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INFORMATIONAL MEMORANDUM FOR THE SECRETARY

THROUGH: Jack C. Parnell
Deputy Secretary

Jo Ann R. Smith
Assistant Secretary
Marketing and Inspection Services

FROM: Daniel D. Haley
Administrator

SUBJECT: Pesticide Export Reform Act

43SUE:

The Pesticide Export Reform Act and related amendments deal with
modifications to the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), as amended, concerning the export of
pesticides to other countries.

BACKGROUND:

Current law permits the export of pesticides to other countries
with some restrictions. Unregistered pesticides exported shall
be properly labeled, i.e., shall be prepared and packaged
according to a foreign purchaser's instruction so labels on
exported pesticides are able to be read and understood by users.
Also, the purchaser must acknowledge (by signed statement) that
it is understood that a pesticide is not registered for use in
the United States. A copy of such a signed statement is
transmitted to an appropriate official of the government of the

importing country. ,Current law permits the exportation of both
registered and unregistered pesticides.

Both the House and Senate versions, which are very similar, of
export pesticide reform provisions of the Farm Bill attempt to
increase the regulation of all pesticides, whether registered or
unregistered in this country, when destined for export. These
versions attempt to protect other countries from harmful
pesticides, and in turn ensure U.S. consumers that foreign-
produced foods do not contain these same harmful pesticides when
these foods are brought back into this country.
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Our concerns regarding these provisions of the proposed Farm Bill
are based on a number of premises. First, controlling the export
of pesticide products from our country alone will not completely
resolve the problems associated with pesticide misuse in other
countries. The United States is not the only country from which
pesticide products are exported. Many countries, including those
in the developing world, have manufacturing capabilities to
produce and export the same pesticide products that have been
banned or severely restricted in the United States or other
industrialized countries. Second, Environmental Protection
Agency (EPA) regulatory decisions are based upon risk benefit
criteria for the United States, which may differ in other
countries. Third, USDA believes that it may be more effective
for foreign countries to concentrate on controlling the use of
pesticide products, and assuring the availability of quality
products to those wishing to use them, rather than categorically
banning certain classes of U.S. pesticides from international
trade. Current FIFRA regulations require the warning of foreign
purchasers and their governments of any actions taken against a
pesticide product not registered for use in the United States.

In addition, the public has expressed concern about the
possibility of importing foods which may contain illegal residues
of pesticides that can no longer be used for domestic producers.
This threat has been characterized as a ''circle of poison." The
data from the Food and Drug Adninistration (FDA) and USDA
regulatory residue monitoring programs have shown that residues
levels are infrequently encountered in imported food products.
For fiscal year 1988, more than 99 percent of the 10,475 imported
food samples tested by FDA were at or below the accepted
tolerance levels or residues were not detected in any amount.

Existing law already bars the import of foods containing residues
not allowed under U.S. tolerance regulations. The House and
Senate provisions impose a number of burdensome new information
demands on foreign producers not required of domestic producers
of pesticides, and would likely be challenged under the General
Agreement on Tariffs and Trade rules. These international trade
concerns should be evaluated and resolved before a bill moves
through the Congress.

RECOMMENDATION: "

The Adninistration's position has been to develop new or enhanced
authority through an amendment to FIFRA which will allow the EPA
to implement the international system of prier informed consent
under the auspices of the Food and Agriculture Organization and
the United Nations Environment Programme, developed with the
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support and leadership of the U.S. This approach would require
EPA to block the export of a banned or severely restricted
pesticide to a country which objects to receiving it, provided
that the importing country certifies that it will not buy the
pesticide from another country or manufacture it for its own use.
This system would allow other nations toc make their own decisions
on pesticide use, based on all relevant health and safety
information. The Secretary of Agriculture and the Administrator
of EPA strongly support such an amendment as well as other
changes to our pesticide and food safety laws contained in the

Administration's food safety proposal transmitted to Congress in
March.

Some alternative provisions to consider are the following:

o Countries that receive unregistered pesticide products
from U.S. manufacturers could be required to establish
a system of self-certification that any food exported
to the U.S. will not contain detectable concentrations
of these compounds. These self-certifications would be

subject to verification testing at ports of entry in
the U.S.

o Countries that do not wish to import unregistered
pesticide products from the U.S. could be required to
certify that they will not produce the pesticide or a

similar product with the same active ingredient for
export purposses only.

Reviewed by:

AMS/CSSD/WIFranks/3jc/447-3075/8/22/90
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WASHINGTON, 2. 2.222852

Honorable E (Kika) de la Garza
Chairman, Committee on Agriculture
U.S. House ¢©f Reprasentatives

1301 Longworth House Office Building
washingten, D.C. 20513

Dear Kika:

We appreciate the opportunity to respond to your reguest
for a report on H.R. 3850, a bill entitled "The Federal-State
Pesticide Regulation Partnarship Act of 19%1" which amends
various sections of the Federal Insecticide, Funglicide, and
Rodenticide Act (FIFRA) to make it clear that the Act pre-empts
the regulation of pesticides by local governmental units.

