authorization to
cite his data, he can make it quite
difficult for subsequent applicants to
obtain registration. Theoretically, a
second applicant could obtain .
registration by independently .
developing the entire set of data
required under FIFRA, but few
producers are likely to be willing to take
this course, because of the cost and
delay. In addition, a later registrant may
be reluctant to enter a new market
because he would not be eligible for
exclusive use protection for his data,
and thus would be more vulnerable to
competitors. Each later registrant would,
however, be guaranteed the opportunity
to claim compensation from subsequent
applicants under the mandatory
licensing provisions of the Act.

FIFRA section 3(c)(1)(D)(i) and the
legislative history of that section
carefully circumscribe the set of data
that is-eligible for exclusive use
protection. In this rule, a study entitled

’

to exclusive use protection is called an
“exclusive use study,” a term defined in
§ 152.83. Two specific conditions must
be met before a study is eligible for
exclusive use protection: (1) The data
must pertain to a new active ingredient
(or new combination of active
ingredients), i.e., not registered before
September 30, 1978; and (2) the data
must be submitted in support of the
“original registration" of the product
containing that ingredient or
amendments for new uses of that
product. Moreover, there is a time
limitation placed upon exclusive use
rights, and an exclusion for “defensive
data" (newly submitted studies required
in connection with new registrations of
“old" chemicals or to maintain an
existing registration in effect). Each of
these is discussed below.

First, the data must pertain to, or have
been derived from testing on, a new
active ingredient (commonly referred to
as a "new chemical"). For the purposes
of FIFRA section 3(c)(1)(D)(i), a new
active ingredient means any pesticide
active ingredient that is contained in
any product that was not registered
before the date of enactment of that
section, September 30, 1978. The
legislative history of the 1978
amendments further clarifies that
exclusive use protection extends to data
that pertain solely to a new combination
of active ingredients, any or all of which
may have been registered prior to
September 30, 1978. With respect to a
new combination, only those data that
pertain solely to the new combination
acquire exclusive use proteetion; data
that pertain to the individual
constituents of the combination that are
not new chemicals acquire no exclusive
use protection. This point is important
because the types of data that the
Agency requires to be submitted on the
combination, as distinct from its
components, are relatively limited.

Second, the data must have been
submitted in support of the first
registration of the new chemical or new
combination. As EPA reads the statute,
data are not protected because they
pertain to the new chemical, but
because they are submitted in support of
a particular product registration. Thus,
data submitted to support an application
for the second (and later) registration(s),
by whatever applicant, of a product
containing the same new chemical
acquire no exclusive use protection.
(This interpretation has been disputed
by industry commenters and is
discussed further in Unit XI of this
preamble.)

If the first registration of the new
chemical is issued conditionally under
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the authority of FIFRA section 3(c)(7)(C),
those data whose submission was
deferred at the time of registration are
eligible for exclusive use protection
when later submitted. Additionally, data
in support of subsequent amendments to
add new uses to the first registration of
a product containing the new chemical
gain such protection. In this latter case,
protection is limited to data that pertain
solely to the new use.

In no circumstance does the
protection last more than 10 years from
the date of first registration of the
product containing the new chemical. If
a new use were approved after eight
years of registration, the data supporting
that use would gain exclusive use
protection for only two years. Likewise,
conditionally required data would be
protected only for the duration of the 10-
year period from first registration.

Finally, the statute expressly specifies
that exclusive use protection shall not
be available for studies that the Agency
requires to maintain registration in
effect under FIFRA section 3(c)(2)(B), or
that are currently required for
registration of a product containing an
active ingredient initially registered
before September 30, 1978.

The prehibition against unauthorized
citation of an exclusive use study
applies only to an applicant’s right to
cite another’s study in his application
for registration, not to the Agency's
review of data to determine whether or
not the pesticide should be registered on
risk/benefit grounds. The Agency's
review of data for this purpose in no
way negates or compromises the rights
of the exclusive use data submitter or
undermines the intent of Congress in
providing such protection. A second
applicant who wishes to cite the
exclusive use study must obtain the
written authorization of the exclusive
use data submitter. If permission is
denied, the second applicant is not
precluded from entering the market, but
must first replicate the necessary data
or obtain it from another source. Thus,
the exclusive use data submitter is
assured that no competitor enters the
market without either having his
permission to cite data submitted to
EPA (which he may condition upon the
payment of royalties or compensation)
or having generated (or otherwise
dcquired) at least the equivalent set of
data required for registration.

2. Mandatory Licensing and Data
Compensation

A second type of protection is
established for data submitters by
FIFRA section 3(c)(1)(D)(ii). This section
provides that an applicant must offer to
pay reasonable compensation for the
right to cite another person’s data. In
including this provision, Congress
intended to allow data submitters who
have spent money for data development
to receive payment from subsequent
applicants who cite those data to obtain
registration for competing products.
Congress did not intend, however, that a
scheme for compensation should
function to exclude new products and
producers from the marketplace.
Accordingly, seciton 3(c)(1)(D)(ii)
establishes a mandatory licensing
scheme: once an applicant has extended
a proper offer to pay compensation to a
data submitter, the applicant may freely
cite the other person’s study. Unlike
exclusive use protection, data
submitters do not have the right to block
competitors lacking their own data from
entering the market; rather, they only
have the right to receive compensation.
The right to compensation, however, is
limited in four ways: (1) Compensation
is required only with respect to
applicants who rely on the data during
the 15-year period starting with
submission of the data; (2)
compensation is not required for data
submitted before January 1, 1970, (3)
compensation is not required if the data
are exempted from registration data
requirements by the formulator's
exemption (see Unit IV.B. of this
preamble); and (4) compensation is not
required for data from the “public
literature."”

Under the mandatory licensing
provisions of FIFRA section
3(c)(1)(D)(ii), Congress also provided
that disputes about the amount and
terms of the compensation actually to be
paid were to be settled either by
negotiation between the data submitter
and the applicant, or by binding
arbitration under rules promulgated by

* Beginning in 1985, the “non-compensable” date
will advance as the 15-year "window” for
compensation shifts forward. Thereafter, the
January 1, 1970, date will be irrelevant, and
compensation rights will be governed solely by the
application of the 15-year calculations.

the Federal Mediation and Conciliation
Service,
III. Summary of This Rule

This rule establishes procedures by
which applicants will be able to
demonstrate their compliance with the
procedural requirements of FIFRA
section 3(c)(1)(D), and thereafter for the
Agency to determine under FIFRA
section 3(c)(5)(B) that an application
“complies with the requirements of the
Act.” The Agency's determination that
an application has been properly
supported under section 3(c)(5)(B) does
not in any way imply that the Agency
has reviewed, that an applicant has
provided, or even that the Agency
possesses a study that could be used by
the Agency in its risk/benefit
determination under FIFRA section
3(c)(5)(C) or (D) or 3(c)(7).

Certain data requirements must be
satisfied by the submission of data that
are unique to the applicant's own
product. These are primarily
requirements for product composition,
efficacy, and certain acute toxicity data.
For all other data requirements, the
procedures an applicant may use to
supply required supporting data will
depend on two factors: (1) The data
base to which he chooses to refer; and
(2) the method by which he would
actually demonstrate compliance with
the requirements of FIFRA section
3(c)(1)(D).

With respect to the first factor, an
applicant has the choice either of citing
all relevant data in the Agency's
possession that would satisfy any
applicable data requirements (cite-all
method), or of selectively identifying
one or more studies to satisfy each
individual data requirement (selective
method). Having chosen which set of
data to rely on in his application, the
applicant will then have to decide the
means by which he will obtain the right
to rely on those data as part of his
application. If he elects the cite-all
method, the applicant's choice is limited
to two methods: making offers to pay for
the right to cite the data, or obtaining
permission to cite the data. If he picks
the selective method, he may choose one
of these, or several other ways to
demonstrate compliance. The table
below is designed to assist readers in
understanding the various procedures
that could normally be used under each
method.
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TABLE--COMPARISON OF THE CITE-ALL AND SELECTIVE METHODS

If an applicant
chooses this
method-~-

Cite-all Selective

He can satisfy
a data requirement
by this means:

\

7. Requesting and
obtaining a
waiver

NO YES

2. Submission of
a new study

NO YES

3. Citation of:
his own study

NO YES

4, Citation of a.
another

With permission NO

YES

person's
exclusive use b.

study pay

With offer to NO NO

5. Citation of a.
another

With permission NO

YES

person's study
that is not b.

exclusive use pay

With offer to

NO YES

6. Citation of
public 1lit.
study

NO YES

7. Citation of all
pertinent a.
studies in

With permission

YES

Agency files--
exclusive b.
use gtudies
involved

pay

with offer to

NO NO

8. Citation of all
pertinent a.
studies in

With permission

YES YES

Agency files--
no exclusive b.
use studies
involved

pay

wWith offer to

YES YES

9. Documentation
of a data gap

NO YES

Under the cite-all method the
applicant may choose to make an offer
to pay each original data submitter who
has previously submitted data that may
be pertinent to his product, its
ingredients, and its uses. These persons
are generally identified on the Agency's
list of “Pesticide Data Submitters by
Chemical” (abbreviated as the “Data
Submitters List"). The applicant would
not be able to demonstrate compliance

by making offers to pay to all previous
data submitters, however, if any
pertinent data in the Agency's files are
exclusive use data.

The only alternative to offers to pay
compensation under the cite-all method
would be for the applicant to obtain the
written permission of each person who
has previously submitted data pertinent
to his product.

An applicant under the selective
method has a greater number of
acceptable ways of satisfying section
3(c)(1)(D) requirements. Under the
selective method, the applicant is
required to identify the specific data
requirements applicable to his product
by reference to a Registration Standard
for the active ingredient(s) in the
product or to the Agency's data
requirements in 40 CFR Part 158. He is
then required to satisfy each data
requirement by one of the methods
listed below (note that his choices are
broader than simply making offers to
pay or obtaining permission from data
submitters). The numbers are keyed to
the table in this unit.

1. Requesting and obtaining a waiver
of the data requirement. (See Unit
VI.C1))

2. Submitting his own new study. (See
Unit VI.C.2))

3. Citing his own previously submitted
study. (See Unit VL.C.3.)

4, and 5. Citing another person’s
individual exclusive use or non-
exclusive use study. If the study is an
exclusive use study, permission must be
obtained. (See Unit VI.C.3.)

6. Citing a public literature study. (See
Unit VL.C.4.)

7. and 8. Citing all pertinent studies in
the Agency's possession. If exclusive
use studies are involved, permission
must be obtained from the exclusive use
data submitter. (See Unit VI.C.5.).

9. Demonstrating that no study has
been submitted to the Agency (a “data
gap"), permissible under the conditional
registration provisions of FIFRA section
3(c)(7). (See Unit VI.C.6.)

It should be noted that applicants
under the cite-all method will not be
precluded from obtaining waivers, or
submitting or citing their own studies (1.
through 3. in the table), but that taking
these actions would affect neither their
obligation to cite all data, nor the
procedures that require offers to pay or
in certain cases, permission of each
previous data submitter. Therefore, as
the table indicates, none of these actions
would suffice, in and of itself, to
demonstrate compliance under the cite-
all method.

Under the procedures of this subpart,
requesting a waiver would be of concern
primarily to those who choose the
selective method of demonstrating
compliance. An applicant under the cite-
all method might, nonetheless, wish to
establish that a data requirement has
been waived in order to reduce the
amount of data needed for an
incremental risk assessment, or to limit
his obligation to pay compensation (as
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contrasted to his obligation to tender
offers to pay compensation).

Similarly, the submission of a new
study or the citation of a previously
submitted study will be of most interest
to applicants under the selective
method, which involves meeting
individual data requirements rather than
referencing all previously submitted
data. While no applicant is precluded
from submitting his own data, under the
cite-all method submission of a new
study or citation of an old study would
be in addition to the citation of all other
relevant data in EPA's files. Under the
selective method, however, the
applicant submit his own study to
satisfly a data requirement and thereby
can avoid the need to offer to pay
compensation for other studies in EPA's
files that satisfy the same data
requirement,

Both the cite-all and selective
methods are subject to the requirement
of FIFRA section 3(c)(1)(D)(i) that
applicants must obtain written
permission to cite exclusive use data.
The existence of exclusive use studies
would directly affect an applicant's
choice of methods. Because an applicant
who uses the cite-all method must rely
on every relevant study in EPA's files,
an applicant could not use that method
if an exclusive use data submitter
denied the applicant permission to cite
his relevant data. The applicant could
obtain registration only by using the
selective method to demonstrate
compliance with section 3(c)(1)(D).

In addition, when the Agency's files
contain exclusive use data relevant to
an applicant's product, this rule requires
the Agency to provide notice to
exclusive use data submitters if the
Agency decides to register the product
(regardless of the method of support
chosen by the applicant). This special
notification procedure is designed to
give exclusive use data submitters the
opportunity to oppose a proposed
registration if the data submitter
contends that the applicant has
improperly relied on his exclusive use
data without obtaining prior permission
or has supported his application in a
manner that improperly avoided citing
tne exclusive use data.

Pre-registration notification is neither
necessary nor appropriate for other data
submitters who are not entitled to
Prevent an applicant from citing their
studies so long as the applicant has
made an offer to compensate. The rule
does, however, allow such previous data
submitters to raise their objections after
Tegistration. An original data submitter
who believes that an applicant had
failed to follow the procedures of this
subpart, or had not supported his

application properly, can petition the
Agency to cancel the registration.

IV. Scope and Applicability

A. Which Applications Are Subject to
the Requirements

Under FIFRA section 3(c)(5)(B), the
Agency must determine, as part of its
decision whether to register a pesticide
product, that the applicant has properly
supported his application for
registration with material that complies
with the requirements of the Act. That
determination must be made for each
application {for new or amended
registration or for reregistration), and
requires that the Agency review the
application to determine that all items
listed in FIFRA section 3(c)(1) have been
submitted and are in compliance with
the Act. The procedures in this rule,
however, apply only to applications
which are subject to FIFRA section
3(c)(1)(D). The Agency has carefully
considered which applications should be
subject to the requirements of that
section and this rule.

