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REPORT TO THE CONGRESS

BY THE COMPTROLLER (iGENERAL

OF THE UNITED STATES

Special Pesticide Registration
By The Environmental Protection
Agency Should Be Improved

Environmental Protection Agency admin-
istration of special pesticide registration activ-
ities has not always been effective. Agency
processing of requests for emergency and
experimental uses of pesticides often takes too
long. The Agency often approves requests for
emergency use of canceled pesticides in non-
emergency situations.

Some participating Federal and State agencies
have violated their authority by using unregis-
tered, canceled, or suspended pesticides. As a
result, the public may not be protected from
potentially harmful and dangerous pesticides
used under this program.
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COMPTROLLER GENERAL OF THE UNITED STATES
WASHINGTON, D.C. 20348

B-133192

To the President of the Senate and the
Speaker of the House of Representatives

This report discusses the Environmental Protection
Agency's program to regulate pesticides that are used for
experimental and emergency purposes or that are registered
by the States to meet special local needs. The Agency's
administration of the program has not always been effective,
and as a result, the American public may not be adequately
protected from potentially harmful and dangerous pesticides
used under this program.

We made our review pursuant to the Budget and Account-
ing Act, 1921 (31 U.S.C. 53), the Accounting and Auditing
Act of 1950 (31 U.S.C. 67), and the Legislative Reorganiza-
tion Act of 1970 (31 U.S.C. 1152). Our review was prompted
by deficiencies that we noted in other aspects of the
Agency's pesticide registration program and increasing con-
gressional interest in controlling pesticide use.

Copies of this report are being sent to the Acting
Director, Office of Management and Budget; the Administra-
tor, Environmental Protection Agency; the Secretary of
Agriculture; interested congressional committees; Members
of Congress; and other interested ties.

A,

Comptroller General
of the United States



COMPTROLLER GENERAL'S SPECIAL PESTICIDE REGISTRATION
REPORT TO THE CONGRESS BY THE ENVIRONMENTAL PROTECTION
AGENCY SHOULD BE IMPROVED

— o o - o -

Each year in the United States over a billion
pounds of pesticides are knowingly released
into the environment to control insects, ro-
dents, weeds, bacteria, diseases, and other
pests that attack man's food and fiber sup-
plies and threaten his health and welfare.

The Environmental Protection Agency regulates
these pesticides, registering for use only
those that will not cause unreasonable adverse
effects on man and the environment. The Agency
permits exceptions, allowing limited use of
unregistered and previously canceled or sus-
pended pesticides to

--control pest infestations that present
health or economic emergencies,

-~-gather experimental data to register the
pesticide, and

--meet a State's special local needs. (See
B 24)

However, the Agency has not always been effec-
tive in administering these special registra-
tion activities because:

--Requests for emergency and experimental pesti-
cide uses take too long to process. (See
pp. 6 and 22.)

--Program requirements are not always met by
the Agency and other Federal and State agen-
cies. (See pp. 25, 28, 30, 46, 49, 57,
and 61.)

--States are permitted to register pesticides
that the Agency would not register. (See
p. 42.)

--Some activities are not coordinated effec-
tively with the Agency's regional offices
or responsible St :.te agencies, and many
pesticide uses are not monitored adequately.
(See pp. 10, 34, and 35.)

. Upon removal, the report i L ye
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Often the Agency has been slow in approving
pesticides for both emergency and experi-
mental uses--an average of 40 and 105 days,
respectively.

Some requestors, however, have used pesticides
illegally to

--protect human health or crops in emergencies
or

-—-avoid losing a growing season in their ex-
perimental programs.

One manufacturer, for example, used three prod-
ucts before the experimental permits were ap-
proved to avoid missing a season. Thus, the
Agency did not assure that man and the environ-
ment were protected from inappropriate use of
potentially dangernus or harmful pesticides.
(See pp. 6 and 22.)

The Environmental Protection Agency and other
Federal and State agencies have not complied
with regulatory requirements. The Agency has
permitted unauthorized agencies to participate
in special registration activities and some
pesticides to be used inappropriately.

Other Federal and State agencies have violated
their pesticide authority. 1In addition, the
Agency has not, as required, issued final reg-
ulations governing State registration of
pesticides to meet special local needs. (See
pp. 25, 28, 30, 46, 49, 57, and 6l1.)

The Agency has permitted States to register
pesticide products on which it has placed
registration moratoriums and would not
register. In effect, the Agency has given
States greater registration authority than it
has for such chemicals. (See p. 42.)

The Agency has not always notified its re-
gional offices or State agencies when experi-
mental permits or emergency exemptions were
granted. Consequently, these offices and
agencies could not monitor program activities.
State agencies normally have personnel whose
responsibilities include pesticide monitoring
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and who could monitor activities if necessary.
(See pp. 10, 34, and 35.)

GAO has made over a dozen recommendations to
improve the Agency's administration of special
registration activities. (See pp. 14, 37,

and 51.)