The Department of Agriculture supports the enactment of H.R.
3850 to amend FIFRA and provide clear authority to Federal and
State governments in the area of pesticide regulation.

The issues surrounding pesticide regulation are complex and
diverse and require sound decisions rased c¢n sciencs and facts.
lLeocal govaernments rarely have the scientific and tecanical
expertise to make such decisicns on these complex lssues.
Agriculture production and economic viability could be greatly
reduced by unsound regulations imposed by local governmental
units. Agriculture opportunities and jobs could be reduced in
the many sectors of agriculture producticn and services due to
the inability to werk across local jurisdictions. We fssl
strongly that the authority for pesticide regulation must be
maintained on a Federal and State lsvel and that lecal
governmental units be pre-empted.

The Office of Management and Budget advises that thers is no
objection to the presentation of this report from the standpoint
of the Administration’s progran.

Sincerely,

Edward Madigan
Secrestary
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Statement of Daniel D. Haley, Administrator
Agricultural Marketing Service
United States Department of Agriculture
before the :
Subcommittee on Department Operations, Research, and
Foreign Agriculture, Committee on Agriculture
United States House of Representatives
on H.R. 3742
"Pesticide Safety Improvement Act of 1991"
November 19, 1991

Mr. Chairman, Members of the Committee:

I am pleased to be here today to discuss H.R. 3742,
"Pegticide Safety Improvement Act of 1991." Accompanying me
today is Dr. Craig Reed, Director of the Science Division of the
Agricultural Marketing Service.

We can all agree that we need to improve the Federal
Government’s ability to protect American consumers and the
environment from potential dangers posed by the use of pesticide
chemicals. In order to do this, we need to make major revisions
to the Federal Insecticide, Fungicide, and Redenticide act
(FIFRA) and to the Federal Food, Drug, and Cosmetic Act (FFDCA).

In considering the changes to these laws, four fundamental
principles must be taken into consideration:

1. Protect the Public’s Health. Prevent harmful exposure
of the public to pesticides in the food supply.

2. Strengthen the oversight of pesticides and their use.
Assure that unsafe pesticides are not used and develop safe
alternatives.

- 2 Simplify the regulation of pesticides to assist farmers

and the chemical industry in the application of food safety laws.



/ 22-07-1992 15:24 2027208477 USDAxAMS P.17

2

4. Build public confidence. Assure that the American food
supply will remain safs.

We commend the Committee for holding these hearings and are
hopeful that through the collective efforts of the Congress, the
Executive Branch, the agricultural sector, the chemical industry,
and public interest groups, we will be able to achieve
comprehensive reform to our food safety laws concerning
pesticides. My testimony will focus on certain key provisions of
H.R. 3742 which are consistent with the Administration’s position
on food safety reforms, those areas of H.R. 3742 which we believe
need further clarification, and those provisions of H.R. 3742 on
which we have concerns.

Mr. Chairman, we recognize your efforts to seek legislative
reform that is both sensitive to the needs of the environmental
and agricultural communities, and enhance the safety of our food
supply. Several of the components in K.R. 3742 were endorsed by
the President’s comprehensive food safety plan.

The President’s package of food safety reforms marks a major
step forward to enhance public health and protect the
environment. Enactment of the plan will allow EPA to act more
promptly and effectively to deal with problem chemicals and
improve the agency’s ability to act on the basis of sound

sclence.

The President’s plan calls for:

1. Establishing "negligible risk"” tolerance levels which
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would be applicable to raw commodities as well as
processed.foods, moving away from what has been
characterized by some as the "zero" risk standard of the
Delaney clause;
2. Establishing a system that would provide national
uniform pesticide tolerance standards;
3. Requiring periodic review of pesticide registrations
to ensure that pesticides meet contempeorary standards for
health and safsty;
4. Improving EPA’s flexibility in exercising its
suspension authority;
8. Revising the cancellation process, replacing the
adjudicatory hearing with notice-and-comment procedures;
6. Enhancing the enforcement provisions of FIFRA,
providing for improved authorities and increased
penalties for viclations; and
7. Providing for appropriate coordination and
consultation among Environmental Protection Agency (EPA),
U.S. Department of Agriculture (USDA), and Health and
Human Services (HHS) in the pesticide cancellation and

suspension process.

KEY PROVISIONS
g8ingle Pesticide Tolerance 8tandard. USDA supports
legislation that would make the same safety standard applicable

to pesticide residues in both raw agricultural commodities and

.18
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processed foocd.