There are cogent arguments for
broadly defining the scope of
registration actions to which the
requirements of section 3(c)(1)(D) apply.
A literal reading of the statute would
support the view that all applications of
any type (new, amended or
reregistration) under section 3 are
subject to that section. (It should be
noted that the strictest reading has
never been used: The 1979 regulations
contained a number of exemptions for
certain amended applications for which
review of scientific data was not
necessary to approve the application.)
Additionally, it can be argued that a
broad interpretation of scope of actions
subject to the data compensation
provision of the statute would ensure
the most consistent and equitable
treatment of all producers in the
marketplace. Each producer would have
to comply with the exclusive use or
compensation provisions of the Act
whenever he sought any change in his
registration. This would promote more
rapid redistribution of the costs incurred
by previous data submitters among all
producers in the marketplace who now
benefit or have benefitted from those
data.

There are equally persuasive policy
reasons why EPA should not adopt such
a broad interpretation of section
3(c)(1)(D). First, if all applications were
subject to its requirements, the Agency,
as well as applicants and data
submitters, would be inundated by large
amounts of paperwork that would
rapidly render the Agency's review
process unmanageable. A significant

portion of this paperwork burden would
be applications for amended registration
of a minor administrative nature, whose
approval would have no effect on the
product's competitive market position.

A secondary result would be that
registrants faced with the necessity for
section 3(c)(1)(D) compliance with each
amendment, would be disinclined to
request amendments to their
registrations unless these amendments
would improve their competitive
position in the market. Registrants might
choose not to pursue amendments not of
direct economic benefit (but which are
often in the public interest), such as
improved labeling or composition
changes to reduce hazards, given the
possible compensation consequences.
When this would lead to decreased
public protection, the provisions of
section 3(c)(1)(D) would clearly be
contrary to the Agency's primary goal of
protection against unreasonable adverse
effects. EPA does not believe that
Congress intended that the economic
protections afforded by section
3(c)(1)(D) should be interpreted in a
manner that could undermine the
Agency's mandate for protection of
public health and the environment.

A less obvious but similar situation
might arise if the Agency proposes to
cancel or suspend the registration of a
product unless the registrant amends his
registration in some manner directed by
the Agency. Such “involuntary"
amendments may be the result of the
special review process, the
classification process, or the Label
Improvement Program. If the registrant's
choice is either to comply with the
provisions of section 3(c)(1)(D) in order
to avoid cancellation or suspension
actions that would remove him from the
market, or to challenge the action and
remain on the market, certainly there
would be greater incentive to dispute or
litigate the Agency’s action. Such
challenges not only are costly for the
Agency, but also delay corrective
measures intended to reduce risks to
public health or the environment.

The Agency believes it may be
appropriate to restrict the application of
FIFRA section 3(¢)(1)(D) to
circumstances where an applicant needs
EPA approval to enter or expand the
market for his product, and where
approval of the application potentially
changes the competitive structure or
balance of the market in the applicant's
favor. Accordingly, EPA may later
propose to modify this rule to limit the
registration actions to which section
3(c)(1)(D) applies to applications for
new registrations, applications for
amended registrations to add a new use
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for the product, applications to change
the source of active ingredient from a
registered supplier to an unregistered
supplier and applications for
reregistration. Because comment on this
issue was not solicited in the 1982 or
1983 proposal notices for this final rule,
however, this rule retains the provision
defining the kinds of applications which
must comply with 3(c)(1)(D) which is set
forth in the 1979 regulations and the
December 1982 proposal.

B. Which Data Requirements Must Be
Satisfied

FIFRA section 3(c)(2)(A) requires the
Administrator to publish guidelines
specifying the types of data needed to
support a registration. The Agency's
registration data requirements are found
in 40 CFR Part 158. That rule describes
the types of data that the Agency must
have to determine that the standards of
FIFRA section 3(c)(5) are met. No
application may be approved unless the
Agency has this data, except that in
some cases, FIFRA section 3(c](7)
permits the Agency to approve
registrations conditionally if the data
required under section 3(c)(5) have not
previously been submitted to the
Agency.

The list of requirements inPart 158 is
the basis for determining which data an
applicant must cite or submit to ‘comply
with section 3{c)(1)(P). Units V.B. and
VI:B. discuss the need for and methods
of determining data reguirements under
the cite-all and selective methods
respectively.

C. The Formulator's Exemption
1. Purpose of the Exemption

FIFRA section 3(c)(2)(D) provides that
any applicant who purchases a
registered pesticide product from
another producer and uses it to
formulate an end use product need not
submit, nor offer to pay for, data on the
safety of the purchased preduct. This
provision is commonly referred to as the
“farmulator’s exemption.” Since the
costs that FIFRA section 3(¢)(1)(D) is
intended to recoup for producers are
generally included in the purchase price
of the pesticide they sell, that section
would have the effect of requiring
producers who purchase those
pesticides in effect to pay data
development costs twice—once as a
condition of obtaining registration, and
thereafter as part of the price of the
pesticide they purchase to make their
products.

Although section 3(c)(2)(D) specifies
that only end use producers are eligible
for the formulator's exemption, the
legislative history of the statute offers

additional guidance on the intent of
Congress. The Report of the House
Committee on Agriculture states:

[The House bill] would obviate the need for
formulators to furnish certain registration
data by providing authority for “generic"
registration. Under the “generic” registration
plan, detailed submissions and evaluations of
the basic chemical need not be repeated with
each formulation . . . Applications will be
simplified and formulators relieved of the
need to offer to pay for the registration data
except in the purchase price of the basic pest
control chemigal. {H. Rep. No. 95-663, 95th
Congress, 1st Session, p. 19.]

It seems clear that the purpese of the
formulator's exemption was to eliminate
duplicative payment of data
development costs. The same rationale
that underlies the exemption for end-use
products would also hold true for any
other product whose active ingredients
were purchased from another producer
in the form of a registered product.

By limiting the exemption to end use
products, FIFRA section 3(c)(2)(D) fails,
perhaps unintentionally, to acknowledge
the substantial body of products that are
neither technical grade chemicals nor
end use products, and that logically
could or should be included within the
formulator’s exemption. Thus the
language of the statute is constraining
both upon the Agency and upon
applicants for registration of other types
of products whose ingredients are both
registered and purchased. The Agency,
therefore, interprets FIFRA section

3(c)(2)(D) to apply to any product whose

ingredients are both registered and
purchased, without limitation as to the
intended use of the product. Products
that are eligible for the formulators'
exemption under this interpretation
include not only end-use products but
also so-called “formulation
intermediates” or "technical
concentrates,” whose producers
purchase registered products which are
technical grade active ingredients and
reformulate them into a less
concentrated intermediate product that
is sold for reformulation into an end use
product.

As a result of the formulators’
exemption, an applicant who qualifies
need not list-(and need not submit or
cite data to fulfill) as many data
requirements as an applicant for a
similar registration who is not eligible
for the exemption. Since the majority of
data requirements in Part 158 require
studies on active ingredients of the type
that are often purchased and used to
make end use products, and since the
majority of applications are for end use
product registrations, the formulators'
exemption can result in a substantial
reduction in the number of data

requirements that must be listed for a
significant number of applicants:

Under the cite-all method of support
(and its variation within the selective
method, see Unit VI.C.5 of this
preamble), the formulator's exemption
currently functions largely to limit the
actual compensation paid for the use of
data, not to reduce the amount of
correspondence between applicants and
data submitters; If certain data
requirements are eliminated by the
formulator's exemption, the applicant
for registration of an end use product
should, theoretically, also be able to
eliminate correspondence to persons
who have submitted only data that
fulfill those requirements. In reality,
however, the Data Submitters List is not
sufficiently detailed that an applicant
can ascertain which data submitters
may be omitted. Thus he is compelled to
write to all persons listed. He is not
obligated, however, actually to pay.any
compensation for a study that would
fulfill a data requirement for which he is
not responsible.

Under the selective method of data
support, on the other hand, the
formulator's exemption would limit or
simplify the transactions between
applicants and data submitters required
to comply with the precedures of this
rule. The selective method requires that
applicants write to previous data
submitters with respect to individual
data requirements they wish to satisfy
(to obtain permission to use a specific
study, to offer to pay compensation, or
to verify a data gap). The reduction in
the number of data requirements that
must be satisfied would directly result in
letters to fewer data submitters, in less
complicated correspondence; or both,

2. Procedures for Formulator's
Exemption

Section 152.85 describes the
formulater's exemption. In order to
prove that he is eligible for the
formulator's exemption, the applicant
would be required, at the time of filing
for initial registration (or at the time the
exemption is first claimed for the
product); to submit a certification
identifying which active ingredients in
his product meet the requirements of
FIFRA section 3{c)(2)(D). (In a product
containing several active ingredients,
the exemption might apply only to some
ingredients.) The Agency provides &
form for this purpose, on which the
applicant would list each active
ingredient that qualifies for the
exemption. In addition, the Agency
would have to receive, or have on file,
an up-to-date Confidential Statement of
Formula that lists the source(s) of each
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active ingredient by name and, if
registered, by EPA Registration Number.

Once this information is on file with
the Agency, the applicant or registrant
would not be required to resubmit it
with succeeding applications for
amendment, provided that he made no
change in the source of his active
ingredients. In all cases, a registrant
who changes his source of supply of an
active ingredient is required to file an
application for amended registration
with the Agency. If the change in source
would disqualify the applicant from the
formulator's exemption, the applicant
must also comply with the requirements
of this subpart. For example, if the
applicant changes his source of active
ingredient to one that was unregistered
or begins to produce his own technical
material rather than purchasing it
(whether or not the technical material
was also registered), he will no longer
qualify for the exemption for data
concerning that ingredient. On the other
hand, a registrant who changes from an
unregistered source to a registered and
purchased source might wish to take
advantage of the formulator's exemption
and file a formulator's exemption
statement, but he is not required to do
80.

V. The Cite-All Method
A. Overview

This rule retains, as an option instead
of a requirement, the essential features
of the 1979 cite-all regulation. See former
40 CFR 162.9-4 and 162.9-5. The cite-all
procedures fully protect the rights of
data submitters under FIFRA section
3(c)(1)(D). The procedures require a
direct offer to pay reasonable
compensation to each original data
submitter by the applicant for
registration, as well as a general offer to
pay filed with the Agency under which
data submitters may claim
compensation even if direct notice is not
provided. Further, although the
procedures require a potentially large
volume of correspondence, they are
straightforward and easy for applicants
to follow and do not require that the
applicant determine data requirements
@ a prerequisite to application. For the
same reason, they are also easy for the
Agency to administer. Moreover, most
dlspules are resolved outside of the
fegistration process and delays in
obtaining registration are thereby
avoided. Finally, the procedures were
used from 1979 to 1983 by applicants
and data submitters alike, and thus are
widely understood.

The primary disadvantage of the cite-
all method to the applicant is that he
may be compelled to pay for the more

than the minimum set of data required
by Part 158. Also, uncertainty about the
amount of compensation that will
ultimately have to be paid has been of
major concern to many applicants.

The cite-all method contained in
§ 152.86 requires that the applicant
acquire the right to cite all relevant data
previously submitted to EPA by other
persons. An applicant can establish his
right to cite all relevant data by either
getting permission from, or making an
offer to pay to, each person on an
Agency list of pesticide data submitters.
Whether the applicant must obtain
permission or may simply make an offer
to pay is governed by whether the data
are entitled to exclusive use protection
under FIFRA section 3(c)(1)(D)(i).

B. Determination of Data Requirements

In order to file an application under
the cite-all method, an applicant is not
required to determine which data
requirements actually apply to his
product. By securing the right to cite all
relevant data in EPA's files, the
applicant obviates the need for
identifying specific data requirements,
specific studies, or data submitters for
specific studies.

C. Demonstrating Compliance Under the
Cite-All Method

Procedurally, the cite-all method set
forth in § 152.86 is identical to that
contained in 1979 regulations (see
former §§ 162.9-4 and 162.9-5). Simply
stated, the applicant must write to each
previous data submitter and either
obtain written authorization or make an
offer to pay for the right to cite all of his
relevant data.

The Agency maintains a list entitled
"Pesticide Data Submitters by
Chemical,” (the “Data Submitters List)
which contains, by chemical, the name
and address of each previous data
submitter who has indicated that he
wished to be so listed. The list
distinguishes by broad categories what
type of data the person has submitted to
the Agency (e.g., acute toxicity,
efficacy), and whether the person has
submitted any data that are entitled to
exclusive use protection. The list does
not associate studies with specific data
requirements, nor does it characterize a
study as to its validity or sufficiency.

If the Data Submitters List indicates
that the person has submitted data
entitled to exclusive use protection, the
applicant must obtain a written
authorization to cite the exclusive use
data. If the applicant is unable to secure
written authorization from any exclusive
use data submitter, he would be
precluded from using the cite-all
method.

Section 152.86(a) lists the elements of
an acceptable written authorization. The
written authorization must grant the
named applicant permission to use
specified studies. The exclusive use data
submitter could limit such permission,
for example, only to a single application
(by naming the product), or for a
specified period of time. Regardless of
the form and conditions of the written
authorization, it must grant permission
to use the study or studies at least for
the application in question, such that the
applicant can certify in good faith to the
Agency that he has received permission
to rely on the study. The Agency will
rely on the applicant’s certification that
permission to use the exclusive use
studies has been granted.

The Agency notes that the exclusive
use data submitter may give broader
permission than is required by the
Agency. The data submitter may grant
permission to cite his data with no time
limitations; he may permit citation of the
studies for future amendments to the
same product, or for different products
using the same active ingredient. The
Agency requires only that the applicant
certify (and be able to prove if
challenged) that he has obtained the
permission of the exclusive use data
submitter for each individual application
he submits.

If the Data Submitters List does not
indicate that the person has submitted
exclusive use data on the ingredient in
question, the applicant must, ata
minimum, make an offer to pay that
person compensation for the right to cite
any pertinent data in the Agency's files.
Nothing would prohibit the applicant,
however, from requesting written
authorization to cite the data in addition
to, or instead of, making an offer to pay.
The data owner, in turn, is not obligated
to give permission, but the fact that he
did not authorize the applicant to cite
his data will not preclude the applicant
from demonstrating compliance with the
cite-all requirements by having made
the offer to pay in the correct form.

Before the Agency will approve his
application, the applicant must certify
that he has obtained the authorization
of, or made appropriate offers to pay to,
each person on the Data Submitters List.
Moreover, since the Data Submitters
List is constantly changing as new data
submitters are added, but is reissued
only about twice a year, the applicant
will be required to extend a general
offer to pay as a safeguard against
inadvertent omission of a person from
the Data Submitters List. Offers to pay
to persons on the Data Submitters List
must be made directly to those persons,
and the applicant must certify to the
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Agency that he has complied with this
requirement. The general offer to pay
must be submitted to the Agency as part
of the certification. The Agency will
make available to applicants a form for
this purpose.