AGENCY COMMENTS

The Agency agrees that its special registration
activities should be improved. However, many
of its views sharply conflict with GAO's con-
clusions and recommendations. The Agency's
comments are discussed at length in the report.
(See pp. 14, 38, and 51.)
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CHAPTER 1

INTRODUCTION

Pesticides are substances used to control harmful
insects, rodents, weeds, bacteria, diseases, and other pests
that attack man's food and fiber supplies and threaten his
health and welfare. Over 1 billion pounds of pesticides are
used domestically each year--55 percent for agriculture; 30
percent for industrial, institutional, and governmental use;
and 15 percent for home and garden use. Approximately 34,000
pesticide products--including insecticides, rodenticides,
herbicides, fungicides, and disinfectants--made from 1 or
more of about 1,800 chemicals were registered with the Envi-
ronmental Protection Agency (EPA) as of March 1977.

The basic authority for regulating pesticides is (1)
the Federal Insecticide, Fungicide, and Rodenticide Act
(7 U.S.C 135 et seq. (Supp. V, 1975)) as amended by the Fed-
eral Environmental Pesticide Control Act of 1972 (7 U.S.C
136 et seq. (Supp. V, 1975)), referred to in this report as
the Pesticide Act, and (2) the Federal Food, Drug and Cos-
metic Act, as amended (21 U.S.C. 301 et seq. (Supp. V,
1975)), referred to as the Food and Drug Act. Authority for
administering the Pesticide Act was transferred from the
Department of Agriculture along with the responsible organi-
zation elements to EPA on December 2, 1370, pursuant to
Reorganization Plan No. 3 of 1970 which established EPA.

PESTICIDE REGISTRATION AND TOLERANCES

Pesticides are regulated by the Federal Government to
insure that quality products are available to the public and
that, when properly used, these products will provide effec-
tive pest control without unreasonable adverse effects on man
or the environment. EPA has the primary responsibility for
regulating pesticides.

EPA registers a pesticide under the B .ti .de Act when
it determines that the pesticide

--meets its proposed claims (product

--complies with labeling and other s, - B

--performs its intended function witn sonable,
adverse effects on the environme . . . _t safety),
and - -



--will not generally cause unreasonable aaverse effects
on the environment when used in accordance with wide-
spread and commonly recognized practice.

The act defines unreasonable adverse effects as any unreason-
able risk to man or the environment, taking into account the
economic, social, and environmental costs and benefits of

the use of any pesticide.

If a pesticide remains in or on food or feed, the Food
and Drug Act requires that a tolerance--the maximum pesticide
residue allowed in food--be established. EPA's Office of
Pesticide Programs establishes all tolerances for pesticide
residues remaining in or on raw agricultural commodities and
for pesticide food additives.

Before EPA's existence, tolerances were established by
the Food and Drug Administration (FDA) of the Department of
Health, Education, and Welfare. FDA is still responsible
for enforcing established tolerances. FDA tests samples
of food to determine if any residues exceeding tolerance
levels remain on the food, rendering the food adulterated.
Adulterated foods may not be sold in interstate commerce.

SPECIAL REGISTRATION ACTIVITIES

While a pesticide generally must be registered by EPA
before it can be used in the United States, the Pesticide Act
and its implementing regulations allow certain exceptions
for using unregistered and previously canceled or suspended
pesticides under specified conditions. These exceptions
include:

--Experimental Use Permits--permits to use pesticides for
accumulating information necessary to (1) register a
product not previously registered with EPA or (2)
modify the use, application, crop, amount, or pest
involved with a currently registered product. Permits
are normally granted for l-year periods.

--Emergency Exemptions--exemptions granted to Federal
or State agencies to use suspended, canceled, or
unregistered pesticides in emergency situations where
(1) pest outbreaks have or are about to occur and
effective registered pesticides are not available,
(2) significant economic or health problems will
occur without the use of pesticides, and (3) there is
insufficient time available from discovery of a pest
outbreak to register pesticides to control the pest.



--5tate Registrations--pesticide registrations by States,
certified by EPA as capable of registering pesticides,
for use and distribution only within the registering
State to meet special local needs.

The special registration activities are administered by
the special registration section at EPA headquarters in
Washington, D.C. EPA regional office staffs monitor the
various special registrations within their jurisdictions.

SCOPE OF REVIEW

We reviewed EFA's policies and practices and examined
pertinent legislation, documents. reports, and records on
special registration activities.

We interviewed responsible agency officials at EPA
headquarters in Washington, D.C., and at EPA regional offices
in Atlanta, Chicago, Dallas, Denver, and Kansas City. We
also obtained information from a number of State officials
and major pesticide manufacturers on their special registra-
tion activities and on their views on EPA's handling of
special registration activities.



CHAPTER 2

EXPERIMENTAL USE PERMIT PROGRAM IS NOT EFFECTIVE

EPA's experimental use permit program has not been fully
effective because (1) the types of data that must be submitted
with a permit application have not been clearly defined, (2)
permits were not processed in a timely manner, (3) headquar-
ters did not notify regions of approved permits in a timely
manner or notifications were not made at all, and (4) pesti-
cide applications under permits were not adequately monitored.
Delays in approving such permits cause corresponding delays
in marketing new pesticides, resulting in increased costs to
the manufacturer. Ultimately, the consumer must pay higher
prices for pesticides.