Under current law, there are two different legal standards
for pesticide residues in food. Tolerances for pesticide
residues in raw agricultural commodities are subject to
risk/benefit determinations under Section 408 of FFDCA.
Tolerances for pesticide residues that concentrate in, or are
applied to, processed food are issued under Section 409 of the
FFDCA, which contains the Delaney clause which if literally
interpreted would mean a "zeroc risk" standard.

In 1987, the National Academy of Sciences (NAS) recommended
that pesticide residues in raw and processed food should be
regulated on the basis of consistent standards and that a
negligible risk standard should apply to all pesticide residues
in food. Consistent with the NAS recommendations, this
Administration supports elimination of application of the Section
409 "Delaney clause" to pesticide residues in processed food and
supports a uniform negligible risk standard for all pesticide
residues in food. Accordingly, we support inclusion of the
provision in H.R. 3742 to rectify problems associated with the

n"zaro risk" standard of the Delaney clause.

Negligible Risk Standaxd. USDA supports a negligible risk
standard that would reguire EPA to set pesticide tolerances at a
level adequate to protect the public health. We support
legislation that would implement the NAS recommendation for a

uniform negligible risk standard for pesticide residues in food
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and, in addition, clearly establish a risk/benefit standard.
This would give EPA explicit statutory authority to ignore de
ninimis or insignificant dietary risks and permit EPA to focus
attention on the highest risk pesticides.

The definition of "negligible risk", as proposed by
H.R. 3742, should not identify a specific level of risk that
would be considered negligible or a numerical expression of that
level. Because science and the degree of knowledge and
confidence in risk assessment is constantly evolving and
improving, it is important to preserve EPA’s ability to keep pace
with scientific progress in assessing risks.

It is important that EPA continue to have the flexibility to
calculate dietary exposure on the basis of the (1) percent of raw
agricultural commodities or processed food actually treated with
a pesticide, and (2) other data to more closely approximate
actual exposure, including information on actual residue levels
detected in the treated commodities and the processed food
produced from those commodities. This would help avoid
unrealistic exposure assessments and would assist in developing
more accurate risk projections.

The prescriptive nature of the negligible risk standard in
H.R. 3742, coupled with the use of the 90th percentile of
consumption, could have the effect of further reducing the amount
of pesticide use available for any crop.

We would also note that H.R. 3742 is silent with respect to

consultation with USDA and FDA with respect to implementing and
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enforcing "negligible risk" standards. We feel strongly that
such consultation is necessary to ensure proper implementation

and enforcement of the negligible risk standards.

Consideration of Pesticide Benefits. The process should
provide for consideration of benefits, not let benefits drive the
process. It should be made clear that EPA may establish a
tolerance for a pesticide residue posing greater than a
negligible risk if EPA determines that the risk is reascnable in
light of both risks and societal benefits, and that reasonable
efforts are made to develop alternatives.

This would assure that pesticide tolerance decisions are not
made in isoclation, and that EPA may fully consider all relevant
factors.

USDA provides information to EPA on the necessity of the use
of the chemical for the production of an adequate, wholesome, and
economical food supply. EPA then considers this information in
making tolerance decisions for pesticide residues on raw
agricultural commodities. The President’s plan would extend that
authority to tolerance decisions for pesticide residues on
processed food.

Pesticides provide important societal benefits, including
valuable health, nutritional and ecocnomic advantages to
consumers. The loss of important food use pesticides can result
in heightened risk of disease causing organisms in food, food

price increases, adverse effects on food quality, and reduction
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in the availability of nutritional food choices. The impact on
consumers and their diet can cause particular hardship on the low'
income sector of our society. In view of the broad range of
benefits of food use pesticides, it is important that EPA be
allowed to balance benefits against risks in all pesticide
tolerance decisions. Let me relterate, H.R. 3742 does not
provide for the consideration of direct producer benefits.

In short, Mr. Chairman, we are opposed to any benefits
considerations short of those proposed in the President’s food

safety package.

National Uniformity. Under current law, States may set
tolerances for pesticide residues in foods that are lower than
those established by EPA. In recent years, a number of States
have sat lower tolerances for certain pesticides (including EDB
and Alar), thus creating the potential for significant burdens on
interstate commerce. We support legislation that sets national
uniformity of tolerances for pesticides registered or
reregistered under the comprehensive safety data requirements.
This uniformity would avoid the consumer confusion and
substantial burdens on interstate commerce caused by special
tolerance requirements set by States and political subdivisions
that may not be warranted by any public health or food safety
consideration.

We alsc support a mechanism for States to petition the EPA

for a waiver from a uniform Federal tolerance where the State
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could establish adequate justification. Waivers should be
authorized where EPA has concluded that a more stringent State
tolerance is justified by special local circumstances, such as
unusual food consumption patterns.