As in the past, the applicant will be
permitted to submit his certification and
general offer to pay at any time before
registration is approved. The Agency
will not delay the review of the
application pending receipt of these
statements, but will not approve the
application until they are received and
determined to be in compliance.

Thereafter, if the Agency identifies
any exclusive use data submitter whose
permission is a prerequisite to
demonstrating compliance with
requirements for the application in
question, EPA will notify the applicant
and require that he obtain written
authorization from that person. This will
only be necessary if the omitted person
is an exclusive use data submitter; other
data submitters are protected by the
general offer to pay statement and may
pursue any claims for compensation
pursuant to that offer.

Section 152.86(d) requires the
application to contain a statement that
for purposes of FIFRA section 3(c)(1)(D),
the application relies on all data in
Agency files that concern his product,
other similar products, or any of the
active ingredients of his product, and
that are of the kinds that would be
relevant to an Agency risk/benefit
evaluation under FIFRA section 3(c)(5).
Similar language was contained in the
1978 regulation and the 1982 proposal.

VI. The Selective Method
A. Overview

As required by the NVACA decision,
EPA has developed alternative
procedures to the cite-all method for
meeting the requirements of FIFRA
section 3(c)(1)(D), called the “selective
method." These procedures are more
flexible than the cite-all method, and
allow an applicant to demonstrate
compliance in a number of different
ways. This flexibility exists because the
applicant can address data requirements
on an individual basis rather than
collectively as in the cite-all method.
The table in the Summary enumerates
the options available to the applicant,
each of which will be discussed further
in this Unit. Further, the selective
method should reduce or eliminate some
of the unknowns associated with the
cite-all method, since the applicant can,
under the selective method, know with
reasonable certainty the identity of each
person whom he might have to
compensate. The selective method will

also reduce the potential for having to
pay compensation for several similar
studies satisfying thé same data
requirement, since the applicant can
generally demonstrate compliance by
citing a single specific valid study for
each individual data requirement.
Finally, this method permits applicants
to comply with the requirements of
FIFRA section 3(c)(1)(D) in
circumstances when the existence of
exclusive use data might preclude the
use of the cite-all method altogether.

The selective method has some
disadvantages when compared to the
cite-all procedures. While the magnitude
of these disadvantages is unknown, the
Agency expects that a decision to use
the selective method will involve
heavier paperwork burdens on the
applicant, and will require the Agency
to devote more resources to reviewing
the application to determine that the
submitted materials comply with the
Act, with a concomitant increase in time
and cost of registration reviews in
general.

Nonetheless, the Agency believes that
the selective method is the only .
workable alternative available to
comply with the NACA decision, and
that applicants may find it
advantageous with certain applications,
such as those for which they intend (or
are required) to develop and submit the
bulk of the data themselves.

The selective method requires that the
applicant identify each data requirement
that potentially applies to his product,
and demonstrate compliance with each.
The selective method is summarized in
§ 152.90, and the various means of
satisfying the requirements are
described in §§ 152.91 through 152.96.

B. Determination of Data Requirements

Section 152.90 requires the applicant
who chooses to use the selective method
to identify and list the data
requirements that apply to his products,
its ingredients and uses. For an
application for amended registration to
add a use, the applicant must list
requirements for all current uses of the
product he seeks to register, as if the
product were being proposed for its
initial registration, This usually will not
be a significant burden, however, since
the applicant for a limited amendment
can repeat the data requirements from
his initial registration; only those
pertaining solely to the amendment
would be a new listing after the first
such listing for that registration.

Most applicants will use 40 CFR Part
158, Data Requirements for Registration,
to determine their data requirements.
Part 158 consists largely of a series of
tables of data requirements, grouped

according te the broad category of data
covered. Product chemistry,
environmental fate, residue chemistry,
toxicology, effects on fish and wildlife,
effects on non-target plants and insects,
reentry protection, and efficacy data are
among the topics covered in Part 158,
There is a separate compilation of the
requirements that apply to biochemical
and microbial pesticide products.

Subpart B of Part 158 describes how to
use the tables to determine the data
requirements applicable to a specific
product, Under the selective method, the
applicant must include in his list each
data requirement that potentially
applies to his product. Thus, he must list
each requirement for his product (those
denoted with an “R" in the tables), and
the appropriate requirements among
those that are conditional based on the
product's use patterns, composition,
physical characteristics or the results of
the other tests (denoted “CR” in the
tables). [In each case the footnotes to
the tables explain the “R" or “CR"
requirement more explicitly, and should
be consulted.] In some cases, the
applicant will not be able to determine
from Part 158 whether the results of one
test leads to a second required test
because he does not have access to the
test results in Agency files. The Agency
will not adequately protect the data
submitters' interests, however, if it
permits an applicant to list, and satisfy,
only the initial set of required (“R")
tests. Either the Agency must require
that the applicant list all possible data
requirements, or the Agency must
assume a burden of reviewing studies on
an ad hoc basis to determine whether
they trigger further data requirefents,
and notifying the applicant so that he
may satisfy the added requirements. The
Agency does not intend to review
studies already in its possession on this
case-by-case basis except when it
chooses to, such as when a Registration
Standard for an active ingredient is
prepared. Consequently, EPA is
requiring that applicants assume that all
possible requirements apply and
proceed accordingly.

An applicant who wishes to determine
absolutely whether a conditional data
requirement applies to his product may
write to each person on the Data
Submitters List (for his active
ingredients) and ask whether that
person has previously submitted a study
that would satisfy the conditional data
requirement. If any response is “yes,"
the applicant can assume that the data
requirement had been imposed on
another registrant, and therefore
presumably will be imposed on him
when the Agency reviews the data in its
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possession. If no one responds that he
had ever submitted such a study, the
applicant would not know definitively
whether the data requirement would
apply to his product; but it would not
matter, for present purposes, since the
existence of a “data gap"” would be
sufficient to demonstrate compliance
under the selective method “Data gap"
procedures are discussed further in Unit
V1.C.6 of this preamble.

In an ever-increasing number of cases,
the Agency will have already conducted
its comprehensive review of a chemical
as part of the Registration Standards
process. In that process, the Agency
reviews all data in its possession on the
chemical, and determines, based on the
results of the various tests, whether
secondary data requirements have been
triggered. Thus, if the Agency has issued
a Registration Standard on a chemical,
that Standard will list each applicable
data requirement, including those that
are listed as conditional in Part 158. In
this case the applicant need only
(indeed he will be required to) recite the
list of data requirements from the
Standard for that active ingredient.'

It should be noted that early
Registration Standards cover both
manufacturing use and end use products
containing a chemical; later ones
(generally those issued after April 1982)
generally address only manufacturing
use products. In the former case, the
applicant for an end use product may
list from the Standard the data
requirements applicable to his end use
product. In the latter case, he still must
refer to the Part 158 tables to determine
data requirements for his end use
product and its uses.

One further consideration bears upon
the applicant's list of data requirements,
The formulator's exemption, as
discussed earlier in Unit IV.C of the
preamble, might eliminate a large
number of data requirements for those
who qualify. If an applicant qualifies for
the formulator’s exemption for one or
more of the active ingredients in his end
use product, he is not required to list
data requirements applicable to the
safety of those ingredients. If all of his
active ingredients were eligible for the
exemption, his list of data requirements
will be reduced to those that apply to
his end use product as formulated, a
relatively short list, The applicant must,
of course, file his formulator's
exemption certification.

C. Demonstrating Compliance Under the
Selective Method

Once the list of data requirements has
been determined, the applicant must
demonstrate compliance with each
requirement by using one of the

following options (summarized in
§ 152.90):

1. Data Waiver Request (§ 152.91)

Any applicant (not limited to those
under the selective method) may claim
the existence of or request a waiver of a
data requirement. A waiver is an
Agency action excusing an applicant
from having to fulfill a data requirement
that would normally apply to his
product, based on arguments that the
requirement would not be useful to the
Agency in evaluating the risks and
benefits of the product.

Only under the selective method can
the applicant, by submitting information
verifying the existence of a waiver,
satisfy a data requirement. If the
applicant can determine that a waiver
has been granted previously by the
Agency, either from published lists of
waivers or from waivers noted in a
Registration Standard, he can comply by
simply noting the waiver, together with
the Agency reference, and explaining
briefly why the waiver should apply to
his product. EPA will make available to
applicants under Freedom of
Information procedures any existing
lists of waivers it has generated.
However, few such lists exist, and the
Agency generally will not systematically
review pesticide data requirements for
the purpose of developing lists of
waivers except as part of its
Registration Standards review. The
Agency intends to explore methods of
organizing the waivers granted on an ad
hoc basis (outside of the Registration
Standards process), so that they will be
more readily accessible to applicants.

Requests for new waivers will be
entertained as part of the application
review. An applicant who wishes to
request a waiver should refer to 40 CFR
158.45 for information on the procedures
for submitting waiver requests. The
applicant should note that a request for
waiver will require more extensive
review by the Agency to determine
whether the waiver is justified, which
could delay the approval of the
application. Moreover, if the waiver
request is denied, the applicant will
have to choose a different method of
demonstrating compliance, or appeal the
denial through administrative channels.

2. Submission of a New Valid Study
(§ 152.92)

An applicant may submit a new valid
study to satisfy a data requirement.
When the Agency refers to a “new"
study, it means one that has not
previously been submitted to the
Agency.

A new study should contain the
following: (1) A title page containing

certain identifying information about the
study; (2) a statement concerning its
trade secret status under FIFRA section
10, and any claims of confidentiality
made under that section: (3) a
certification concerning compliance with
the Good Laboratory Practice standards
of Part 160; and (4) an English
translation if written in a foreign
language. In addition, each submission
of one or more new studies should be
accompanied by a transmittal document
and bibliography of its contents.

3. Citation of Previously Submitted
Valid Studies (§ 152.93)

Any valid study already in the
Agency’s possession can be cited to
demonstrate compliance with a
selective data requirement. The
applicant should not submit another
copy of such a study, but may simply
reference it appropriately. If the study
was originally submitted by the
applicant himself, that is all he is
required to do. Further, if the applicant
owned the section 3(c)(1)(D) rights in a
study as a result of a transfer of the
rights from the original submitter of the
study, he need only certify his legal
ownership of the study for that purpose.

In all other situations, the applicant
must determine whether the study falls
into the category of exclusive use data,
compensable data, or non-compensable
data under FIFRA section 3(c)(1)(D) in
order to determine the procedures for
proper citation of the data. For exclusive
use data and compensable data, the
procedures in § 152.93(b) (1) and (2) for
obtaining permission or making an offer
to pay are exactly the same as those
under the cite-all method, except that
the applicant will write to a specific
data submitter concerning a specific
study rather than to all data submitters
on the Data Submitters List.

When an applicant using the selective
method has made an offer to pay to the
owner of a specific study that he wishes
to cite, he is not required to submit with
his application to the Agency a general
offer to pay.

4, Citation From the Public Literature

FIFRA section 3(c)(1)(D) specifically
allows an applicant to cite data that
“appear in the public literature” to
satisfy a data requirement. Under the
procedures set out by PR Notice 834, an
applicant is permitted to cite freely any
article in a journal. EPA will continue
this policy, and § 152.94 so states.

Studies generated by or at the
expense of any government agency, or
paid for with public funds, may be cited
by any applicant on the same basis as
studies from the public literature. It is
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the Agency's opinion that such studies
fall into the same category as studies
from the public literature.

The legislative history of the 1978
FIFRA amendments shows that
Congress did not intend that merely
being the first submitter of such a study
should confer any rights under FIFRA
section 3(c)(1)(D) to exclusive use or
compensation. The Conference
Committee Report states in relevant part
that*. . . the conferees intend that the
exclusive use and data compensation
provisions of FIFRA should apply only
to those data submitters who are
entitled to exclusive use or
compensation, either because they
generated the data, paid for its
generation, or otherwise have legal
ownership of the data." (Sen. Rep. No.
95-1188, 95th Cong. 2d Sess. 29.) The
same Report states:

[A]s an alternative to describing tests made
and results thereof, the applicant may cite
data (1) that appear in the public literature, or
(2) that previously had been submitted to the
Administrator by the original data submitter
if the exclusive use and data compensation
provisions are met. [/d. at 14.]

The Agency believes that in the case of
both public literature articles and
government-generated studies, no
ownership interest of the sort that was
contemplated by the Congress has been
acquired simply by submission or
citation of the journal article or study to
satisfy a data requirement.

The Agency is aware that many
articles in journals are the results of
research conducted by individuals
working for, or supported by, a pesticide
producer. Producers often arrange for
research to be performed by
universities, extension services or other
extra-industry sources, Reports from
some of these studies are submitted to
the Agency in support of registration,
and, in addition, published in scientific
journals. Publication of scientific results
is a means of disseminating information
on pesticides and encouraging further
research, which the Agency does not
wish to discourage. If data submitters
believe that, by publishing research in
which they have a substantial monetary
investment, they would forfeit or
jeopardize their right to exclusive use or
compensation, they will be inclined to
forego publication and reserve their
research studies for submission to the
Agency. In that way they could clearly
preserve their right to compensation or
exclusive use. Thus free access to public
literature studies arguably may
discourage publication.

The Agency does not believe that its
interpretation creates a loophole in
economic protection afforded data

submitters or stifles publication of -
research. EPA’s experience in reviewing
both data submitted directly by
applicants, and journal articles from the
public literature, shows that most such
articles do not contain sufficient
information, in themselves, to satisfy a
registration data requirement. Published
research typically describes the test
methods and presents the results of the
research in summary form. Such articles,
however, rarely offer the detailed
information (such as raw data results)
needed by the Agency to reach sound
conclusions about the risks and benefits
of the pesticide, and to judge the validity
of the study. This is particularly true of
long-term studies, where the expense of
the research would be most likely to
cause concern about economic
protection. When long-term studies are
involved, journal articles alone will
rarely suffice for registration purposes.
Thus, the Agency sees no policy
considerations that would compel a
broader application of section 3(c)(1)(D)
than currently used.

5. Citation of All Studies (§ 152.95)

Under the selective method, the
applicant can choose to follow the cite-
all procedures with respect to a single
data requirement.

