


Table 1. Basic determinations for federal pesticide registration under Section
3(c)(5) of the Federal Insecticide, Fungicide, and Rodenticide Act, as amended.

"APPROVAL OF REGISTRATION. —— The Administrator shall register a pesticide
if he determines that, when considered with any restrictions imposed under
subsection (d)--

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

(B) its labeling and other material required to be submitted comply with
the requirements of this Act;

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

(D) when used in accordance with widespread and commonly recognized
practice it will not generally cause unreasonable adverse effects on the
environment. . . ."

(material quoted from Sec. 3(c][5] of FIFRA, as amended)

NOTE: Subsection 3(d) pertains to "CLASSIFICATION FOR GENERAL USE, RESTRICTED

USE, OR BOTH". Determinations regarding usefulness, appropriate labeling, and

likely effects on the environment take into account the types of uses permitted
and the types of applicators who, legally, may use the product.

CONDITIONAL REGISTRATION "SPECIAL LOCAL NEEDS" REGISTRATIONS

Section 3(c)(7) of FIFRA permits Section 24(c) of FIFRA authorizes
registration of pesticide products, states to register additional uses
under certain conditions, when some for registered pesticide formulations.
of the data necessary for a full These uses are to pertain to conditions
determination of registerability under that exist within the state which
Section 3(c)(5) are lacking. 1In registers the additional use and that
all instances of such "conditional are relatively peculiar to that state.
registration”, EPA must find that Although "deemed registration under
conditional registration of the product section 3 for all purposes" of FIFRA,
would not cause or increase the risk of Section 24(c) registrations are limited
"any unreasonable adverse effect on the to the states where they have been
environment." issued. Section 24(c) registrations

For most of the products that now are effective immediately upon
are conditionally registered, the data issuance, but are not effective for
necessary for making a full Section more than 90 days if "disapproved" by
3(c)(5) registration determination are EPA within that time period.
being sought through the "Reregistra- Section 24(c) registrations may not
tion" process (discussed below) or be issued which permit applications to
through deadlines imposed upon the food or feed crops, unless there is a
individual conditional registrations federal tolerance (or exemption from
themselves. tolerance) in place for that use
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reregistration which, ultimately,
either were rejected by EPA as being
unworkable or by courts as being
illegal. The first approach to be
implemented was the "Registration
Standards" process.

Registration Standards were to
be issued for individual active
ingredients. When completed, the
process was to result in the reregis-
tration of all pesticide products
containing the subject chemical as
sole or principal active ingredient.
EPA would identify use patterns on
labels of registered products covered
under each standard. EPA would then
review all information on the subject
chemical contained in EPA's regis-
tration data files or located through
a "world-wide literature search",
which typically was performed by a
contractor. The Agency then prepared
documents in which the results of its
intermal reviews were presented and the
requirements for reregistration were
outlined. Registrants were required
to meet outstanding data and labeling
requirements within specified time
periods or to face possible suspensions
of their registrations.

Although changes were made over the
years, this basic approach was used
for all Registration Standards issued
from the start of the program in 1980
through the end of 1988. Beginning
in 1986, Registration Standards for
certain compounds have been updated
to incorporate findings from studies
required under the original Standards.
Updating of Standards includes
reassessment of tolerances for food
and feed uses.

The Registration Standards approach
has been rather slow in bringing about
complete resolution or reregistration
for active ingredients. In many cases,
very few of the studies required to
support continued registration were in
EPA's registration data files or were
uncovered in literature searches.
Studies pertaining to various data
requirements often were found to be

21

inadequate due to problems with the
procedures used and/or with the extent
of documentation provided.

Another weakness of the Registration
Standards approach was that it required
a great deal of review effort to
prepare the Standard's documents. This
effort was directed toward assessing
what were almost invariably grossly
inadequate data bases.

Registrants often were slow to
provide the data required under the
standards or did not reply at all.

In efforts to speed compliance, EPA
has invoked the data call-in powers

of Section 3(c)(2)(B), which first
appeared in the 1978 amendments to
FIFRA. This section authorizes EPA to
suspend registrations if data commit-
ment and submission deadlines are not
met.

Even when registrants committed
quickly to perform the studies needed
to fill the "data gaps" identified in

standards, several years often elapsed
before the studies were completed,
submitted, and reviewed by EPA. If the

results of the first round of studies
indicated a need for more ("second
tier") studies, still more time elapsed
before the bulk of the data required
under the standard was "in".

In some cases, registrants of
technical materials decided not to
develop the data needed to continue
certain uses the compounds that were
the subjects of Standards. In some
instances, "basic" registrants declined
to perform the studies needed to
maintain registrations of the technical
materials themselves. In these cases
all registrants of formulated products
made from this technical product were
left without a source of the material
unless one or more of such formulators
assumed responsibility for generating
the data to support the technical
material.

In the 1988 amendments to FIFRA,

a new approach to reregistration was
detailed by the U.S. Congress. The
amount of the Act directly devoted to






Table 2. Phases of the new pesticide reregistration process.