As to tolerance setting under FFDCA, the provisions of
H.R. 3742 for walvers for special local circumstances are very
similar to the President’s Plan. With respect to pesticide
regulation under FIFRA, however, we defer at this time, pending

further discussion and review within the Administration.

suspension. H.R. 3742 retains the current definition of
vimminent hazard" in FIFRA which requires EPA to take into
account environmental, economic, and social impacts before it can
suspend a pesticide. (We note that suspension, cancellation and
tolerance setting entails consideration of benefits that are
included in the President’s plan.) It further provides that
where a suspension is reinstated following a court decision
overturning a cancellation order, such suspension order shall
terminate 45 days after such reinstatement.

We question whether the "45 days" timeframe for termination
of the suspension order and if this is an appropriate timeperiecd
to correct what appears to be a technical problem. We urge the

Committee to clarify this provision.

cancellation. We strongly support a more streamlined

approach in the cancellation process as outlined in the
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President’s Plan and frequent, meaningful, and early consultation
in all cancellation matters as well as due process to producers,

the public, and companies affected by such decisions.

Miner Use@. Mr. Chairman, we commend you for addressing the
minor use issue. As you are aware, pesticide registrations have
already been canceled for numerous frult and vegetable crops.
Many more uses are expected to be dropped in the near future.
USDA and EPA have recognized that much needs to be done if
agricultural producers are to deal successfully with the
consequences of reregistration. We are working aggressively with
the chemical companies and producer groups to respond to current
and anticipated problems so that we may better identify and meet
the needs of minor use producers.

H.R. 3742 attempts to improve the minor use pesticide issue
by amending voluntary cancellation provisions. However,
preventing a registrant from dropping a labeled use if anyone
objects to the deletion, could result in total pesticide use that
exceeds negligible risk, and could result in forcing registrants
to list uses on their labels that they do not wish to support for
a variety of reasons.

The Department strongly supports minor pesticide uses and
believes that approaches such as third party registrations,
the Interregional Research Project No. 4 (IR-4) programn,
development of alternative pesticides, actual residue data where

available and alternative funding for data production are

.24
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preferable to the legislative remedy proposed by H.R. 3742. Let
me assure you, however, that we are open to legislation to
address minor use and look forward to working with you on this

very important issue.

Resticide Use and Dietary Exposure Information. H.R. 3742
adds a section directing the Secretary of Agriculture to gather
and furnish information to the Administrator of EPA on food
consumption patterns, use of pesticides, and actual levels of
pesticide residues on food items.

Current Department surveys are conducted as a part of the
National Nutrition Monitoring System. They provide on an ongoing
basis, information on food consumption patterns of the total
population and large subpopulations, such as adult women and
school-age children. The Department is working with EPA and FDA
on these surveys and they are currently being expanded to improve
coverage of subgroups at nutritional risk, such as low=-income
groups. The surveys will require further expansion to enable
them to provide up-to-date information on smaller subgroups such
as infants or pregnant women. H.R. 3742 goes beyond the level of

effort currently envisioned and needs further clarification.

Inspections. H.R. 3742 provides very broad entry and

inspection authority to EPA, by consent or warrant, of places not
ocpen to the general public where the person who owns the property

provides consent or where authorized by warrant. We agree with
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our colleagues at EPA that this provision needs further

clarification as to its intent and scope.

CONCLUSION

We agree that the Federal laws for food safety and pesticide
use need to be amended in a manner that will enhance pesticide
regulation and not inhibit new scientific and technological
advances. It is imperative that we proceed in a responsible
manner as we work together in considering the various food safety
bills pending so as not to jeopardize this Nation’s agricultural
industry which represents some 20 percent of ocur GNP. We urge
the Committee in its deliberations to carefully consider any
impacts of legislation affecting American agriculture and the

consuming public.

Mr. Chairman, this concludes my statement. I will be glad

to respond to any questions the Committee may have.
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United States - Agricultural P.O. Box 96456
Department of Marketing Washington, DC
Agriculture Service 20090-8456

February 6, 1992

INFORMATIONAL MEMORANDUM FOR SECRETARY EDWARD MADIGAN

THROUGH: Jo Ann R. Smith, Assistant Secretary
Marketing and Inspection Services

FROM: Daniel D. Haley 34 ?
‘\W Administrator - MWW

SUBJECT: Federal Pre-emption under FIFRA (H.R. 3850) -
March 4 Hearing

ISSUL:

Chairman Rose of House Agriculture’s DORFA Subcommittee has
scheduled a hearing March 4 on H.R. 3850 (by Congressman
Hatcher/Marlenee and 54 co-sponsors), a bill to amend the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) to make it
clear that FIFRA pre-empts the regulation of pesticides by local
governmental units.