The procedures in § 152.95 are
virtually identical to those under the
cite-all method. The applicant must
write to each person on the Data
Submitters List and make an
appropriate offer to pay (perhaps, but
not necessarily, limited to a single data
requirement; a single offer-to-pay letter
could suffice for a number of individual
data requirements). He then submits to
the Agency, either at the time of
application or before its approval, his
general offer to pay and certification
statement. The general offer to pay may
also be limited to the specific data
requirement(s) for which the applicant
chose the cite-all option.

As in all of these procedures, if the
Data Submitters List indicated the
existence of exclusive use data, the
applicant must obtain the written
authorization of each such original data
submitter instead of merely making an
offer to pay. Lacking written
authorization, he may not use the cite-all
method for that data requirement and
must pursue another option under the
selective method (such as developing
the data himself).

One drawback with using the cite-all
procedures for a specific data
requirement is that the Data Submitters
List does not allow an applicant to
determine whether a person on the list
has submitted a specific study that
would be pertinent to, or fulfill, the data

requirement in question. Therefore,
while an applicant may limit his request
for authorization or offer to pay to
studies that fulfilled a single data
requirement, he still must write to each
person on the list.

EPA is currently preparing a catalog
of all of its data, which, when
completed, will identify persons who
have submitted specific studies, not just
data on a particular chemical. The
Pesticide Document Management
System (PDMS) will catalog each study
in the Agency's possession, describe its
characteristics, and identify the original
data submitter and date of submission.
EPA is developing a system (accessible
by computer terminal) that will permit
users to correlate data requirements by
chemical and use with specific data in
Agency files that might fulfull those
requirements. Once this system is fully
operational, applicants should be able to
determine whether data gaps exist
without the need for extensive
correspondence, and also to ascertain
whether waivers have been granted.
This system will also permit applicants
to limit correspondence where
appropriate to those persons who have
submitted data which may fill a
particular data requirement.

6. Data Gap Confirmation (§ 152.96)

In many cases, an applicant may
obtain conditional registration even
though there are “data gaps” for some of
the data requirements for his product.
Under FIFRA section 3(c)(7), the Agency
is authorized to register some pesticide
products conditionally. That section
required, in pertinent part, that the
Agency determine that . . . approving
the registration or amendment in the
manner proposed by the applicant
would not significantly increase the risk
of any unreasonable adverse effect on
the environment.” This “incremental
risk”’ determination can often be made
without the full range of studies that
would be necessary to permit the overall
determination of "'no unreasonable
adverse effects” required by FIFRA
section 3(c)(5) (C) and (D). The finding
of no incremental risk is a risk/benefit
determination analogous to that under
FIFRA section 3(c)(5) (C) and (D), and,
likewise, is a separate function from the
determination that the amount or type of
data made available to the Agency by
an applicant meets the section 3(c)(1)(D)
data submission requirements.

The same data requirements are
imposed under FIFRA section 3(c)(7) as
under FIFRA section 3(c)(5), but, for
already existing ("old"”) uses, section
3(c)(7) provides that if the Agency does
not already possess data satisfying
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those requirements, the applicant for
conditional registration is not required
to produce such data prior to
registration when previous applicants
have not had to do so. The applicant for
conditional registration is required,
however, to produce data that (1)
pertain uniquely to his product (e.g.,
chemical composition, efficacy), or (2)
are needed for the Agency's incremental
risk determination (e.g., data pertaining
solely to a “new” use).

The absence of generic data that do
not bear on the incremental risk
determination, therefore, is not a bar to
the conditional registration of a product.
The Agency will not deny conditional
registration of a product under FIFRA
section 3(c)(7) (A) or (B) solely because
an applicable generic data requirement
not essential to the incremental risk
judgment has never been satisfied.

The procedures used to show that a
data gap exists depend on whether EPA
has issued a Registration Standard
covering the active ingredient(s) in the
applicant’s product, and on the scope of
that Standard. If a Registration Standard
for an active ingredient has been issued,
and the Standard covers both
manufacturing use and end use products
(generally those before April 1982), the
applicant's task will be comparatively
simple, since the Standard will list any
data requirements, including those for
which the Agency does not possess
data. The applicant may rely on such a
list of data gaps for the purpose of
demonstrating compliance. If the
Standard does not cover end use
product data requirements, the applicant
will have to follow the procedures in
§ 152.96 if he wishes to demonstrate a
data gap for the end use data.

The Agency will track data
submissions in response to the issuance
of a Standard or other requirement to
submit data pursuant to FIFRA section
3(c)(2)(B) and update Agency files
promptly when a data requirement has
been fulfilled. Nonetheless, there may be
occasions when data that eliminate a
“gap" have been submitted although a
Standard still indicates that there is a
data gap. The Agency will assume the
responsibility for notifying affected
applicants in such cases. The applicant
will be required to select another
method of demonstrating compliance for
that data requirement, such as making
8tn gffer to pay for the newly submitted
study.

If no Standard has been issued, an
applicant can demonstrate a data gap by
writing to each person on the Data
Submitters List and asking him if he has
Previously submitted a study that would
fulfill the data requirement(s). Data
submitters will have 60 days in which to

respond to data gap inquiries. If no one
responds that he has submitted a study
that fulfills the requirement, the
applicant can certify to the Agency that
a data gap exists. If any person
respends within the 60-day period that
he has submitted such a study, then the
applicant may not claim that a data gap
exists.

Failure to respond limits the data
submitter's challenge rights after
registration. Specifically, he cannot
claim that the applicant had improperly
claimed a data gap, a limitation which
might preclude the data submitter's
successfully petitioning the Agency to
challenge the applicant's registration.
(See Unit IX of this preamble for a
discussion of a data submitter's rights to
challenge a registration.)

If a data submitter indicates that he
has submitted such a study, then the
applicant can use the procedures in
§ 152.93 for citing that specific study. If
more than one person responds that he
had submitted such a study, the
applicant can choose either to cite one
of the studies or to cite all studies by
following the procedures in § 152.86. It is
unlikely, but not impossible, that
exclusive use data would be the subject
of a data gap search, since the Data
Submitters List would normally alert the
applicant to its existence. If, however,
correspondence reveals the existence of
exclusive use data that satisfies the
requirement, the applicant must obtain
the requisite written authorization if he
wishes to cite the study.

The data gap procedures may not be
used in certain instances. First, an
applicant for conditional registration of
a new active ingredient under FIFRA
section 3(c)(7)(C) may not use the
procedures. The applicant for
registration of a new active ingredient is
expected to submit all data necessary to
make a full risk/benefit determination
under FIFRA section 3(c)(5). Failure to
submit any needed study at the time of
application is not acceptable unless the
Agency has so recently imposed a data
requirement that the applicant has not
had time to produce the data. In this
case, the applicant may comply not by
demonstrating a data gap, but by
demonstrating the recentness of the data
requirement, and then, only by
persuading the Agency that, in the
public interest, the product should be
registered for the limited period of time
before the study is completed.

Second, the data gap procedures may
not be used for data requirements for
which each applicant must develop and
submit data on his own product. Such
data include basic product composition
data and, in some cases, certain efficacy
data (e.g., efficacy data for antimicrobial

products and for vertebrate control
products formulated as baits).

Finally, the data gap procedures may
not be used for a data requirement if the
data are needed to make an incremental
risk assessment under FIFRA section
3(c)(7)(B), typically for a new use. 40
CFR 158.30 describes the basic rule of
thumb for determining whether this is
the case, An applicant must determine
the data requirements that apply to the
product and its existing uses, and
compare that list with the data
requirements which apply to the product
with the addition of the new use. Any
differences in requirements are
attributable solely to the new use, and
data to satisfy them must be submitted
at the time of application.

VII. Agency Review to Determine
Compliance

Under FIFRA section 3(c)(5)(B), the
Agency must review applications to
determine whether the materials
required to be submitted, including
those that are required by this Subpart
E, comply with the requirements of the
Act. This part of the review need not
take place before the Agency begins to
review the application for compliance
with other statutory requirements, but
must occur before the registration is
approved. EPA recognizes that the
correspondence requirements of this
subpart may take some time, and that an
applicant may not wish to await
responses in all cases before filing his
application. A notable example is data
gap certifications: if a data gap is
suspected, the applicant can not claim
that the gap exists until he has waited 80
days after corresponding with data
submitters. EPA sees no reason why
correspondence times and Agency
review times may not run concurrently.
Section 152.84 therefore provides that
applicants may submit materials
required by this subpart at any time
before registration is granted. The
Agency will not delay the review of
other information pertinent to the
application pending receipt of lists and
certification statements, but will not
approve the registration until they are
received.

Applicants should be aware, however,
that if deficiencies are found in
materials submitted late in the Agency's
review, the registration could be
delayed while the applicant corrects the
problem. It the Agency completes its
review of the application, but has not
received the applicant's submissions
under this rule, the Agency will send the
applicant a rejection letter, which will
include a 75-day response time, after
which the application will be treated as
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though it had been withdrawn. A new
application will be required if the
applicant wants to pursue registration at
some later date.

For all applications, the Agency will
review any formulator's exemption
statement to confirm that the applicant
is eligible for the exemption, based on
his Confidential Statement of Formula.

Applications under the cite-all method
will be examined primarily to determine
that the applicant’s certification and
general offer to pay have been correctly
submitted. (The Agency will not
ascertain the data submitters to whom
the applicant had written.) This review
will not be time-consuming, and the
Agency will be able to resolve any
problems quickly and directly with the
applicant.

Applications under the selective
method will be more extensively
reviewed. First, the Agency will
examine the applicant's list of data
requirements to determine that all
applicable requirements have been
included. The Agency will verify those
conditional requirements that depend on
use patterns, product composition, or
physical or chemical characteristics, but
will not attempt to determine whether
conditional requirements based on the
results of other studies were actually
imposed, i.e., EPA normally will not
review results of the first-level studies
to see if they triggered a conditional
requirement.

EPA will then check that the applicant
has demonstrated compliance for each
listed data requirement by one of the
means provided in this subpart, and that
his certification reflects that required
offers to pay, written authorizations,
and data gap claims have been made or
obtained in accordance with this
subpart.

If the Agency determines that the
applicant has failed to list an applicable
data requirement, the Agency will notify
the applicant, and will refuse to register
the product until the applicant had
corrected the deficiency. Since adding
an omitted data requirement.might
result in the applicant's having to
engage in futher correspondence with
data submitters, the registration could
be delayed. Approval of an application
will not constitute a waiver of any data
requirement the applicant may have
omitted; a data submitter later may
challenge the registration under § 152.99.

The Agency will review any new
study submitted by an applicant to
determine its validity and sufficiency,
but will not necessarily review studies
previously submitted. Thus, approval of
an application does not mean that the
Agency has determined that previously
submitted studies are valid or sufficient

from a scientific standpoint under
present-day standards. As discussed in
Unit IX, a data submitter may challenge
a registration based on a claim that non-
valid studies have been cited. If a
challenge is made, the Agency will
review a previously submitted study; if
it is found to be invalid or insufficient,
the applicant's registration could be
jeopardized.

In order to protect exclusive use data
rights, the Agency will notify each
exclusive use data submitter before it
grants a registration which may have
been supported by exclusive use data.
This procedure will not be necessary,
however, if the applicant can provide to
the Agency a statement from each
exclusive use data submitter (in most
cases there is only a single exclusive use
data submitter) that he was aware of the
applicant’s application, and does not
object to its issuance. In essence, the
applicant may anticipate the Agency's
30-day notification and assume
responsiblity for it himself.

In the absence of the applicant's
taking this step, § 152.116 provides for
pre-registration notification at least 30
days before the registration is granted,
during which time the exclusive use
data submitter can request further
information concerning the applicant'’s
means of demonstrating compliance
with data requirements, and
subsequently petition the Agency to
deny the application for failure to
comply with FIFRA section 3(c)(1)(D)(i).
The Agency will entertain a pre-
registration petition only if it concerns
the applicant's failure to list, or obtain
written authorization for, a study for
which the petitioner holds exclusive use
rights.

The Agency will periodically make
public a listing of registrations issued,
including the name and address of the
registrant, the name of the product, the
active ingredients, and the method of
compliance. The Agency currently
maintains such a list, and intends to
continue this practice.

Moreover, the materials submitted in
accordance with this subpart, including
the applicant's list of data requirements
under the selective method, his means of
compliance for each, and his citations of
studies in the Agency's possession, will
be available to any person after
registration upon request under Freedom
of Information procedures. The Agency
is promulgating § 152.119 to state this
policy clearly.

VIIL Rights and Obligations of Data
Submitters

Section 152.97(a) describes the right of
data submitters to be listed on the
Agency's Data Submitters List. As noted

earlier, the Agency will use this list as
the basic reference for applicants for
corresponding with data submitters.

When the list was developed in 1980,
its purpose was to identify persons who
wished to receive letters from applicants
offering to pay compensation for the
right to cite their data under the 1979
cite-all regulations. The Agency
surveyed its registrants at that time to
eliminate from the list any who did not
wish to receive such offers. A large
number of end use producers chose to
forgo potential compensation apparently
because of the expense of responding to
offers to pay for data that, after
negotiation or arbitration, might prove to
be non-compensable, or of such low
value that the expense was not
warranted. Because it is possible that a
data submitter might wish to receive
offers to pay or to have the opportunity
to give or deny permission for the right
to cite data, this rule provides, in
§ 152.97(a), that a data submitter will be
able to request that his name be added
to the list.

A data submitter may request
inclusion on the list at any time, which
he may do by submitting pertinent
information about his studies to the
Agency. The Agency will refuse to
include studies submitted before 1970
and studies which each applicant is
required to submit on his own product,
such as product composition information
and certain efficacy studies.

Section 152.97(b) describes the data
submitter’s obligation to respond to
requests for confirmation of a data gap.
Data submitters have-an interest in
responding to requests from applicants
to verify the studies they have
submitted. This rule does not require
that data submitters respond to
correspondence from applicants, since
the Agency could not enforce such a
requirement under FIFRA. The Agency
notes, however, that FIFRA section
3(c)(1)(D) was included in the Act
specifically to protect the economic
rights of data submitters. The data
submitter who fails to respond will be
affected to the extent that the Agency
will not recognize his right to challenge
a registration on the grounds that his
data was not cited.