PHASE "ACTOR(S)" ACTIVITIES
1 EPA Publish lists A, B, C and D scheduling pesticide
active ingredients for reregistration
2 All registrants Indicate whether reregistration is sought
of subject
chemical
Registrants Identify data gaps
subject to
"generic" data Commit to filling data gaps
requirements

Pay first part of reregistration fee

Registrants of Request formulator's exemption
"formulated"
products
3 Registrants Summarize and reformat previously submitted studies
subject to
"generic" data Certify access to raw data
requirements
"Flag" data

Pay remainder of reregistration fee
4 EPA Review Phase 2 and Phase 3 submissions
Identify data gaps
Publish identified data gaps
Issue Data Call-In (if necessary)
Registrants Respond to Data Call;In
subject to
Data Call-In
5 EPA Review all data

Reregister products or take other action as
appropriate
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The purpose of GLP requirements is
in insure good quality and integrity of
data submitted pursuant to pesticides.
GLP standards include requirements for
facilities, collection and maintenance
of test data and other records, estab-
lishing standard operating procedures
(sOPs) for various procedures,
preparation of specific protocols,
retention of test samples, reporting
of results, and many other aspects of
research. GLP standards also require
that an independent quality assurance
unit be established to monitor each
study. Quality assurance units are
expected to inspect facilities,
records, equipment, and other aspects
of the research periodically during
and after the time that the study is
conducted.

Due to requirements for extra
personnel and expanded facilities, the
expanded requirements for GLP standards
are expected to increase the costs of
pesticide testing.

VERTEERATE PESTICIDE UPDATE

Table 3 indicates current statuses
of active ingredients used in verte-
brate pesticides. Compounds not
specifically listed are expected to
be included in Reregistration List D.
Note that virtually all compounds
still registered will be on one of the
reregistration lists. This includes
compounds, such as Strychnine and
Sodium Fluoroacetate (1080) which also
are subject to data call-ins resulting
from Special Reviews.

Table 3 also lists two compounds
for which all vertebrate pesticide
registrations have been lost in recent
years. Other compounds might be lost
in the near future due to increasing
costs associated with maintaining
pesticide registrations and fulfilling
data requirements.

For compounds for which data call-
ins have been issued (e.g., Strychnine,
Warfarin, Zinc Phosphide), many regis-
trations have been suspended for a
time. Some of these registrations

still are suspended.

FUTURE OF VERTEBRATE PESTICIDE
PESTICIDE REGISTRATIONS

Although FIFRA's provisions do not
differentiate vertebrate pesticides
from other types of pesticides, certain
other circumstances do. When compared
to agricultural insecticides and
herbicides, most vertebrate pesticide
compounds are used in very small
amounts. However, most vertebrate
pesticide toxicants are toxic to a wide
variety of nontarget vertebrate animals
including man, his pets, and livestock.
Vertebrate pesticides are implicated
in many nontarget exposure incidents
annually, some of which result in
fatalities. Despite the small volumes
of use of vertebrate toxicants, the
potentials for risk for many of these
compounds are very high and must be
characterized.

Unlike many classes of pesticides,
submission of efficacy data often is
required for vertebrate pesticides
as such products often are used to
control organisms that can vector
diseases of significance to public
health. As the palatability of a
rodenticide bait is very important to
its effectiveness, efficacy data for
such products often are considered to
be formulation specific. This means
that each formulation must be tested.

To keep any vertebrate pesticide
toxicant registered will require a
commitment on the part of a registrant
or other concerned party to pay the
reregistration fee and to develop the
data needed to fill the "data gaps”
first identified by the registrant and,
perhaps, adjusted by EPA. Due to the
small markets for many vertebrate
pesticides, it is unlikely that all
compounds on lists B, C, and D will (or
can) be supported. For many of these
compounds to be supported may require
extensive cooperation among users,
manufacturers, and government agencies.
Such cooperation may help to reduce
costs to any one party while addressing
the mutual goal of maintaining regis-
tration. Indeed, data consortia may be
the wave of the future. A consortium







Table 3. (Cont.)

CATBGORY

CMPOUND

MAJOR VERTEBRATE USE(S)

List B (cont.)

Reregistration List C

Reregistration List D Compounds

Endrin
Ethylene Dibromide
Gophacide
Nicotine and its
derivatives
Pival (Pindone) and
its salts
PMP (Valone)
Starlicide

Alkyl Pyridines
Bone 0il
Calcium Cyanide
Cinnamaldehyde
Citronella 0Oil
para-Dichlorobenzene
Fluoroacetamide (1081)
Methyl Nonyl Ketone
Phosphorus
Scilloroside
Sodium Cyanide

Sodium Fluoroacetate
(1080)
Strychnine

Sulfaquinoxaline
TrM
Thymol
All others
(with data gaps)

first registered
before 11/1/84

Vole toxicant

Fumigant

Pocket gopher toxicant
Repellent

Rodent toxicants

Rodent toxicants
Bird toxicant

Repellent

Repellent

Fumigant

Repellent

Repellent

Repellent

Rodent toxicant

Repellent

Rodent toxicant

Rodent toxicant

Coyote, fox, and
wild dog toxicant
(used with M-44)

Coyote and rodent
toxicant

Rodent, lagomorph
and bird toxicant

Purported potentiator
of Warfarin

Lamprey toxicant

Repellent

Various