RISCUSSION:

The Supreme Court, on June 21, 1991, in Wisconsin Public
Intervenor v. Mortier, Supreme Court 89-1905, ruled that FIFRA
does not pre-empt local governments from regulating the use of
pesticides. This interpretation was advocated by the
Environmental Protection Agency (EPA) in arguments before the
Court and applauded by onvgronmental groups. However, numerous
farm, agri-business, pest control, and chemical manufacturers
launched a legislative effort to reverse the Court decision and
bi-partisan legislation was subsequently introduced by
Congressman Hatcher/Marlenee (H.R. 3850) and 54 co-sponsors and
Senators Mitchell, Pryor, Dole, Cochran, Bond, Shelby and Boren.

(S. 208%). At this time, EPA has expressed serious concerns with
these bills.

While the President’s Food Safety Plan of 1989 dealt with the
issue of Federal pre-emption under the Federal Food, Drug, and
Cosmetic Act (FFDCA) as it relates to the reregistration process
pursuant to the 1988 FIFRA amendments, it did not address FIFRA
pre-emption since transmittal of the President’s Food Safety Plan
occurred prior to the Supreme Court decision. The President’s
Plan proposed to amend FFDCA to provide for national uniformity

The Agricuitural Marketing Service

la an sasanu af tna
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of setting chenical tolerances and pre-empted State and local
laws, but allowed for waiver where special local circumstances
warrant a more stringent limit.

Following are some of the arguments for and against H.R. 3850.

Pros:

(1) Local governmental units lack the technical resources
and expertise to regulate pesticides with competence.

(2) Both EPA and the States can adopt local pesticide use
restrictions to protect groundwater, wildlife and human health.

(3) Conflicting local ordinances could lead to regulatory
chaos and prevent cost-effective pest control, limit agricultural
and food marketing productivity and prevent control of disease
carrying pests.

(4) Local regulation is incompatible with international
negotiating efforts to establish greater harmonization of
ganitary and phytosanitary standards to facilitate global
commerce.

(5) Local regulation is inconsistent with Bush
Administration efforts to establish national uniformity in other
areas of food safety and marketing (e.g. nutrition labeling and
residue tolerances).

(6) Regulation of pesticide use goes beyond the scope for
which local governmental jurisdictions have been created; such
control should be vested with EPA and the States.

(7) Agriculture production and economic viability could be
greatly reduced by unsound regulations imposed by local
governmental units, thus reducing jobs in many sectors of
agriculture due to the inability to work across local
jurisdictions.

cons:

(1) EPA, in its design of national regulations, cannot be
sufficiently responsive to address the myriad of local problems
caused by pesticides;

(2) Federal regulations are intended as a "floor'" and should
not preclude States and localities from being more protective;

(3) Much concern exists that EPA and the States are not
adequately protecting sensitive individuals from pesticides used
for lawn, garden, and indoor care;

(4) To deprive local jurisdictions authority to control
pesticide use is contradictory to other environmental law
(groundwater under Safe Drinking Water Act), and infringes on
States’ rights in protecting health and safety of their citizens.
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Accordingly, AMS recommends the Administration support H.R. 3850.

Attached for your consideration is USDA’s proposed response on
H.R. 3880.

Attachment
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Unhed States Pasticides And t
Environmental Protection Toxic Substances August 1991
Agency (H7508C)

<EPA For Your INFORMATION

THE DELANEY PARADOX AND NEGLIGIBLE RISK

The Envirorunental Protection Agency (EPA) regulates pesticides under two laws, the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) and the Federal Food, Drug, and Cosmetic Act
(FFDCA). FIFRA requires that pesticides be licensed or "registered" with EPA prior to sale and use in
the United States. The FFDCA gives EPA the authority to set legally enforceable limits, or
“tolerances" for pesticide residues in foods. The FFDCA specifies that a food containing a pesticide for
which no tolerance has been established, or with a residue exceeding an established tolerance, is
considered adulterated and subject to seizure. EPA sets tolerances for pesticide residues remaining in
raw foods under section 408 of the FFDCA. Under section 409 of the FFDCA, EPA sets food additive
tolerances for pesticdde residues which concentrate in processad foods above raw food tolerances, or are
the result of pesticide application during or after food processing.

EPA's task of regulating pesticides and their residues in foods has been complicated by the
different standards in FIFRA and FFDCA, and the different standards within the FFDCA itself. In
particular, section 409 of the FFDCA contains the "Delaney Clause” which, when read literally,
absolutely prohibits the establishment of food additive tolerances where evidence indicates that the
pesticide may cause cancer in humans or animals, no matter how small or minimal the risk. On the
other hand, FIFRA requires EPA to weigh the risks and benefits of a pesticide when deciding whether
to allow the continued use of that pesticide. Similarly, section 408 of the FFDCA requires EPA to
consider the necessity for the production of an adequate, wholesome and economical food supply in
setting tolerances. Thus, in contrast to the Delaney Clause, FIFRA and section 408 of the FFDCA require
consideration of the level of risk and the benefits of pesticide use.