Section 152.98 describes the data
submitter's right to transfer his section
3(c)(1)(D) rights to another person.
Heretofore, the Agency has generally
(but informally) assumed that transfer of
registration and transfer of data
submitted or associated with that
registration where linked, and data
rights under section 3(c)(1)(D) have been
assumed to belong to the person who
held the registration. EPA believes that
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in the majority of registration transfers,
this has been and will continue to be the
intent of the parties, although the
Agency rarely has been informed
specifically that that was the case.

The Agency, however, acknowledges
that there may be situations when a
data submitter (who may also be a
registrant) would wish to retain the
rights to exclusive use or data
compensation while transferring the
registration of the product.

Alternatively, there may be situations
when a data submitter would wish to
sell or transfer those rights while
retaining the marketing rights conferred
by registration. The Agency's Pesticide
Document Management System (PDMS)
now being developed will permit the
Agency to track items of data
independently of the regulatory action in
connection with which they were
originally submitted, and is thus
compatible with a transfer system that
functions separately from that for
registration. Moreover, the tracking of
data under the PDMS and the transfer or
registrations are carried out by different
units within the Office of Pesticide
Programs, and it is logical that a

separate transfer be permitted.

Section 152.98 describes the transfer
documents required to be submitted to
the Agency so that the Agency can fulfill
its responsibility under 3(c)(1)(D) to
protect the economic rights of data
submitters.

IX. Data Submitters' Challenge Rights
A. Exclusive Use Rights

The exclusive use provisions of FIFRA
section 3(c)(1)(D])(i) offer full protection
only if the Agency provides the
exclusive use data submitter the
opportunity to keep a competitor's
product off the market, i.e., to insure that
registration is denied in situations
where the data submitter's rights would
be violated. Once the product has been
registered and enters the market, the
exclusive use data submitter, although
ne has recourse, has lost the protection
intended by the Act,

In order to protect against this
unlikely occurrence, the rule provides in
§152.116 that the Agency will notify the
exclusive use data submitter of its
intention to register a product which
might possibly have been supported by
his exclusive use data. The exclusive
use data submitter will have the
Opportunity to challenge the issuance of
the registration on the grounds that the
applicant had not obtained his written
Permission, or had otherwise made an
Improper certification to the Agency.
After 30 days the Agency will proceed to

register the product if no challenge has
been received.

The applicant may himself notify the
exclusive use data submitter, and
provide the Agency with evidence of the
data submitter's permission to proceed
with issuance of the registration,
thereby eliminating the 30-day waiting
period.

B. Compensation Rights

In administering the compénsation
provisions of the Act, the Agency
intends to rely heavily on data
submitters to monitor compliance with
the procedures of this subpart. Section
152.99 of this rule establishes a petition
procedure by which data submitters can
challenge the Agency’s issuance of a
registration. Certain petition
procedures—those preceded by an offer
to pay in accordance with FIFRA
section 3(c)(1)(D)(ii}—are provided for,
and limited by, the Act itself. This rule
establishes similar petition procedures
to accommodate situations under the
selective method for which no offer to
pay has been made.

The rule limits challenge rights under
the rule to persons who have submitted
valid data to fulfill a requirement for
which the applicant purportedly has
failed to demonstrate compliance. The
applicant's failure to comply must be
shown to have affected rights that the
data submitter actually possesses. The
Agency believes that a data submitter
who had never acquired such rights by
submitting a pertinent study should not
be permitted to request cancellation of
the registration of a competitor under
these procedures,

To assist data submitters in the task
of monitoring compliance, the Agency
will periodically make public a list of
the applications it has approved,
including the name and address of the
registrant, the product name and
registration number, the date of
registration, the active ingredient(s) in
the product, and the applicant's method
of compliance. From this list a data
submitter may ascertain whether an
applicant under the cite-all method had
failed to make the required offer to pay.
The data submitter then may write to
the registrant and assert his claim for
compensation based upon the
registrant's general offer to pay.

If the Agency’s public notice indicates
that the applicant has used the selective
method, a data submitter who wishes to
determine whether he should have
received an offer to pay first must
request the applicant’s list of data
requirements and means of complying
with each to determine whether the
applicant cited any of the submitter's
data. The time period for challenging the

registration does not begin until the data
submitter has received these materials.

1. Challenges Preceded by Offers To Pay

In contrast to the exclusive use
provisions of the Act, which, to offer full
protection, must be enforced before
registration is granted, an applicant can
fully comply with the requirement of the
statute by making a general offer to pay
under the cite-all method (and the
selective cite-all option). The data
submitter is adequately protected by
this procedure, which preserves the right
to compensation even if the registration
has for any reason been improperly
approved. Compensation may be
claimed at any time after the offer to
pay has been extended. Provided the

‘offer to pay has been made, the issuance

of the registration itself is not of
sufficient import to warrant advance
notice to data submitters.

The Act does not contemplate that,
when offers to pay have been made,
disputes over compensation should
delay the registration of products.
Rather, such disputes are to be handled
through negotiation or arbitration
without Agency involvement. Therefore,
the Act provides, in section 3(c)(1)(D)(ii),
that a data submitter may request that
the Agency cancel the registration only
after an applicant has failed to
participate in an agreed-upon procedure
for determining the amount of
compensation due, has failed to
participate in an arbitration proceeding,
or has failed to adhere to any agreement
or arbitration decision. Section
152.99(a)(1) limits the grounds for
petitioning the Agency to those
specifically provided by the statute.

FIFRA section 3(c)(1)(D), moreover,
provides that if the Agency determines
that the applicant or registrant has
failed to participate in such an
agreement or in an arbitration
proceeding, or has failed to adhere to
any such agreement or arbitration
decision, then the Agency shall cancel
(or deny]) the registration with 15 days
notice without further hearing.
Consequently, §152.99(c)(2) provides
that the Agency will notify the applicant
and the petitioner at least 15 days
before any intended cancellation of the
product. Within the 15 days, the
registrant of the affected product may
respond to the Agency, but may not
challenge the Agency's action in an
administrative hearing forum. If the
Agency subsequently cancels the
product registration, the registrant can
pursue his appeal in an appropriate
United States District Court.
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2. Other Challenge Rights (Under the
Selective Method)

The selective method does not lend
itself as readily to monitoring by data
submitters, because of the specificity of
its procedures and the variety of options
available to the applicant to comply
with data requirements. A data
submitter will not necessarily receive an
offer to pay from each applicant, as he
would under the cite-all method. Nor
will he be able to determine from the
Agency’s listing of approved
applications whether he should have
received an offer to pay, since an
applicant may have submitted his own
study, or cited another data submitter's
study.

The Agency's review of selective
method submissions primarily will
attempt to determine that the applicant
has listed each applicable data
requirement, and has demonstrated
compliance by an appropriate method.
Several methods rely on the applicant's
certification that he has complied with
the procedures. Moreover, the Agency
will not review cited data to determine
its validity by current scientific
standards or sufficiency for regulatory
purposes, and thus an applicant may
cite a study that, upon review, would no
longer be acceptable in support of
registration, For these reasons, EPA
believes it necessary that data
submitters be allowed to challenge
selective method registration actions
(other than selective cite-all, which
would be governed by the general offer
to pay] to protect any perceived loss of
rights under FIFRA section 3(c)(1){D).
The procedures in § 152.99 will be used
for this type of challenge.

Section 152.99(a)(2) lists several types
of complaints that might serve as the
basis for a petition by a data submitter
under the selective method. Amang
these are failure to satisfy data
requirements that should be or have
been listed, failure to follow required
procedures, improper certification with
respect to written authorization, offers
to pay, or data gaps, or citation of an
invalid study. Where any such failure
involved the cite-all option, however,
the Agency expects the data submitter
to avail himself of the general offer to
pay rather than petition for cancellation
of the registration,

Section 152.99(b) requires the data
submitter to-make his challenge in a
timely manner, and to assume the
responsibility of notifying the registrant
of his challenge. A challenge must be
filed with the Agency within one year
after the Agency makes public its listing
of recently approved applications. The

registrant is permitted 60 days to
respond to the petitioner's complaint.

Thereafter, the Agency will use the
procedures for denial or cancellation
provided by either FIFRA section 3(c)(8)
or 6(b), including the possibility of
conducting hearings if it finds the
petitioner's arguments or the applicant’s
response to be persuasive. Any hearings
will be conducted in accordance with
the procedures of 40 CFR Part 184, with
the only issue for resclution at the
hearing being whether the applicant had
failed to comply with the requirements
of this subpart in the manner described
by the petitioner.

X. Differences Between This Rule and
PR Notice 834

This rule contains a number of
significant additions to, deletions from,
and modifications to PR Notice 834,
issued June 16, 1983, under which the
Agency has been operating for the last
year (see Unit LD of this preamble).
These differences are summarized in
this unit.

1. Inclusion of Offers To Pay

The most obvious difference is that
this rule includes provisions for offers to
pay for the right to cite a data
submitter's study. Under the Monsanto
and Union Carbide district court
decisions, the Agency could not permit
an applicant to cite a data submitter’s
study without the latter's written
authorization. The Supreme Court’s
decisions upholding the constitutionality
of FIFRA section 3{c)(1)(D) and vacating
the district court judgments have
removed that bar. Therefore, this rule
includes procedures allowing offers to
pay.

2. Reliance on Registration Standard for
List of Data Requirements

Section LA. of PR Notice 834 requires
the applicant to base his list of data
requirements on the Agency's data
requirement regulations found in 40 CFR
Part 158. This rule provides that, when a
Registration Standard has been issued
for an active ingredient, the applicant
may rely on the list of data requirements
contained in the standard, and need not
undertake the exercise of determining
data requirements from Part 158. This
will reduce the burden of listing data
requirements for active ingredients for
which Registration Standards have been
prepared.

3. Restrictions on Waiver Requests
Eliminated

Section 1.A.3. of PR Notice 834 stated
that the Agency would not, during the
period that the PR Notice was in effect,
consider waiver requests except when

the applicant would be required to
generate new data to fulfill a
requirement, i.e., when no person had
previously submitted such data. This
was included so that the Agency would
not have to spend time reviewing
requests for waivers of requirements
which, although theoretically imposed,
as a practical matter did not result in
actual economic burden upon
applicants. The Agency's data
requirement regulations in 40 CFR Part
158 permit requests for waiver without
restriction. Consequently, this rule
allows waiver requests without
restrictions as to whether data relevant
to the requirement have been previously
submitted.

4. Certification With Respect To
Written Authorizations

Section. LB.1.c. of PR Notice 834
required an applicant to submit to the
Agency the written authorizations
obtained from other data submitters.
EPA does not believe that written
authorizations shouyld routinely be
submitted to the Agency, and does not
wish to receive such paperwork which
would have to be processed and filed in
substantial volume. Accordingly, this
rule provides that an applicant merely
must certify to the Agency that he has in
fact received such authorizations. Only
if the registration were subsequently
challenged would the Agency ordinarily
expect the applicant to present the
written authorizations to verify
compliance with the requirement.

5. Reliance on Registration Standard for
Data Gaps

Section L.B.2. of the PR Notice
required that an applicent who wishes
to demonstrate a data gap write to each
person on the Data Submitters List. In
cases where a Registration Standard has
been issued, however, EPA believes that
the applicant can rely on the data gap
listings in that Standard. The Agency
will assume the responsbility of
notifying applicants if a data gap has
been filled, so that the applicant can
select another method of demonstrating
compliance with that data requirement.

8. Notice to Prior Data Submitters

Section LD. of the PR Notice provided
an optional procedure whereby
applicants could write to exclusive use
data submitters concerning the data
requirements for an active ingredient.
Under that section, the exclusive use
data submitter could provide the
applicant (and the Agency) with his list
of applicable data requirements. In
Section ILB. the opportunity to provide
lists of data requirements to the Agency
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was extended to all data submitters, not
just exclusive use data submitters.

Sections IIL.A. and B. of the Notice
stated that the Agency would compare
such lists during registration review to
determine compliance with the
requirements of the notice. In the case of
exclusive use data, the Agency
indicated that it would notify both the
applicant and the exclusive use data
submitter of any discrepancies between
their respective lists.

The purpose of this correspondence
was to minimize the possibility of
disputes between applicants and data
submitters (particularly exclusive use
data submitters) that the Agency might
later be called upon to adjudicate via
the petition procedures. Advance
correspondence between applicants and
data submitters would permit agreement
on essential points of contention before
registration was approved, and avoid
the petition, hearing, and cancellation
processes after registration.

EPA encourages the exchange of
information between applicants and
data submitters at all phases before,
during, and after application, but notes
that this optional procedure need not be
the subject of rulemaking.

With respect to the submission of lists
of data requirements to the Agency, and
the Agency's use of such lists in its
review of an application, EPA notes that
the Agency itself is responsible for
determining the data requirements for
any given product. Lists from previous
data submitters would therefore serve
no additional purpose. Moreover, their
review would burden the Agency's
review process unnecessarily, without
contributing significantly to EPA's
decisionmaking ability. Therefore, this
rule does not provide that data
submitters (exclusive use or other) may
submit such lists to the Agency. The
Agency will not accept such lists, and
will not review them as part of its
application review. A submitter of
exclusive use data will be notified
before a registration which might
involve such data is granted, and may
present his claim at that time. Other
data submitters will have the
opportunity after registration to pursue
their claims of erroneous or incomplete
data requirements lists,

7. Submission of Lists of Studies
Previously Submitted to the Agency

In similar fashion, Section ILB. of the
Notice provided that data submitters
could send lists of their previously
submitted data to the Agency to assist
in determining compliance with the
Written authorization provisions of the

Notice. Such provisions are not included
in this rule,

8. Review of Studies To Determine
Conditional Data Requirements

Section HIA. of the Notice stated that
the Agency might review studies in its
possession in order to resolve conflicts
between applicants and data submitters
as to whether a conditional data
requirement applied. EPA intends to
review data in its possession only when
necessary to assess the risks and
benefits of a product, such as during the
Registration Standards process. The
applicant will be free to use the data gap
procedures to verify conditional data
requirements, but otherwise, disputes
will be resolved after registration
through the challenge procedures.