Under Section 5 of the Pesticide Act, EPA issues experi-
mental use permits to enable manufacturers to develop certain
data--primarily efficacy data and environmental chemistry
data--nceded for p.oduct registration. The permits are issuecd
subject. to a number of conditions which generally specify
(1) who may apply the pesticide, (2) the location, total acre-
age. and crops that may be treated, and (3) any reporting
requirements. As part of its program, EPA requires monitoring
to assure that permit requirements are followed and to identify
the extent of adverse effects as they become known.

The permit program provides an important link between
the "birth" of a pesticide and its registration and subsequent
introduction into commerce. During this phase a pesticide
is tested to determine whether it is effective and whether
it will adversely affect man or the environment. Of neces-
sity, the experimental use program must be efficient and
effective to encourage the development of new pesticides.

Pesticide prcduct development has declined in recent
years. A 1975 National Agricultrual Chemicals Association
report pointed out that while pesticide sales have increased,
research and development expenditures have decreased each
year since 1972--from 8.5 percent in 1972 to 6.5 percent in
1975--in terms of total domestic sales. A followup 1976
report said that research and development expenditures
increased to about 7.9 percent of domestic sales but that
the total number of new products screened for development
was about 6,000 less in 1976 than 1975. This deemphasis
in developing pesticides will not be felt for several years
because of the long lead time required to register pesti-
cides--products registered by EPA in 1974 and 1975 were
actually discovered an average of 8 years previously.



The reasons for industry's growing reluctance to develop
new pesticides were discussed in an August 1975 report of
the Entomological Society of America which stated that:

"The pesticide industry has substantially reduced

its efforts in this field * * * [because of]
shrinking profits, increased costs of discovering
effective compounds and obtaining the data required
to establish tolerances and obtain registration,

the relatively short effective life of many compounds
and the widespread antipathy of society at large to
the use of pesticides * * *_ "

Another report (William Blair & Company, July 1975)
stated that the number of active researchers and funds avail-
able for research and development of innovative approaches
to pest management has been reduced, creating a tendency
to concentrate research efforts on developing variations
on existing chemical controls. We did not attempt to deter-
mine what economic, social, political or other factors, such
as pesticide registration requirements, have caused the de-
cline in pesticide product development. Although EPA's
experimental permit is only one of many factors that may
affect pesticide development, this program must be as effec-
tive and efficient as possible to encourage development of
innovative products that will be less hazardous to man and
the environment. This chapter discusses our recommendations
for improving EPA's experimental program.

GUIDELINES NEEDED

EPA has not issued guidelines setting out the (1)
minimum data required for permit approvals and (2) type of
data required to be developed while the pesticide is being
used experimentally. As a result, EPA is using registration
data requirements and the manufacturer may be required to
begin all tests, including laboratory animal feeding studies
which are required for full EPA registration but are not
necessary to determine environmental safety and efficacy.
For example, a permit requestor may be required to begin
expensive laboratory tests, such as 2-year chronic feeding
studies costing $250,000, before it is known whether the
expzrimental pesticide is sufficiently safe and effective
in the environment to warrant EPA registration.

EPA's reqgulations for experimental use permits require
among other things available data on the



--rate of decline of residues on the treated crop
or environmental site or other information
regarding entry of persons into treated areas and

--results of toxicity tests and other data concerning
products' potential for causing injury to users or
other exposed persons, including any available
epidemiological information.

These requirements are not specific and EPA has not issued
appropriate guidelines to implement them. Both EPA reviewers
and permit applicants told us that they are not sure what
data 1s required for permit approval or what data must be
obtained during the experimental use period.

Representatives of eight major pesticide manufacturers
we visited said that lack of guidelines was a common problem.
They also said that some EPA reviewers are more stringent
and require more data than other reviewers for similar pro-
ducts. EPA officials agreed with these comments and added
that it was primarily a problem of not having guidelines on
which to base data requirements.

Another problem is that data required by EPA reviewers
may be inconsistent with the purpose of an experimental use
permit. For example, EPA denied one permit application
because the EPA reviewer said he was unable to determine
if the product would be effective. This does not appear to
be appropriate because the primary intent of the experimental
permit program is to determine the pesticide's effectiveness.

Development of guidelines implementing EPA regulations
should reduce delays in permit processing because requestors
can conform applications to specific requirements and various
EPA reviewers can act on applications more consistently than
was done in the past. In developing specific guidelines for
granting experimental permits before toxicity tests are com-
pleted, EPA should include a standard condition that treated
crops with detectable residues of the experimental pesticide
could not be marketed without EPA waiver. The guidelines
should be sufficiently flexible to allow different require-
ments for new uses of registered pesticides and new pesticides
which have not been previously registered.

PROCESSING TIMES ARE EXCESSIVE

EPA's processing of original permits, extensions, and
renewals has not been timely. EPA regulations state only



that EPA will act on permit applications as quickly as
possible. 1In its proposed permit regulations, EPA set

its processing time at 90 days; however, public and indus-
try comments on the proposed regulations advocated 30- or
60-day processing periods as more reasonable. As a result,
EPA's regulations do not specify processing periods for
applications. EPA records show that an average of 105 days--
ranging from 3 to 547--elapsed between the dates of applica-
tion and approval. The following table shows the processing
times, where available, for permits issued between July 1974
and March 1976.