This inconsistency in standards has been called the "Delaney Paradox" by the National
Academy of Sciences (NAS), an expert non-governmental body. In 1985, EPA commissioned the NAS to
examine the scientific and regulatory implications of the varying food safety standards contained in
FIFRA and the Delaney Clause of the FFDCA. One result of the inconsistency is that the same
pesticide residues which may be legal on a raw food could render a processed food unacceptable under
the law. Under these circumstances, for example, EPA could set a section 408 tolerance for apples for a
pesticide that posed a negligible risk of cancer. But if the apples were processed into apple juice and
pesticide residues became concentrated to higher levels than in the raw comunodity®, then under a strict
interpretation of the Delaney Clause, EPA could not set a section 409 tolerance for processed apples. As

‘Various processes such as milling, drying, or juicing in some cases cause the relative amount
of pesticide to Increase in the processed food as compared 1o the raw food. For example, in drying, the
ratio of the amount of pesticide 1o the rest of the food could increase as water is removed.
Concentration of residues doss not necessarily make a food unsafe for consumption because dietary

exposure 10 a pesticide depends on the concentration of pesticide remaining on food and the quantity of
food consumed.
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a matter of practice, EPA would then decline to set a section 408 tolerance for the pesticide in raw
apples because it would be difficult to ensure that treated apples would not be processed into apple
juice. Consequently, EPA would not allow use of the pesticide on apples at all, even if EPA believed
that it was as safe as other apple pesticides already on the market.

In 1987, the NAS issued its study of the Delaney Clause, and reached four principal
conclusions:

1. All pesticides should be regulated on the basis of a consistent standard, so that there is
no "double standard” for raw vs. processed foods or for old vs. new pestiddes. The NAS
found no public health reasons for treating residues on raw or processed foods
differently.

2. A uniform "negligible risk" rather than a "zero risk" standard for carcinogens in food,
consistenty applied, would best enable EPA to improve the overall safety of the food

supply, and would result in only modest reductions in the benefits of pesticide use to
farmers.

3. EPA should set its regulatory priorities by focusing first on the most worrisome
pesticides used on the most-consumed crops.

4. The Agency should adopt a comprehensive analytical framework for forecasting the

broad-scale impact of its pesticide-specific regulatory actions on the overall safety of
the food supply.

Based on these conclusions, EPA has attempted to implement a consistent negligible risk
standard under each of the provisions of the laws governing pesticides. In the case of FIFRA and
FFDCA section 408 which require risk/benefit balancing, EPA has treated risk in the range of1in1
million (meaning that, at most, an individual would have a one in one million chance of developing
cancer if exposed over a lifetime) as a reference point and required that substantial benefits be
demonstrated for any risk which exceeds that level. As to the Delaney Clause, EPA has adopted an
interpretation which does not prohibit the establishment of food additive regulations posing a de
minimis risk (a risk so minimal that it is not worth considering). These two actions, while not
completely equivalent, allow for each of the standards under the various provisions to be
substantially more compatible.

EPA's interpretation of the food additive laws was chalienged in a petition filed on May 25,
1989 by the State of California, the Natural Resources Defense Council (NRDC), Public Citizen, the
AFL-CIO, and severa individuals. The petition requested that EPA revoke 14 food additive
regulations for 7 pesticides. The petitioners argued that the food additive regulations should be
revoked because the pesticides to which the regulations applied were probable or possible animal
carcinogens and thus the regulations violated the Delaney Clause. On February 19, 1991, EPA issued a
Final Order upholding its interpretation that the law supports a de minimis exception to the Delaney
Clause for pesticide uses which create at most a de minimis risk. In applying this de minimis standard,
EPA declined to revoke several food additive tolerances but found that two food additive tolerances
exceeded a de minimis level and would have to be revoked. The petitioners have sought review of this
decision in federal court.

EPA has been working with the United States Department of Agriculture (USDA) and the Food |
and Drug Administration (FDA) to develop legislation, as part of the President's Food Safety Plan,
which would amend FIFRA and FFDCA to establish a consistent "negligible” risk standard for
evaluating the safety of pesticide residues in raw and processed foods. Additional information is
available from EPA on the provisions of the President’s Food Safety Plan.

.08
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\IEPA Minor Use and

Pesticide Reregistration
How Growers Can Participate

What Is a Minor Use?