9. Risk/Benefit Review Excluding
Exclusive Use Data

Footnote 13 pertaining to Section I1.C.
of the Notice stated that, during the
period the PR Notice was in effect, EPA
would, at the request of an exclusive use
data submitter or applicant, attempt to
determine whether the applicant's
application theoretically could be
approved on risk/benefit grounds based
upon data that were submitted or cited
with the application without
consideration of other exclusive use
data in EPA files submitted by other
persons. The Agency sees no compelling
reason to continue to provide for such
limited reviews, which have no bearing
upon the actual registrability of the
product, and which run counter to EPA's
interpretation of the statute that allows
the Agency to review all available data
in making risk/benefit determinations.
Accordingly, this rule does not provide
for, and the Agency will not conduct,
such independent reviews,

10. Pre-Registration Notification Only
To Exclusive Use Data Submitters

Section IIL.C. of the PR Notice stated
that the Agency would notify all data
submitters of the intended registration
of a product which raised exclusive use
concerns. Under the language of the
Notice, notification was inadvertently
extended to all data submitters, when
only exclusive use data submitters were
affected and were intended to receive
such notice. The rule therefore limits
pre-registration notification to exclusive
use data submitters. Since lists of data
requirements will not be accepted from
data submitters, the notification will not
include any comparisons of, or
discrepancies between, lists of data
requirements submitted by the applicant
and by the exclusive use data submitter.

11. Challenge Procedures

The Agency has made two significant
changes in the challenge procedures as

stated in Section IILE. of the Notice.
First, a time limit of one year for
submission of petitions to the Agency is
provided. Second, the rule requires that
the petitioner, not the Agency, notify the
registrant of the filing of the petition.
Both of these changes are intended to
minimize the amount of time and
resources the Agency must devote to
challenges. Moreover, the direct notice
from petitioner to registrant will
encourage early informal resolution of
the problem between the two, and may
eliminate the need for Agency
involvement.

XI. Response To Comments

A. Relationship of FIFRA Section
3(c)(1)(D) to Risk/Benefit Decisions

The National Agricultural Chemicals
Association (NACA) and several
pesticide producers (American
Cyanamid Co., Mobay Chemical Co.,
and Dow Chemical U.S.A.) who
commented on the proposal and on the
interpretation announced in July 1983
(48 FR at 34002) took a position different
from the Agency's on the proper legal
interpretation of FIFRA section
3(c)(1)(D). NACA asserted that if an
applicant submits a complete set of his
own valid data, fully meeting the
requirements of 40 CFR Part 158 and
complying with section 3(C)(1)(D), the
Agency must conduct its risk/benefit
review of that product using only the
data submitted by the applicant. NACA
argued that the fact that an applicant
may demonstrate compliance with the
FIFRA section 3(c)(5)(B) by submission
of a complete data set means that the
Agency is compelled to make its risk/
benefit decision to register a product
under section 3(c)(5) or 3(c)(7) on the
applicant’s data alone. NACA argued
that the Agency may not review data
not submitted or cited by the applicant,
even when the studies are performed on
an ingredient in the applicant’s product
and are clearly relevant to the Agency's
risk/benefit determination. (NACA did
not dispute the Agency's use of data not
submitted or cited by the applicant that
“detract” from the proposed registration,
i.e, that would be used to restrict the use
of the product, or to cancel or suspend
its registration.)

As discussed in Unit ILA of this
Preamble and in PR Notice 834, the
Agency believes that this interpretation
is not consistent with other statutory
provisions. Moreover, there are severgl
important policy reasons to oppose this
reading of FIFRA. From a practical
standpoint, this approach would require
EPA scientistis to “put on blinders” in
their review of the pesticide by looking
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at the data submitted by one applicant
as if no other information existed on the
chemical. Agency scientists cannot
simply “forget” what they already know
from previously reviewed studies. Even
if this were possible, Agency, scientific
resources are inadequate to conduct
repetitive reviews of studies supporting
each individual application to determine
if the standards for registration are met.
Most important, the NACA
interpretation would not be a
scientifically sound approach to
determining whether a pesticide may
cause unreasonable adverse effects.
Universally accepted scientific
principles require that all relevant
information, not an arbitrarily selected
subset of the information, be considered
in making risk/benefit decisions. The
Agency has consistently adhered to this
principle. The Agency rejects any
interpretation of the statute that would
limit the scope of the information
reviewed or compromise the integrity of
its scientific decisionmaking process.
NACA also asserted that any data the
Agency reviews in its risk/benefit
decision must be considered to be “in
support of” registration as described in
FIFRA section 3(c)(1}{D). and therefore
subject to the provisions of that section.
This assertion fails to recognize that
section 3(c)(1)(D) clearly applies only to
information required to be submitted
with the application, not information
used for any other purpose under FIFRA.
The Agency may, and does, consider
data for various scientific purposes—to
determine risk/benefit consequences of
use, to determine whether restrictions
on use are necessary, to determine
proper labeling for products, to
determine whether to cancel or suspend
a pesticide. In all these cases, the
Agency uses data to arrive at its
decision. But section 3(c)(1)(D) applies
to Agency consideration of data for one
purpose only—the Agency's
determination under section 3(c)(5)(B)
that “material required to be submitted
[by section (3)(c)(1)] complies with the
requirements of the Act." Having
determined that the economic
protections intended by section
3(c)(1)(D) have been adequately
ensured, the Agency may subsequently
use the data for whatever scientific
purposes it deems necessary, by itself or
together with other available '
information. It is the Agency's opinion
that such use is not governed by section
3(c)[1)(D), and that consideration of any
data for purposes other than sufficiency
of an application under section 3(c)(5)(B)
does not trigger the application of the
exclusive use or compensation

provisions of section 3(c)(1)(D) to that
data.

B. Scope of Exclusive Use Protection

A second area in which the Agency
disagrees with comments by NACA and
another commenter concerns the scope
of the exclusive use protection afforded
data submitters under FIFRA section
3(c)(1)(D)(i}). In a May 186, 1983, comment
on the proposal, NACA argued that
exclusive use protection should be
available for all data submitted on a
new chemical during the 10-year period
of exclusive use. This would include the
data submitted by the first applicant for
registration and any subsequent
amendments adding new uses to that
product registration within the 10-year
period. On this point there is no
disagreement. However, NACA
interpreted the statute also to provide
exclusive use protection to any data
submitted to support the second and
successive registrations of products
containing that new chemical, whether
these were applications submitted by
the first registrant for a different
formulation of the new chemical, or by
another applicant altogether. All
exclusive use protection would last only
for 10 years from the date of first
registration, regardless of the date that
additional data were submitted to
support other applications.

NACA asserted that its interpretation
is “the only interpretation that makes
sense and that effectively implements
the exclusive-use rights that were
intended"” by Congress. NACA did not,
however, cite any provision of the Act
or its legislative history in support of
this interpretation.

EPA agrees with the policy arguments
for extending exclusive use protection to
data in support of additional products
containing a new chemical, but is
concerned that the statute may not
permit the interpretation put forward by
NACA. FIFRA section 3(c)(1)(D)(i) states
that exclusive use protection is
available only to data submitted to
support “the application for the original
registration of the pesticide,” or “an
amendment adding any new use to the
registration.” The Agency believes that
the most straightforward reading of this
language is that it limits exclusive use
protection to data in support of the
single first application and subsequent
amendments to that particular
registration, and this rule adopts that
reading. EPA may explore this issue
further in a future notice of proposed
rulemaking.

C. Mandatory Versus Optional Use of
“Cite-All" Method

Several commenters (the Pesticide
Producers Association, Velsicol
Chemical Corp., E.I. duPont de Nemours
and Co., and Kimberley-Clark) said that
while the cite-all method of satisfying an
applicant’s obligation under FIFRA
section 3(c)(1)(D) is appropriate as an
option, it should not be a requirement,
and that an applicant also should be
allowed to submit or cite what he thinks
is a complete data set (comprised of
data he has generated or other data he
has the right te cite) without having to
be concerned with other data. No
commenter disagreed with this approach
or argued that use of the “cite-all”
method should be required. As
explained already in this Preamble, the
Agency agrees and has adopted this
approach.

D. Data Entitled to Protection -

One commenter, Burroughs-Wellcome
Co., argued that data should be eligible
for the protection afforded by FIFRA
section 3(c)(1)(D) no matter what the
circumstances of its submission to EPA,
i.e., even if it were submitted by a
person who is neither an applicant nor a
registrant. EPA must disagree with this
comment because sections 3(c)(1)(D) (i)
and (ii) state clearly that data are
protected only if submitted to obtain or
maintain a registration.

XII. Statutory Review Requirements

In accordance with FIFRA section
25(a), a copy of this rule was provided to
the Secretary of Agriculture for
comment. The Secretary had no
comment on this rule,

Copies were also submitted to the
Committee on Agriculture of the U.S.
House of Representatives and the
Committee on Agriculture, Nutrition,
and Forestry of the U.S. Senate.

The FIFRA Scientific Advisory Panel
waived its review of this rule.

XIII. Regulatory Review Requirements

In order to satisfy requirements for
analysis as specified by Executive Order
12291, the Regulatory Flexibility Act,
FIFRA section 25, and the Paperwork
Reduction Act, the Agency has analyzed
the costs and benefits of this rule.

A. Executive Order 12291

This rule describes information that
applicants for registration, amended
registration, and reregistration of
pesticides are required to submit in
order to comply with the provisions of
FIFRA section 3(c)(1)(D) with respect to
submission or citation of data. The
selective method gives applicants
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freedom to select the method with which
they choose to demonstrate compliance
for specific data requirements. This rule
offers a great deal of flexibility to the
applicant in contrast to the rather rigid
constraints of the cite-all method for
citing registration data. The cite-all
method will, however, remain available
to those applicants who regard it as
being the most efficient means of
complying with section 3(c)(1){D)
requirements.

It is not expected that this rule will
have significant cost impacts on
applicants or registrants. Further, the
Agency believes that the benefits
derived from this rule in allowing
greater freedom in complying with
section 3(c)(1)(D) will increase
registrations and offset any increased
costs involved. For these reasons, the
Agency has determined that this rule is
not a “major” rule under E.O. 12291.
This rule was submitted to the Office of
Management and Budget (OMB) for
review as required by E.O. 12291.

B. Regulatory Flexibility Act

This rulemaking has been reviewed
under the Regulatory Flexibility Act (5
U.S.C. 50 et seq.) and it has been
determined that it will not have a
significant economic impact on a
substantial number of small businesses,
small governments, or small
organizations. This conclusion is based
on the Agency's regulatory impact
analysis cited previously.

As this regulation is intended to
facilitate the pesticide registration
process, it is not anticipated that
significant economic impacts will occur
at any level of business enterprise.

Accordingly, I hereby certify that this
rule does not require a separate
regulatory flexibility analysis under the
Regulatory Flexibility Act.

C. Paperwork Reduction Act

~ The OMB has approved the
information collection requirements -
contained in this rule under the
provisions of the Paperwork Reduction
Act of 1980, 44 U.S.C. 3501 et seq. and
has assigned OMB Control Numbers
2000-0012 and 2000-0468.

List of Subjects in 40 CFR Part 152

Intergovernmental relations,
Pesticides and pests, Administrative
practices,

Dated: July 25, 1984.

William D. Ruckelshaus,
Administrator.

Therefore, Chapter I of Title 40, Code

of Federal Regulations, is amended as
follows:

PART 152—PESTICIDE
REGISTRATION AND
CLASSIFICATION PROCEDURES

1. By adding a new Part 152,
consisting at this time of Subpart E, to
read as follows:

Subparts A-D—{Reserved]

Subpart E—Procedures To Ensure
Protection of Data Submitters’ Rights

Sec.

152.80 General.

152.81 Applicability.

152,83 Definitions.

152,84 When materials must be submitted to
the Agency.

152,85 Formulators' exemption.

152,86 The cite-all method.

152.90 The selective method.

15291 Waiver of a data requirement.

15292 Submission of a new valid study.

15293 Citation of a previously submitted
valid study.

15294 Citation of a public literature study
or study generated at government
expense.

152.95 Citation of all studies in the Agency’s
files pertinent to a specific data
requirement.

15296 Documentation of a data gap.

152.97 Rights and obligations of data
submitters.

15298 Procedures for transfer of exclusive
use or compensation rights to another
person.,

15299 Petitions to cancel registration.

152,118 Nofice of intent to register to
original submitters of exclusive use data.

152.119 Auvailability of material submitted in
support of registration.

Authority: Secs. 8, 25(a)(1), and 25 {a)(3) of
the Federal Insecticide, Fungicide and
Rodenticide Act, as amended (7 U.S.C. 136
through 136y).

Subparts A-D—[Reserved]

Subpart E—~Procedures To Ensure
Protection of Data Submitters’ Rights

§ 152.80 General.

This Subpart E (§§ 152.80 through
152.119) describes the information that
an applicant must submit with his
application for registration, amended
registration, or reregistration to comply
(and for the Agency to determine
compliance) with the provisions of
FIFRA section 3{c)(1){D). This subpart
also describes the procedures by which
data submitters may challenge
registration actions which allegedly
failed to comply with these procedures.
If the Agency determines that an
applicant has failed to comply with the
requirements and procedures in this
subpart, the application may be denied.
If the Agency determines, after
registration has been issued, that an
applicant failed to comply with these

procedures and requirements, the
Agency may issue a notice of intent to
cancel the product's registration.

(Approved by the Office of Management and -
Budget under control number 2000-0012.)

§ 152.81 Applicability.

(a) Except as provided in paragraph
(b) of this section, §§ 152.82 through
152119 apply to:

(1) Each application for registration of
a new product;

(2) Each application for an
amendment of a registration; and

(3) Each application for reregistration
under FIFRA section 3(g).