Average number of days

Number from application to approval
New permits 196 114
Extensions 17 86
Renewals 7 58
Total 280 105

|

EPA delays in acting on permit applications have had
detrimental effects on some manufacturers' pesticide develop-
ment programs because frequently the permits are approved too
late in the season for the pesticide to be used effectively.
Also, there have been instances where manufacturers illegally
applied pesticides before EPA acted rather than lose an
entire year. These points are illustrated in the following
examples.

Examgle l

On August 5, 1975, a manufacturer requested an experi-
mental permit for testing an herbicide on peanuts and soy-
beans that were to be destroyed after testing. EPA issued
the permit 210 days later on March 2, 1976--2 months after
the manufacturer was to begin his experimental program. As a
result, the manufacturer may have found it difficult to find
farmers willing to test the pesticide because the crops were
already planted or were being planted and the farmers would
likely already have purchased other pesticides to alleviate
potential pest problems. This example is especially signifi-
cant because EPA received the request during a "slack period"
when permit submissions were relatively light.

Examgle 2

On May 20 and 27, and July 29, 1975, EPA issued three
experimental use permits to one manufacturer. These permits
were requested on January 28 and February 25, 1975, and
November 30, 1974, respectively. On July 22 and August 6,
1975, an EPA investigator visited two of the manufacturer's



test sites and found that one of the products had been used
in May 1975 before the permit was approved. Further, in
October 1975 an EPA inspector in the Kansas City region found
that all three products were used at different sites before
the permits were approved. A company representative told

EPA that he had been instructed by his headquarters office

to proceed with testing the three products even though the
permits had not been approved.

The Pesticide Act provides for civil or criminal penal-
ties for such illegal use after the Agency's final regulations
have been in effect for 60 days. EPA's experimental use per-
mit regulations were not published in the Federal Register
until April 30, 1975; consequently, EPA could not take puni-
tive actions until after June 30, 1975. Because these vio-
lations occurred in May 1975, EPA was unable to act. However,
EPA did include the company on a list of "potential violators"
so that the company's pesticide activities could be closely
monitored in the future.

Before the House Subcommittee on HUD--Independent Agen-
cies, Committee on Appropriations, one pesticide industry
official testified:

"The main difficulties that both the industry groups
and the regulatory agencies are not aware of is the
fact that there are certain fields of pesticides where
a year cannot be divided into 12 months.

"The year consists of 4 months because insects and
plants mature and grow during very limited amounts
of time. The EPA also has to approve large scale
field research that can only be done in the summer.
If you apply in February for experimental permits
and ask for them to be granted in May and the agency
gives it to you in June, you have lost an entire
year."

Other pesticide manufacturers told us that many pesticide
products must be applied at certain stages of plant growth
or during a specific phase of pest infestation to be effec-
tive. Therefore, permits must be approved before that time
or the experimental program is delayed until the required
test conditions recur, often 6 months or a year later.

The untimely approval of experimental use permits, in
addition to causing delays for as much as a year, also affects
other aspects of an experimental program. For example, a pes-
ticide product legally cannot be used until an EPA-approved



label is available; however, printing labels and shipping
products may require 3 or 4 weeks after permit approval. If
permits are not approved until just before the testing sea-
son, the manufacturer may have trouble starting his experi-
mental program on time.

Manufacturers told us that the interest and commitment
of farmers who are willing to test the product also may be
adversely affected without some assurance of timely EPA ap-
proval. Prospective farmers participating in the experimental
program must have sufficient lead time to obtain other pro-
ducts to alleviate pest problems in the event a permit is
not approved when needed.

Longer experimental periods needed

EPA normally issues experimental use permits for 1-
year periods; however, many permits must be extended or
renewed beyond that period to develop data necessary to
support registration. A total of 84 of the 286--or 30
percent--approved permit actions during the period July 1974
through March 1976 were extensions or renewals. In addition,
47 permits originally issued during this period were later
extended, and 9 permits previously extended were reextended.
The burden of processing extensions and renewals contributes,
at least in part, to the excessive time required to approve
permits.

We could not readily determine from EPA records how
many extensions were requested by manufacturers because (1)
additional data was needed or (2) the original permit was
approved too late. However, EPA officials and industry repre-
sentatives told us most extensions were requested to develop
additional data. During our review we met with 13 pesticide
manufacturers who had received 112 permits for which 35
extensions or renewals were granted. Thirty of these exten-
sions or renewals were requested to develop additional data.
If the original permits had been issued for sufficient periods
to allow manufacturers to complete their experimental pro-
gram, EPA's processing workload would have been reduced by
about 30 percent.

Approximately 45 percent of EPA's permit workload is
received between December and March. Manufacturers normally
evaluate experimental test results at the end of a growing
season, completing this work about the end of the calendar
year. Extensions or renewals are usually requested immedi-
ately thereafter, resulting in a flood of applications that
EPA cannot handle promptly. Apparently, alternatives to



alleviate this seasonal surge do not exist, but as much as
30 percent of the workload could be eliminated if EPA made
permits effective for 2 years rather than 1. Manufacturers
we visited said that they generally need at least 2 years
to develop the data needed to register pesticide products.