Minor use pesticides are those that produce
relatively little revenue for their manufacturers
(or "registrants"), considering the cost of
maintaining these registrations. However,
minor use pesticides are of major significance
in agricultural production, to growers as well
as consumers. Without these small-scale but
vital pesticide uses, many of the fruits,
vegetables and ornamentals that we enjoy in
the U.S., worth billions of dollars, could not
be grown successfully.
Minor use pesticide registrations include:

* many, if not most, pesticide uses on

fruit and vegetable crops;

* uses on commercially-grown flowers,
omamentals, trees and turf grass;

* infrequent or very limited acreage
use on major crops, such as wheat,

soybeans or corn, where the pest
problem being treated is not

widespread.

What's the Minor Use Problem?

Minor uses are not econamically attractive to
the pesticide industry since the amount of
pesticides sold for these uses is limited and
revenues are low, while the costs of obtainmg
and maintaining these registrations are
substantial In addition, pesticide registrants
can face steep liability costs if their products
do not perform as intended and high value
crops are lost Thus, there is little economic
incentive for pesticide manufacturers to
register new products or reregister existing

ones for minor uses, or to add minor uses to
currently approved pesticide labels.

How Does Reregistration Affect the
Problem?

EPA is conducting a comprehensive review of
all older pesticides to be sure they meet
current scientific and regulatory standards.
Changes to the Federal pesticide law in 1988
set deadlines for pesticide registrants to
provide updated studies on the human health
and environmental effects of their products,
and for EPA to review these studies and make
reregistration decisions. Registrants must pay
substantial fees to fund this program. '
To support their pesticide products through
reregistration, registrants will have to conduct
studies needed to complete EPA’s data
requirements, and pay the required fees.
Because of the costs involved, many registrants
are finding that it is not economical to support
some or all uses of their products. The most
vulnerable uses are those that are least profit-
able-minor uses.

What's the Likely Outcome?

Already, the number of registered pesticide
products has dropped significantly as a result

of the accelerated reregistration program.
About 20-25,000 out of 45,000 registered
products have been cancelled, and more will -
follow. Many of the products cancelled so far .
have not been produced or sold for years, so
they probably will not be missed However, as
the number of registered uses continues to

™% Printad on Recveled Paosi



¥ @2-07-1992 15:22

2027208477

USDAxAMS

decline, it is inevitable that some important
minor uses will be among those that
registrants are unwilling or unable to support.
Unless someone steps in to support these
uses, they will be Jost

What is Being Done About the Minor Use
Problem?

EPA, USDA and the agricultural chemical
companies are concerned about the minar use
reregistration problem, and are taking steps to
help ensure that pesticides are available as
needed to control insects, plant diseases and
weeds. Keeping growers informed about
manufacturer’s plans for reregistration is
important to everyone because certain vital
pesticide uses may be going off the market,
and growers may not even know abacut this
untdl it’s too late.

To help, USDA is working closely with EPA,
the National Agricultural Chemicals
Association (NACA) and IR+ (a cooperative
government/industry effort), to develop an
early notification network for reregistration
information. Through this network, grower
groups will be advised as soon as a registrant
decides not to support a pesticide product or
use through the reregistration process The
purpose of this service will be to inform
grower groups and other interested parties of
impending pesticide cancellations, giving them
mare time to act

What can Growers Do?

As an agricultural producer, your awareness
about the reregistration process and your
readiness to act quickly and effectively may
enable you to help keep needed pesticide uses
on the market If you are not already ¥
participating, the time to become involved is
now.

* Develop a needs inventory - List your
pest control needs. Consider all the
alternatives-could integrated pest
management or non-chemical strategies
do the job? Make an inventory of the
pesticide uses that are essential to you.
* Get organized - Get together with
other growers in your area who have
similar pest control needs. Join or
form a grower group to share
information, develop strategies, vaice
needs and, if necessary, act to support
essentia] pesticide uses.
* Get informed - Get information
about the regulatory status of pesticides
that are vital to the production of your
crops. Learn which are in danger of
cancellation, and which of those you
may be able to help support. Through
your grower group, contact the
appropriate pesticide registrants, your
County Agent or State Cooperative
Extension Service Pesticide
Coordinator, your state Department of
Agriculture, EPA or USDA.
* Speak up - If an essential pesticide
use appears to be in jeopardy, speak
up and let your need for that use be
known. Contact the pesticide
registrant through your grower group.
Enlist the aid of other registrants,
when appropriate.
* Act on your own behalf - Be
prepared to jump in and help rescue a
pesticide use that is vital to you and is
in danger of being voluntarily
cancelled! Grower groups working
with pesticide registrants, under EPA's
guidance, can take effective action to: -
* Fund studies that must be
submitted to EPA to support a
pesticide product or use;
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* Support the development of a
petition for a crop group
tolerance or regional tolerance;
* Obtain a "third party”
registration.
* Pursue alternatives - Realize that
sometimes it will be too late or too
difficult to save a needed use. If this is
the case, look for new pest control
chemical and non-chemical alternatives,
working closely with the Cooperative
Extension Service and your State
Department of Agriculture.
Pesticide reregistration is likely to mean that
fewer pesticide products and uses will be
available in the future, especially to meet
minor use needs. Plan abead Be prepared
to act effectively to rescue (or find good
substitutes for) those pesticide "minor uses"
that are essential to you.