(b) This Subpart E does not apply to:

(1) Applications for registration
submitted to States under FIFRA section
24(c);

(2) Applications for experimental use
permits under FIFRA section 5;

(3) Applications for emergency
exemptions under FIFRA section 18;

(4) Applications to make only one or
more of the following types of
amendments to existing registrations,
unless the Administrator or his designee
finds that Agency consideration of
scientific data would be necessary in
order to approve the amendment under
FIFRA section 3(c}(5):

(i) An increase or decrease in the
percentage in the product of one or more
of its active ingredients or deliberately
added inert ingredients;

(ii) A revision of the identity or
amount of impurities present in the
product; :

(iii) The addition or deletion of one or
more deliberately added inert
ingredients;

(iv) The deletion of one or more active
ingredients;

(v) A change in the source of supply of
one or more of the active ingredients
used in the product, if the new source of
the active ingredient is a product which
is registered under FIFRA section 3;

(vi) Deletion of approved uses of
claims;

(vii) Redesign of the label format
involving no substantive changes,
express or implied, in the directions for
use, claims, representations, or
precautionary statements;

(viii) Change in the product name or
addition of an additional brand name, if
no additional claims, representations, or
uses are expressed or implied by the
changes;

(ix) Clarification of directions for use;

(x) Correction of typographical errors;

(xi) Changes in the registrant’s name
or address;

(xii) Adding or deleting supplemental
registrants;
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(xiii) Changes in the package or
container size;

(xiv) Changes in warranty, warranty
disclaimer, or liability limitation
statements, or addition to or deletion of
such statements;

(xv) “Splitting” a label for the sole
purpose of facilitating the marketing of a
product in different geographic regions
with appropriate labels, where each
amended label will contain previously
approved use instructions (and related
label statements) appropriate to a
particular geographic region;

(xvi) Any other type of amendment, if
the Administrator or his designee
determines, by written finding, that the
Agency consideration of scientific data
would not be necessary in order to
approve the amendment under FIFRA
section 3(c)(5); and

(xvii) Compliance with Agency
Regulations, adjudicatory hearing
decisions, notices, or other Agency
announcements that unless the
registration is amended in the manner
the Agency proposes, the product's
registration will be suspended or
cancelled, or that a hearing will be held
under FIFRA section 6. (However, this
paragraph does not apply to
amendments designed to avoid
cancellation or suspension threatened
under FIFRA section 3(c)(2)(B) or
because of failure to submit data.)

§ 152.83 Definitions.

As used in this subpart, the following
terms shall have the meanings set forth
in this section:

(a) “Data gap” means the absence of
any valid study or studies in the
Agency’s files which would satisfy a
specific data requirement for a
particular pesticide product.

(b) "Data Submitters List” means the
current Agency list, entitled "Pesticide
Data Submitters by Chemical,” of
persons who have submitted data to the
Agency,

(c) "Exclusive use study” means a
study that meets each of the following
requirements:

(1) The study pertains to a new active
ingredient (new chemical) or new
combination of active ingredients (new
combination) first registered after
September 30, 1978;

{2) The study was submitted in
support of, or as a condition of approval
of, the application resulting in the first
registration of a product containing such
new chemical or new combination (first
registration), or an application to amend
such registration to add a new use; and

(3) The study was not submitted to
satisfy a data requirement imposed
under FIFRA section 3(c)(2)(B);

Provided that, a study is an exclusive
use study only during the 10-year period
following the date of the first
registration.

(d) “Original data submitter" means
the person who possesses all rights to
exclusive use or compensation under
FIFRA section 3(c)(1)(D) in a study
originally submitted in support of an
application for registration, amended
registration, reregistration, or
experimental use permit, or to maintain
an existing registration in effect. The
term includes the person who originally
submitted the study, any person to
whom the rights under FIFRA section
3(c)(1)(D) have been transferred, or the
authorized representative of a group of
joint data developers.

(e) "Valid study” means a study that
has been conducted in accordance with
the Good Laboratory Practice standards
of 40 CFR Part 160 or generally accepted
scientific methodology and that EPA has
not determined to be invalid.

§ 152.84 When materials must be
submitted to the Agency.

All information required by this
subpart should be submitted with the
application, but may be submitted at
any later time prior to EPA's approval of
the application. The Agency will not
approve any application until it
determines either that the application is
not subject to these requirements or that
all required materials have been
submitted and are acceptable.

§ 152.85 Formulators’ exemption.

(a) FIFRA section 3(c)(2)(D) excuses
an applicant from the requirement to
submit or cite data pertaining to the
safety of any ingredient (or mixture of
ingredients) contained in his product
that is derived solely from one or more
EPA-registered products which the
applicant purchases from another
producer.

'(b) If the product contains one or more
ingredients eligible for the formulators'
exemption, the applicant need not
comply with the requirements of
§§ 152,90 through 152.96 with respect to
any data requirements pertaining to the
safety of any such ingredient, provided
that he submits to the Agency a
certification statement containing the
following information (a form for this
purpose is available from the Agency):

(1) Identification of the applicant, and
of the product by EPA registration
number or file symbol;

(2) Identification of each ingredient in
the pesticide that is eligible for the
formulators' exemption, and the EPA
registration number of the product that
is the source of that ingredient;

(3) A statement that the listed
ingredients meet the requirements for
the formulators’ exemption;

(4) A statement that the applicant has
submitted (either previously or with the
current application) a complete,
accurate and current Confidential
Statement of Formula; and

(5) The name, title and signature of
the applicant or his authorized
representative and the date of signature.

(c) An applicant for amended
registration is not required to submit a
new formulators' exemption statement,
if the current statement in Agency files
is complete and accurate. However, if a
registrant changes his source of any
active ingredient, he is required to
submit an application for amended
registration, together with a new
formulators’ exemption statement and a
revised Confidential Statement of
Formula.

(Approved by the Office of Management and
Budget under control number 2000-0468.)

§ 152.86 The cite-all method.

An applicant may comply with this
subpart by citing all data in Agency files
that are pertinent to its consideration of
the requested registration under FIFRA
section 3(c)(5), in accordance with the
procedures in this section, as applicable.

(a) Exclusive use studies. The
applicant must certify to the Agency
that he has obtained, from each person
listed on the Data Submitters List as an
exclusive use data submitter for the
chemical in question, a written
authorization that contains at least the
following information: g

(1) Identification of the applicant to
whom the authorization is granted;

(2) Authorization to the applicant to
use all pertinent studies in satisfaction
of data requirements for the application
in question; and

(3) The signature and title of the
original data submitter or his authorized
representative and date of the
authorization.

If the Agency identifies any exclusive
use data submitter not on the Data
Submitters List, the applicant will be
required prior to registration to obtain
the necessary written authorization from
such person.

(b) Other studies. The applicant must
certify to the Agency that, with respect
to each other person on the Data
Submitters List for the chemical in
question:

(1) He has obtained from that person 2
written authorization that contains the
information required by paragraphs (a)
(1) through (3) of this section; or

(2) He has furnished to that person:
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(i) A notification of his intent to apply
for registration, including the name of
the proposed product, and a list of the
product’s active ingredients;

(ii) An offer to pay the person
compensation to the extent required by
FIFRA section 3(c)(1)(D) for any data on
which the application relies;

(iii) An offer to commence
negotiations to determine the amount
and terms of compensation, if any, to be
paid for the use of any study; and

(iv) His name, address and telephone
number. -

(c) General offer to pay statement.
The applicant must submit to the
Agency the following general offer to
pay statement:

[Name of applicant] hereby offers and
agrees to pay compensation to other
persons, with regard to the approval of
this application, to the extent required
by FIFRA section 3(c)(1)(D) of the
Federal Insecticide, Fungicide and
Rodenticide Act.

(d) Acknowledgement of reliance on
data. Each application filed under this
section shall include an
acknowledgement that for purposes of
FIFRA section 3(c)(1)(D) the application
relies on the following data:

(1) All data submitted with or
specifically cited in the application; and

(2) Each other item of data in the
Agency’s files which:

(i) Concerns the properties or effects
of the applicant's product, of any
product which is identical or
substantially similar to the applicant's
product, or of one or more of the active
ing(;edients in the applicant's product;
an

(ii) Is one of the types of data that
EPA would require to be submitted if the
application sought the initial registration
under FIFRA section 3(c)(5) of a product
with composition and intended uses
identical or substantially similar to the
applicant's product, under the data
requirements in effect on the date EPA
approves the applicant's present
application.

§152.90 The selective method.

An applicant may comply with this
subpart by listing the specific data
requirements that apply to his product,
its active ingredients, and use patterns,
and demonstrating his compliance for
each data requirement by submitting or
citing individual studies, or by
demonstrating that no study has
previously been submitted to the
Agency. This section summarizes the
procdures that an applicant must follow
if he chooses the selective method of
demonstrating compliance. Sections
152.91 through 152,96 contain specific

procedures for citing or submitting a
study or demonstrating a data gap.

(a) List of data requirements. Each
applicant must submit a list of the data
requirements that would apply to his
pesticide, its active ingredients, and its
use patterns, if the product were being
proposed for registration under FIFRA
section 3(c)(5) for the first time. The
applicant need not list data
requirements pertaining to any
ingredient which qualifies for the
formulator's exemption.

(1) If a Registration Standard has been
issued for any active ingredient, the
applicant must list the applicable data
requirements enumerated in that
Standard for the active ingredient and, if
end use products are covered by the
Registration Standard, for such products
containing that active ingredient.

(2) If a Registration Standard has not
been issued, or if an issued Registration
Standard does not cover all data
requiremnents for products containing the
active ingredient in question, the
applicant must list the applicable
requirements as prescribed by 40 CFR
Part 158. All required (R) studies, and
any studies that could be conditionally*
required (CR) based upon composition,
use pattern, or the results of required
studies, are to be listed. The applicant
may demonstrate via the data gap
procedures in § 152.96 that a conditional
requirement need not be satisfied by the
submission or citation of data at the
time of application.

(b) Methods of demonstrating
compliance. The applicant must state for
each data requirement on the list
required by paragraph (a) of this section
which of the following methods of
compliance with the requirement he is
using, and shall provide the supporting
documentation specified in the
referenced section.

(1) Existence of or granting of a data
waiver. Refer to § 152.91.

(2) Submission of a new valid study.
Refer to § 152.92.

(3) Citation of a specific valid study
previously submitted to the Agency by
the applicant or another person, with
any necessary written authorizations or
offers to pay. Refer to § 152.93.

(4) Citation of a public literature
study. Refer to § 152.94.

(5) Citation of all pertinent studies
previously submitted to the Agency,
with any necessary written
authorizations or offers to pay. Refer to
§ 152.95.

(6) Documentation of a data gap. Refer
to § 152.96.

§ 152.91 Waiver of a data requirement.
The applicant may demonstrate
compliance for a data requirement by

documenting the existence of a waiver
in accordance with paragraph (a) of this
section, or by being granted a new
waiver requested in accordance with
paragraph (b) of this section.

(a) Request for extension of an
existing waiver. An applicant may claim
that a waiver previously granted by the
Agency also applies to a data
requirement for his product. To
document this claim, the applicant must
provide a reference to the Agency
record that describes the previously
granted waiver, such as an Agency list
of waivers or an applicable Registration
Standard, and must explain why that
waiver should apply to his product.

(b) Request for a new waiver. An
applicant who requests a waiver to
satisfy a data requirement must submit
the information specified in 40 CFR
158.45. .

(c) Effect of denial of waiver request.
If the request for a new waiver or
extension of an existing waiver is
denied by the Agency, the applicant
must choose another method of
satisfying the data requirement.

§152.92 Submission of a new valid study.

An applicant may demonstrate
compliance for a data requirement by
submitting a valid study that has not
previously been submitted to the
Agency. A study previously submitted to
the Agency should not be resubmitted
but should be cited in accordance with
§152.93.

§ 152.93 Citation of a previously
submitted valid study.

An applicant may demonstrate
compliance for a data requirement by
citing a valid study previously submitted
to the Agency. The study is not to be
submitted to the Agency with the
application.

(a) Study originally submitted by the
applicant. If the applicant certifies that
he is the original data submitter, no
documentation other than the citation is
necessary.

(b) Study previously submitted by
another person. If the applicant is not
the original data submitter, the applicant
may cite the study only in accordance
with paragraphs (b) (1) through (3) of
this section.

(1) Citation with authorization of
original data submitter. The applicant
may cite any valid study for which he
has obtained the written authorization
of the original data submitter. The
applicant must obtain written
authorization to cite any study that is an
exclusive use study. The applicant must
certify that he has obtained from the
original data submitter a written
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authorization that contains at least the
following information:

(i) Identification of the applicant to
whom the authorization is granted;

(i) Identification by title, EPA
Accession Number or Master Record
Identification Number, and date of
submission, of the study or studies for
which the authorization is granted;

(iii) Authorization to the applicant to
use the specified study in satisfaction of
the data requirement for the application
in question; and

(iv) The signature and title of the
original data submitter or his authorized
representative, and date of the
authorization.

(2). Citation with offer to pay
compensation to the original data
submitter. The applicant may cite any
valid study that is not subject to the
exclusive use provisions of FIFRA
section 3(c)(1)(D)(i) without written
authorization from the original data
submitter if the applicant certifies to the
Agency that he has furnished to the
original data submitter:

(i) A notification of the applicant's
intent to apply for registration, including
the proposed product name and a list of
the product’s active ingredients;

(ii) Identification of the specific data
requirement involved and of the study
for which the offer to pay is made (by
title, EPA Accession Number or Master
Record Identification Number, and date
of submission, if possible);

(iii) An offer to pay the person
compensation to the extent required by
FIFRA section 3(c)(1)(D)

(iv) An offer to commence
negotiations to determine the amount
and terms of compensation, if any, to be
paid for the use of the study; and

(v) The applicant’s name, address and
telephone number.

(3) Citation without authorization or
offer to pay. The applicant may cite any
valid study without written
authorization from, or offer to pay to,
the original data submitter, if:

(i) The study was originally submitted
to the Agency on or before December 31,
1989; or

(ii) The study was originally
submitted to the Agency on or before
the date that is 15 years before the date
of the application for which it is cited,
and the study is not an exclusive use
study, as defined in § 152.83(c).

§ 152.94 Citation of a public literature
study or study generated at government
expense.

(a) An applicant may demonstrate
compliance for a data requirement by
citing, and submitting to the Agency, one
o§ the following:

(1) A valid study from the public
literature.

(2) A valid study generated by, or at
the expense of, any government
(Federal, State, or local) agency.

(b) In no circumstances does
submission of a public literature study
or government-generated study confer
any rights on the data submitter to
exclusive use of data or compensation
under FIFRA section 3(c)(1)(D).

§ 152.95 Citation of all studies in the
Agency'’s files pertinent to a specific data
requirement.