Manufacturing officials told us that they had submitted
permit applications during the "off season" to miss the sea-
sonal surge. These officals said, however, that their exper-
iences show that EPA does not act on extension applications
until about 30 days before they are needed. For example,
one official said that although it was known in July 1976
that an extension was needed in April 1977, the company
would not apply for the extension until shortly before April
because EPA would not act on it before that time.

An EPA official explained that permits are not approved
in advance because EPA wants to review all pertinent data
before a decision is made. He said it is harder to cancel an
issued permit than not to issue one in the first place.

We see no compelling reasons why permits should not
be processed and either approved or disapproved as they are
received. We believe this would benefit both EPA and the
manufacturer. Manufacturers would be able to plan their
programs and line up farmers who are willing to test their
product. This would also help spread EPA's workload through-
out the year, allowing it to review applications more
thoroughly and in shorter turnaround time.

EPA DOES NOT ADEQUATELY MONITOR
EXPERIMENTAL PRODUCTS

In the five EPA regions we visited, 116 of the 201 (58
percent) experimental use permits applicable to those regions
were identified by EPA as having been monitored. However,
EPA visited the application sites of only 41 permits and most
of these visits were made after the pesticides had been used;
thus, EPA inspectors could not readily determine if permit
conditions were met. At least seven permits were monitored
by telephone contacts only. We could not determine how or
the extent to which the remaining 68 were monitored because
EPA's records were inadequate. The remaining 85 permits were
not monitored because the regions either were unaware that
they existed or did not believe that monitoring was warranted.

Each EPA region is responsible for monitoring selected
experimental pesticide uses within its region. This respon-
sibility includes developing monitoring schedules and assigning
personnel to visit sites and determine whether
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--the product was effective;

--the product was applied in accordance with label
directions and the terms of the permit;

--the permittee supervised testing activities, evaluated
results, and reported adverse effects to ZPA;

--food or feed not covered by tolerances were dis-
posed of properly;

--unused pesticides were disposed of in accordance
with permit instructions; and

--there were adverse reactions or side effects, such
as accidents and undesirable effects, on beneficial
plants and animals.

The following table shows EPA's monitoring efforts in
each of the five regions included in our review.

Number of permits (note a)

Applicable Number
to Considered of

EPA each Region was aware of as site

region region Number Percent monitored visits
Atlanta 168 135 81 81 (b)
Chicago 143 129 90 33 26
Dallas 162 143 88 4 4

Kansas :

City 122 110 90 16 16
Denver 113 74 65 21 (b)

a/A permit may be issued for use in one or more regions; thus
each permit may be listcd as many as five times, once
for each region.

b/The quality of the monitoring reports was such that we

~ could not determine whether site visits were made. However,
it appears that 70 to 80 percent of the monitoring actions
were telephone contacts.

The objectives of EPA's monitoring activities are to
determine whether experimental products are used in accordance
with permit conditions and whether significant adverse ef-
fects occur. These objectives generally were not achieved
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because (1) monitoring visits were made after experimental
products were applied and (2) monitoring was done by tele-
phone.

EPA monitoring consisted of 46 site visits on 41 permits
in the Chicago, Dallas, and Kansas City regions. Although
some regions monitored considerably more than others, most
monitoring was done after the product was applied. It is
important to visit testing sites when the pesticide is
applied to assure that EPA restrictions are met and that
significant adverse effects do not occur. Only through first-
hand observation can EPA investigators make these determina-
tions; to do so after the fact requires reliance on written
records or the memory of participants. This procedure is
not the most effective way to achieve EPA's mission. Tele-
phone monitoring is not the most effective form of monitoring
and should be used only to monitor permits that (1) would not
be monitored otherwise because sufficient staff is not
available or (2) do not warrant onsite monitoring.

In EPA's Denver and Atlanta regions we could not deter--
mine the quality of monitoring because the records were in-
adequate. Although Atlanta regional officials told us that
their monitoring consisted of site visits rather than tele-
phone contacts, we were unable to verify or confirm this
information. A Denver regional official said that telephone
calls were treated the same as site visits. The type of
monitoring r~rformed and any deviations from procedures pre-
scribed in the experimental use permit should be adequately
documented.

Factors contributing to inadequate monitoring included
headquarters failure to (1) notify regional offices or to
notify them in a timely manner about permit approvals and (2)
place monitoring on a high priority. For example, the
Dallas region was aware of only 88 percent of the permits
issued for use in the region; notification of the issuance
of 105 experimental permits came an average of 41 days after
approval.

A region usually learns of experimental permits when
EPA headquarters forwards a package containing the (1) ori-
ginal permit or applicable extension or renewal letters,
(2) product label, and (3) manufacturer's experimental pro-
gram. As shown in the table on page 11, the regions were
not aware of all permits issued for use within the region.
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EPA regional officials said that monitoring plans could
oe affected if the region was not aware of all experimental
permits especially if the permit was (1) issued to a manu-
facturer who was being monitored closely because of past
violations or (2) for a new chemical. However, a Dallas
regional official said that it did not matter whether EPA
was aware of all permits because it did not have the resources
to monitor them anyway, and permit monitoring was given low
priority.