An applicant normally may
demonstrate compliance for a data
requirement by citation of all studies in
the Agency's files pertinent of that data
requirement. The applicant who selects
this cite-all option must submit to the
Agency:

(a) A general offer to pay statement
having the same wording as that
specified in § 152.86(c) except that the
offer to pay may be limited to apply only
to data pertinent to the specific data
requirement(s) for which the cite-all
method of support has been selected;

(b) A certification that:

(1) For each person who is included
on the Data Submitters List as an
original data submitter of exclusive use
data for the active ingredient in
question, the applicant has obtained a
written authorization containing the
information required by § 152.86(a) for
the use the any exclusive use study that
would be pertinent to the applicant's
product; and

(2) For each person included on the
current Data Submitters List as an
original data submitter of data that are
not exclusive use for the active
ingredient in question, the applicant has
furnished:

(i) A notification of the applicant's
intent to apply for registration, including
the name of the proposed product, and a
list of the product's active ingredients;

(ii) Identification of the specific data
requirement(s) for which the offer to pay
for data is being made;

(iii) An offer to pay the person
compensation to the extent required by
FIFRA section 3(c)(1)(D);

(iv) An offer to commence
negotiations to determine the amount
and terms of compensation, if any, to be
paid for use of any study; and

(v) The applicant’s name, address and
telephone number; and

(c) An acknowledgment having the
same wording as that specified in
§ 152.86(d), except that it may be limited
to apply only to data pertinent to the
specific data requirement(s) for which
the cite-all method of support has been
selected.

§ 152.96 Documentation of a data gap.

Except as provided in paragraph (a) of
this section, an applicant may defer his
obligation to satisfy an applicable data
requirement until the Agency requests
the data if he can demonstrate, by the
procedure in this section, that no other
person has previously submitted to the
Agency a study that would satisfy the
data requirement in question,

(a) When data gap procedures may
not be used. (1) An applicant for
registration of a product containing a
new chemical may not defer his
obligation by the procedure in this
section, unless he can demonstrate to
the Agency's satisfaction that the data
requirement was imposed so recently
that insufficient time has elapsed for the
study to have been completed and that,
in the public interest, the product should
be registered during the limited period of
time required to complete the study.
Refer to FIFRA section 3(c)(7)(C).

(2) An applicant for registration of a
product under FIFRA section 3(c)(7) (A)
or (B) may not defer his obligation by
the procedure in this section if the
Agency requires the data to determine:

(i) Whether the product is identical or
substantially similar to another
currently registered product or differs
only in ways that would not
substantially increase the risk of
unreasonable adverse effects on the
environment;

(ii) If efficacy data are required,
whether the product is efficacious; or

(iii) Whether the new use would
substantially increase the risk of
unreasonable adverse effects on the
environment, usually required when the
application involves a new use of a
product which is identical or
substantially similar to a currently
registered product.

b. Data gap listed in a Registration
Standard. The applicant may rely on a
data gap that is documented by a
Registration Standard without
submitting the certification required by
paragraph (c) of this section. If the data
gap listed in the Registration Standard
has been filled since the issuance of the
Standard, the Agency will notify the
applicant and require him to choose
another method of demonstrating
compliance.

(c) Certification of a data gap. Except
as provided by paragraph (b) of this
section, an applicant who wishes to
claim that a data gap exists must certify
to the Agency that:

(1) The applicant has furnished, by
certified mail, to each original data
submitter on the current Data
Submitters List for the active ingredient
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in question, a notice containing the
following information:

(i) The name and address of the
applicant;

(ii) The name of the product, and a
statement that the applicant intends to
apply for registration of that product;

(iii) The name(s) of the active
ingredient(s) in the procuct;

(iv) A list of the data requirements for
which the applicant intends to claim
under this section that a data gap exists;
and

(v) A request that the data submitter
identify, within 60 days of receipt of the
notice, any valid study which he has
submitted to the Agency that would
fulfill any of the data requirement(s)
listed.

(2) The applicant has, within that 60-
day period, received no response, or has
received a negative response, from each
person notified; and

(3) The applicant has no basis to
believe that any data have been
submitted to the Agency that would
fulfill the data fequirement, and is
entitled to claim that a data gap exists.

(d) Requirement to obtain permission
or make offer to pay. In responding to a
data gap letter, the original data
submitter is not deemed to have given
his authorization for the applicant to cite
any study which the data submitter
identifies in his response. The applicant
must seek and obtain specific written
authorization from, or make an offer to
pay to, the original data submitter to cite
the identified study in order to
demonstrate compliance for the data
requirement. Nothing, however,
precludes the applicant from requesting
written authorization or making an offer
to pay at the same time that he requests
confirmation of a data gap.

§152.97 Rights and obligations of data
submitters.

(a) Right to be listed on Data
Submitters List,

(1) Each original data submitter shall
have the right to be included on the
Agency's Data Submitters List.

(2) Each original data submitter who
wishes to have his name added to the
current Data Submitters List must
submit to the Agency the following
information:

(i) Name and current address;

i) Chemical name and common name
[if any ) of the active ingredient(s), with
respect to which he is an original data
submitter;

(iii) For each such active ingredient,
the type(s) of study he has previously
submitted (corresponding to Guidelines
reference numbers given in tables in 40
CFR Part 158, if applicable), the date of
submission, and the EPA registration

number, file symbol, or other identifying
reference for which it was submitted.

(3) Each applicant not already
included on the Data Submitters List for
a particular active ingredient must
inform the Agency at the time of
submission of a relevant study whether
he wishes to be included on the Data
Submitters List for that pesticide.

(b) Obligation to respond to data gap
letters. An applicant who chooses to
defer his obligation by demonstrating
the existence of a data gap must write to
each original data submitter for
confirmation that the data submitter has
not submitted a valid study that would
satisfy the requirement. The original
data submitter is not required to
respond to such letters. However, if he
fails to respond, the applicant is entitled
to assume (and the Agency will act on
the assumption) that the original data
submitter has not submitted a study to
satisfy the requirement. The data
submitter may thereby limit his right to
later challenge the applicant's claim if
he fails respond in writing delivered to
the applicant within 60 days of receipt
of the applicant's data gap letter.

§ 152.98 Procedures for transfer of
exclusive use or compensation rights to
another person. ¢

A person who possesses rights to
exclusive use or compensation under
FIFRA section 3(c)(1)(D) may transfer
such rights to another person in
accordance with this section.

(a) The original data submitter must
submit to the Agency a transfer
document that contains the following
information;

(1) The name, address and state of
incorporation (if any) of the original
data submitter (the transferor);

(2) The name, address and state of
incorporation (if any) of the person to
whom the data rights are being
transferred (the transferee);

(3) Identification of each item of data
transferred including:

(i) The name of the study or item of
data;

(ii) Whether the study is an exclusive
use study, and, if so, when the period of
exclusive use protection expires;

(iii) The name of‘the person or
laboratory that conducted the study;

(iv) The date the study was submitted
to the Agency;

(v) The EPA document number
assigned to the item of data (the Master
Record Identification Number or
Accession Number), if known. If not
known, the EPA administrative number
(such as the EPA Registration Number,
petition number, file symbol, or permit
number) with which the item of data

was submitted, such that the Agency
can identify the item of data.

(vi) A statement that the transferor
transfers irrevocably to the transferee
all rights, titles, and interest in the items
of data named;

(vii) A statement that the transferor
and transferee understand that any false _
statement may be punishable under 18
U.S.C. 1001; and

(viii) The names, signatures and titles
of the transferor and transferee, and the
date signed.

(b) In addition, the original data
submitter must submit to the Agency a
notarized statement affirming that:

(1) The person signing the transfer
agreement is authorized by the original
data submitter to bind the data
submitter;

(2) No court order prohibits the
transfer, and any required court
approvals have been obtained; and

(3) The transfer is authorized under
Federal, State, and local law and
relevant corporate charters, bylaws or
partnership agreements.

(c) The Agency will acknowledge the
transfer of the data by notifying both
transferor and transferee, and will state
the effective date of the transfer.
Thereafter the transferee will be
considered to be the original data
submitter of the items of data
transferred for all purposes under FIFRA
section 3(c)(1)(D), unless a new transfer
agreement is submitted to the Agency.

§ 152,99 Petitions to cancel registration.

An original data submitter may
petition the Agency to deny or cancel
the registration of a product in
accordance with this section if he has
submitted to the Agency a valid study
which, he claims, satisfies a data
requirement that an applicant
purportedly has failed to satisfy.

(a) Grounds for petition. (1) If an
applicant has offered to pay
compensation to an original data
submitter of a study (either specifically
or by filing a general offer to pay
statement), the original data submitter
may petition the Agency to deny or
cancel the registration to which the offer
related on any of the following grounds:

(i) The applicant has failed to
participate in an agreed-upon procedure
for reaching an agreement on the
amount and terms of compensation. The
petitioner shall submit a copy of the
agreed-upon procedure and describe the
applicant’s failure to participate in the
procedure,

(ii) The applicant has failed to comply
with the terms of an agreement on
compensation. The petitioner shall
submit a copy of the agreement, and
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shall describe how the applicant has
failed to comply with the agreement.

(iii) The applicant has failed to
participate in an arbitration proceeding.
The petitioner shall submit evidence of
such failure.

(iv) The applicant has failed to comply
with the terms of an arbitration
decision. The petitioner shall submit a
copy of the arbitration decision, and
describe how the applicant has failed to
comply with the decision.

(2) When no offer to pay has been
made, the petitioner shall state in his
petition the basis for the challenge, and
describe how the failure of the applicant
to comply with the procedures of this
subpart has deprived him of the rights
accorded him under FIFRA section
3(c)(1)(D). Possible grounds for
challenge include, but are not limited to,
the following:

(i) The applicant has failed to list a
data requirement applicable to his
product, or has failed to demonstrate
compliance with all applicable data
requirements.

(ii) The applicant has submitted or
cited a study that is not valid.

(iii) The applicant has submitted or
cited a study that does not satisfy the
data requirement for which it was
submitted or cited.

(iv) The applicant has failed to comply
with the procedure for showing that a
data gap exists.

(v) The applicant has improperly
certified that a data gap exists. An
original data submitter who has failed
without good cause to respond to an
applicant’s request for confirmation of a
data gap may not petition the Agency
for review on this basis.

(vi) The applicant has submitted or
cited a study originally submitted by the
petitioner, without the required
authorization or offer to pay.

(b) Procedure for petition to the
Agency—(1) Time for filing. A petition
under paragraph (a)(1) of this section
may be filed at any time that the
circumstances warrant, A petition under
paragraph (a)(2) of this section must be
filed within one year after the Agency
makes public the issuance of the
registration.

(2) Notice to affected registrant. At
the same time that the petitioner files his
petition with the Agency, he shall send a
copy by certified mail to the affected
applicant or registrant. The applicant or
registrant shall have 60 days from the
date of his receipt of the petition to
submit written comments to the Agency.

(c) Disposition of petitions. The
Agency will consider the material
submitted by the petitioner and the

response, if any, by the affected
applicant or registrant.

(1) If the Agency determines that the
petition is without merit, it will inform
the petitioner and the affected applicant
or registrant that the petition is denied.
Denial of a petition is a final Agency
action.

(2) If the Agency determines that an
applicant has acted in any way
described by paragraph (a)(1) of this
section, the Agency will notify the
petitioner and the affected applicant or
registrant that it intends to deny or
cancel the registration of the product in
support of which the data were cited.
The affected applicant or registrant will
have 15 days from the date of delivery
of this notice to respond. If the Agency
determines, after considering any
response, that the affected applicant or
registrant has acted in the ways
described by paragraph (a)(1) of this
section, the Agency will deny or cancel
the registration without further hearing.
Refer to FIFRA section 3(c)(1)(D](ii).
Denial or cancellation of a registration
is a final Agency action.

(3) Except as provided in paragraph
(c)(2) of this section, if the Agency
determines that an applicant for
registration of a product has acted in
any way that deprives an original data
submitter of rights under FIFRA section
3(c)(1)(D), the Agency will take steps to
deny the application or cancel the
registration, as appropriate. The
procedures in FIFRA section 3(c)(6) or
section 8(b) shall be followed. Denial or
cancellation is a final Agency action.

(d) Hearing. Any hearing will be
conducted in accordance with the
procedures in 40 CFR Part 164. The only
matter for resolution at the hearing shall
be whether the registrant failed to
comply with the requirements and
procedures of FIFRA section 3(c](1)(D)
or of this subpart, in the manner
described by the petitioner. A decision
following a hearing shall be final.

§ 152,116 Notice of intent to register to
original submitters of exclusive use data.

(a) Except as provided in paragraph
(c) of this section, at least 30 days before
registration of a product containing an
active ingredient for which a previously
submitted study is eligible for exclusive
use under FIFRA section 3(c)(1)(D)(i),
the Agency will notify the eriginal
submitter of the exclusiye use study of
the intended registration of the product.
If requested by the exclusive use data
submitter within 30 days, the Agency
will also provide the applicant’s list of
data requirements and method of
demonstrating compliance with pach
data requirement.

(b) Within 30 days after receipt of the

Agency's notice, or of the applicant's list
of data requirements, whichever is later,
the exclusive use data submitter may
challenge the issuance of the
registration in accordance with the
procedures in § 152.99 (b) and (c). If the
Agency finds that the challenge has
merit, it will issue a notice of intent to
deny the application. The applicant may
then avail himself of the hearing
procedures provided by FIFRA section
3(c)(6). If the Agency finds that the
challenge is without merit, it will deny
the petition and register the applicant's
product. Denial of the petition is a final
Agency action.

(c) If an applicant has submitted to
the Agency a certification from an
exclusive use data submitter that he is
aware of the applicant's application for
registration, and does not object to the
issuance of the registration, the Agency
will not provide the 30-day notification
described in paragraph (a) of this
section to that exclusive use data
submitter,

§ 152.119 Availability of material
submitted in support of registration.

(a) The information submitted to
support a registration application shall
be part of the official Agency file for
that registration.

(b) Within 30 days after registration,
the Agency will make available for
public inspection the materials required
by Subpart E to be submitted with an
application. Materials that will be
publicly available include an applicant's
list of data requirements, the method
used by the applicant to demonstrate
compliance for each data requirement,
and the applicant's citations of specific
studies in the Agency's possession if
applicable.

(c) Except as provided by FIFRA
section 10, within 30 days after
registration, the data on which the
Agency based its decision te register the
product will be made available for
public inspection, upon request, in
accordance with Freedom of
Information procedures in 40 CFR Part 2.

PART 162—[AMENDED]

§§ 162.9-1 through 162.9-8 [Removed]

2. By removing §§ 162.9-1, 162.9-2,
162.9-3, 162.9-4, 162.9-5, 162.9-6, 162.9-7,
and 162.9-8.
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