An EPA official told us that monitoring is limited
because regions have very limited staff resources and travel
funds available for pesticide investigations. For example,
EPA's Denver region had only three inspectors to cover the
entire region--six States. As a result, regional officials
apply these limited resources to those areas where they have
found the most violations--establishment inspections and
pesticide misuse investigations rather than monitoring
experimental products.

CONCLUSIONS

The experimental use permit program has not been fully
effective because EPA has not promulgated guidelines to imple-
ment its rather general regulations particularly concerning
the specific data which should be (1) required as a basis for
permit approvals and (2) developed while the pesticide is
being used experimentally. Such guidelines should reduce
delays in processing because requestors will be able to con-
form applications to specific requirements and various EPA
reviewers will be able to act on applications more consis-
tently than was done in the past.

Permits should be processed and either approved or dis-
approved within a reasonable time after being received. This
would enable manufacturers to better plan their programs and
line up farmers willing to test experimental products. By
processing the applications as received rather than creating
a backlog to be processed shortly before the growing season,
EPA would benefit by spreading its worklocad more evenly
throughout the year, permitting it to review applications
more thoroughly, and in shorter turnaround time.

Monitoring of unregistered pesticide products, the
safety of which has not been established, should be given high
priority as a basis for insuring that permit restrictions are
followed and that the public is not unnecessarily exposed to
harmful pesticides. EPA has not adequately monitored permits
to assure that terms and conditions are met. Of the 201
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experimental use permits applicable to the five EPA regions
we visited, only 58 percent were identified as being moni-
tored by EPA and only 20 percent were monitored onsite. Most
of the site visits were made after the pesticides were used;
thus, EPA inspectors could not readily determine if permit
conditions were met.

In addition, EPA headquarters' communication with regions
has not been good--notifications of permit approvals either
have been untimely (after pesticide applications were made)
or have not been made at all.

RECOMMENDATIONS

We recommend that the Administrator, EPA:

--Promulgate guidelines specifying data requirements
that are necessary for permit approvals and the
type and extent of data to be developed under permits.

~--Require reviewers to act on--approve or disapprove--
properly prepared permits within a specified period.

--Furnish prompt information on permit approvals to
applicable regions so that site visits can be pro-
gramed when experimental pesticides are applied.

--Set priorities for the permit-monitoring program
to assure proper control of experimental products
the safety of which has not been established.

--Authorize experimental use permits for the reason-
able duration of an experimental program rather
than limiting them to 1 year as is now done.

AGENCY COMMENTS AND OUR EVALUATION

In commenting on our proposed report EPA said that we
concluded that the experimental use permit program was having
a direct adverse impact on research and development in the
pesticide industry. In rebuttal EPA cites

--a report by William Blair and Company in which the

pesticide industry is characterized as one of "extra-
ordinary profitability;"
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--an EPA report titled "FIFRA: Impact on the Industry"l/
which points out that (1) in recent years about an
equal number of firms have entered and left the pesti-
cide research field, (2) high profits and profit
potentials have kept the industry interested, and
(3) although pesticide innovations may be fewer than
in the past, the industry has and will continue to
build on its existing research and development base;
and

--a purported 300-percent increase in experimental per-
mits since FIFRA was amended in 1972.

We concluded that EPA's experimental use permit program
is not fully effective, not that the program is having a
direct adverse impact on research efforts in the pesticide
industry. There is solid evidence that pesticide product
development as a percentage of sales has declined in recent
years. In line with congressional intent when it amended
the Pesticide Act, we believe that the experimental permit
program, only one of many factors affecting pesticide develop-
ment, should be as effective and efficient as possible to
encourage development of innovative pesticide products.

Several clarifications must be made regarding EPA's
specific comments. First, EPA's statements on the Blair
report were taken out of context without appropriate quali-
fiers. Blair's conclusion that the industry was "extremely
profitable" is based on hard evidence for only one company
which Blair cites as being "somewhat atypical."” The report
further says that profits from pesticide operations are not
reported separately by virtually all major manufacturers,
"thus obscuring the facts." Other statements concerning
profits from pesticide operations are estimates which the
report says "seem likely." More importantly, other pertinent
conclusions of the report are not addressed, including:

--A number of manufacturers were driven out of the
industry or their efforts were greatly reduced
because of (1) uncertainty before and after the Pesti-
cide Act and (2) the law's general result to boost
research and development expenditures substantially
on both existing and new products. It is an "ironic
consequence" that the law's objective of encouraging
innovative pesticide approaches instead reduced the

1/FIFRA~--Federal Insecticide, Fungicide and Rodenticide
Act.
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number of active researchers and the funds available
for new research and concentrated research and develop-
ment efforts on developing variations of existing
"safe" chemical approaches.

--Research and development efforts generally are (1)
concentrated toward developing existing pesticide
products and (2) directed primarily to the highest
volume potential market with the exclusion of smaller,
more specialized markets, i.e., concentration on a
few major pests and crops, while many others are
neglected.

--Expeditious processing of experimental permit appli-
cations is essential for the timely development of a
product, since a minor delay often pushes testing
back a full year until the next growing season.
Further, EPA's process is especially slow for radical
products that may provide major advances in pesticide
safety and has contributed to delays of as long as
8 years in the registration of some chemicals.

We find the foregoing arguments supportive of the conclusions
and recommendations we made on EPA's experimental permit
program.

statements to which EPA refers in its report entitled
"FIFRA: 1Impact on the Industry" were taken from the Blair
report just discussed. Consequently, no further discussion
of these statements is necessary.

Wwe found EPA's statement that experimental permits have
increased 300 percent since amendment of the Pesticide Act
to be erroneous. For a 2l-month period preceding enactment
of the 1972 amendments, EPA issued 174 permits as compared
to 286 permits for a similar 2l-month period ended March 1976
(the period of our sample). This is a 65-percent increase,
not a 300-percent increase as EPA states. Also, a review of
the permits in our sample shows that 52 percent of the increase
was not due to added interest in research and development
on the part of the pesticide manufacturers, rather to changes
in the regulations requiring permits for testing which were
not previously required. Under EPA's new regqgulations (1)
pesticide manufacturers are now required to obtain permits
to conduct additional testing of previously registered
pesticides, for example, e¢xtending use of the pesticide to
other pests, or changing the dosage rate or the method of
application and (2) Federal and State agencies previously
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authorized to experiment without permits are now required
to obtain permits.

EPA agreed with our recommendation that guidelines spec-
ifying data requirements for experimental permit approvals
are needed, but felt that defining data to be developed under
an experimental permit would be repetitious of its general
registration guidelines. EPA also said that it does not plan
to develop permit guidelines until after its general registra-
tion guidelines are finalized.

While EPA may be correct in stating that defining data
to be developed under an experimental permit would be repe-
titious, it does not address the very real problem that
neither pesticide manufacturers nor EPA permit reviewers
really know what should be included in the experimental per-
mit application or what data is required to be developed
under the approved permit. (See p. 6.) Such guidelines
should eliminate these uncertainties, thereby facilitating
the applicants' preparation of acceptable packages as well
as EPA's review and approval process. Also, it appears that
it would be advantageous to EPA to develop permit guidelines
now, in view of the time-consuming process needed to obtain
approval. For example, EPA published proposed registration
guidelines in the Feder il Register in June 1975; they have
as yet not been finalized and are now scheduled to be repro-
posed in the Federal Register in various sections from Novem-
ber 1977 through May 1978. To delay the permit guidelines
until the registration guidelines are finalized could delay
them for up to 2 years or longer which we believe is unaccept-
able.

EPA also disagreed with our argument that manufacturers
should not be required to start chronic feeding studies as
a condition of permit approval. EPA said that long-term
feeding studies are an important part of the safety data re-
quired for registration and when the manufacturer enters the
final stages of testing under a permit, it is in his best
economic interest to conduct such studies concurrently to be
fully prepared for registration when the experimental pro-
gram is finished.

Generally this is true; however, there are exceptions
where the manufacturer may not yet have determined that the
chemical is sufficiently effective under actual use condi-
tions to be worth pursuing. To require that manufacturers
commit themselves to studies in excess of one quarter of a
million dollars at such time may result in no-go decisions
for beneficial pesticides. We see no problem in approving
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such permits provided (1) the manufacturer is aware that
registration will not proceed until all appropriate test
data is provided and (2) appropriate safeguards are estab-
lished for the experimental uses.

EPA agreed that permits should be submitted, processed,
and either approved or disapproved as they are received.
However, EPA said that applicants, not EPA, control tLhe sub-
mission of permit applications and that they are not submitted
far enough in advance of the testing date to be processed.
Concerning processing applications more effectively, EPA
concluded that the report contained conflicting statements
regarding (1) the processing of applications as received to
spread EPA's workload throughout the year and (2) that there
do not appear to be alternatives in alleviating seasonal
surge of applications.

Office of Pesticide Program officials may believe that
permits are processed and either approved or disapproved as
they are received; however, permit reviewers tell a different
story. One reviewer told us that permits are not approved in
advance because EPA wants to insure that all pertinent data
is reviewed before a permit is approved and that, as a result,
permit applications are set aside until just before they are
needed. This is consistent with information obtained from
pesticide manufacturers presented on page 10.

Hlad EPA considered this in its comments, it would have
found no conflict in our statements because permits submitted
during slack periods were being held until shortly before they
were needed, thereby creating a backlog that was affecting
the seasonal surge that we had characterized as being unavoid-
able. Thus, contrary to its statement, EPA was exercising
a great deal of control on permit submissions. If EPA imple-
ments our recommendation, which it states is its policy,
we believe that permit-processing time can be improved sub-
stantially.

Furthermore, if EPA implements our recommendation that
experimental permits be issued for the duration of an experi-
mental program rather than limiting it to 1 year as is done
now, 1t appears that up to 30 percent--the percentage of per-
mit extensions and renewals in our sample--of experimental
applications could be eliminated, allowing EPA to concentrate
on new applications.

EPA agreed with this recommendation but did not believe

it necessary because EPA's experimental use permit regulations
already have such a policy which was reaffirmed March 28 and
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29, 1977, when EPA met with the American Association of
Pesticide Control Officials. This meeting occurred almost

2 months after we first discussed this recommendation with
EPA officials on February 1, 1977. We believed it necessary
to document the recommendation because, as EPA pointed out,
experimental programs of longer than 1 year were permitted
by EPA's regulations. However, EPA reviewers told us that
l-year permits were the in-house rule and, in fact, none

of the 286 permits in our sample were for more than l-year
programs.

In commenting on the timing of its approval of experi-
mental permits, EPA stated that for fiscal year 1977 it
projected that its resources would allow experimental permits
to be processed in the following time frames:

20 percent within 90 days,
50 percent within 120 days, and
30 percent within 180 days.

We believe that such time frames do not reflect EPA's
stated policy of processing permits as expeditiously as pos-
sible and that this could delay development of new products
unnecessarily. The House Subcommittee on Department Investi-
gations, Oversight, and Research, Committee on Agriculture,
also does not agree with such lengthy time frames and as of
December 1977 had proposed an amendment to the Pesticide Act
to require EPA to approve or disapprove all permits within
90 days as compared to EPA's 120- to 180-day time frame for
up to 80 percent of permit applications.

In commenting on our recommendations concerning the noti-
fication of EPA regional offices of experimental permit
approvals and monitoring of experimental uses, EPA's Office
of Enforcement stated that the following corrective actions
had been taken:

--A procedure was established to insure that regions
are promptly notified when permits are issued.

--Procedures setting priorities for permit monitoring
were being developed.

--To insure that priority permits are being monitored
and to adequately cover those permits a comprehensive
review of regional policies and procedures concerning
experimental permit monitoring, inspecting, reporting,
and recordkeeping was being initiated. The results of
the review will be used to assist the regions in
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planning, conducting, and reporting permit monitoring
and in revising EPA guidance and manuals.

We believe that these actions, if properly followed through,
will substantially correct the problems noted.

The Office of Pesticide Programs, on the other hand,
agreed that prompt regional notification of experimental per-
mits was necessary but did not agree that monitoring had been
inadequate. However, the Office of Pesticide Programs is
only indirectly involved in the monitoring process.
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CHAPTER 3

INEFFICIENCIES IN ADMINISTERING EMERGENCY EXEMPTIONS

Certain State and Federal agencies have misused emergency
exemptions by (1) illegally taking crisis exemptions on sus-
pended or canceled pesticides, (2) taking crisis exemptions
when a crisis did not exist, and (3) not always complying
with EPA restrictions and requirements under the exemption.

EPA's administration of the emergency exemption program
has been hampered by a number of problems, including

--untimely action on requested emergency exemptions;
--granting exemptions to unauthorized organizations;

-=-granting exemptions repeatedly to certain requestors
for pest problems not meeting EPA criteria for emer-
gencies;

--poor communication between EPA's headquarters and
regional offices in evaluating, approving, and
reporting exemption actions; and

--monitoring emergency exemptions inadequately.

Predictably, these problems have adversely affected EPA's
relations with some States.

Section 18 of the Pesticide Act permits EPA to grant
Federal and State agencies exemptions to use suspended, can-
celed, or unregistered pesticides in emergency situations.

By EPA definition, an emergency exists when (1) a pest out-
break has or is about to occur and no registered pesticide

is available, (2) significant health or economic problems
will occur without the use of a pesticide, and (3) there is
insufficient time to register a pesticide to control the pest
outbreak.

In December 1973 EPA established regulations for three
types of emergency exemptions: quarantine-public health,
specific, and crisis. Quarantine-public health exemptions
are granted to prevent the spread of a foreign pest into or
throughout the United States. Such exemptions may be re-
quested by Governors or their designees, usually State lead
pesticide agencies, and by Federal agencies.
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Specific exemptions are granted to control pest outbreaks
for which registered pesticides are not readily available and
significant economic or health problems will occur unless
the pest is controlled. These exemptions are also requested
by State Governors or their designees and by Federal agencies.

Crisis exemptions may be taken for unpredictable pest
outbreaks in the United States where registered pesticides are
not readily available and the time element is too critical to
request a specific exemption. In contrast to specific and
quarantine-public health exemptions, State or Federal agencies,
upon determining that a crisis exists, may apply the pesti-
cide before notifying EPA. EPA can, if deemed necessary, stop
further applications of the pesticide. Pesticides that EPA
has suspended or canceled cannot be used legally under crisis
exemptions.

A total of 128 emergency exemptions were requested or
taken during the period December 3, 1973, to June 30, 1976.
The disposition of these exemptions is shown in the following
table.

Disposition of Exemption Actions

Specific exemptions granted 58
Quarantine-public health
exemptions granted 1
Crisis exemptions taken 19
Specific exemption requests denied 36
Specific exemption requests withdrawn 14
Total 128

PROCESSING TIMES ARE EXCESSIVE

Emergency exemptions provide Federal and State agencies
a means to control unexpected pest outbreaks when registered
pesticides are not available. Such "emergencies" may require
the use of registered pesticides for unregistered 