For More Information Contact

EPA Minor Uses - For information about
EPA’s pesticide minor use policies and
program, please contact Hoyt Jamerson,
Registration Division (H-7505C), Office of
Pesticide Programs, U.S. Environmental
Protection Agency, Washington, D.C. 20460,
telephone 703-557-2310.

EPA Reregistration - For information about
minor uses and EPA's pesticide reregistration
program, please contact Joanne Edwards
(telephone 703-308-8046), or Kathy Davis
(telephone toll free 1-800-552-8879, or 703-
308-8068), Special Review and Reregistration
Division (H-7508W), OPPR, U.S. EPA,
Washington, D.C. 20460.

USDA - For information about pesticide-
related matters, please contact the Office of
the Director, Nationa] Agricultural Pesticide
Impact Assessment Program, U.S. Department
of Agriculture, Washington, D.C. 20250,
telephone 202-447-7744, or toll free 1-800-262-
0216, Monday through Friday from 9:00 am -
3:00 pm EST

IR4 Minor Use Program - For information
about IR<4’s pesticide minor use program,
please contact the National Coordinator,
Interregional Research Project No. 4, New
Jersey Agricultural Experiment Station, PO.
Box 231, New Brunswick, NJ. 089030231,
telephone 908-932-9575.

NACA - For information about the pesticide
industry’s Minor Use Task Force, please
contact Dr. Ray S. McAllister, National
Agricultural Chemicals Association, 1155 15th
Street, N.W,, Washington, D.C. 20005,
telephone 202-296-158S.
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EPA For Your INFORMATION

RISK/BENEFIT BALANCING UNDER THE
FEDERAL INSECTICIDE, FUNGICIDE, AND
RODENTICIDE ACT (FIFRA)

Pesticides are biologically active chemicals that kill or modify the behavior of problem
insects, animals, microorganisms, weeds, and other pests. With pesticides, farmers can grow more and
greater varieties of food more cheaply; home owners can control pests in their lawns, gardens and
homes; and public health officials can control pests potentially harmful to our health. But there are
disadvantages as well as benefits from using pestiddes. By law, EPA must weigh the risks of pesticides

to human health and the environment agasinst their benefits with a multi-step process called
risk/benefit balancing.

RISK ASSESSMENT

There are four steps in EPA's risk assessment process: hazard identification, dose/response
assessment, exposure assessment, and risk characterization.

0 Hazard Identification. EPA evaluates a pesticide's inherent toxicity - i.e, the types and
degrees of harmful effects a pesticide may cause. This is done principally by evaluating
laboratory studies conducted on animals. For example, laboratory studies attenpt to determine

if a chernical is an eye irritant, causes acute poisoning, causes birth defects, or causes cancer,
among other effects.

0 Dose/Response Assessment. A pesticide's potential for causing adverse health effects is
" identified through a battery of short-term or "acute" and long-term or "chronic™ toxicity
testing. In several series of tests, laboratory animals are exposed to different doses of s
pesticide, and EPA scientists evaluate the tests to find the level of exposure in each of those
studies that did not cause any non-cancer effect. This level is called the
"No-Observed-Effect-Level,” or NOEL. The most appropriate NOEL is divided by an
uncertainty factor, usually 100 or more, to determine what is called the Reference Dose (RfD)
(once known as the Acceptable Daily Intake, ADI). At or below this level, it is assumed that
daily exposure over a lifetime will not pose significant risks to health. In addition, EPA
routinely requires multi-year laboratory animal feeding studies to screen pestcides for cancer
effects. The Agency uses a "negligible risk” standard to address the risk of cancer from exposure

to a pesticide through the food supply. EPA defines a negligible risk to mean that the
estimated cancer risk can be no greater than a risk of one in one million or less (meaning that, at

most, an individual would have s one in one million chance of developing cancer if exposed over
a lifetime).



»2-07-1992 15:18 2027208477 USDAxAMS P.@6

o EWM Once harmful health effects are identified in the laboratory tests, EPA
must estimate the level, duration, frequency, and route of exposure for people. For example:
Are people who regularly mix and apply pesticides exposed? Is there a chance of exposure to .

people through food and drinking water? Can plants and animals other than the targeted pests
be harmed or killed by the pesticide?

o Risk Characterization. Finally, the risk from exposure to pesticides is estimated by
integrating the above factors. By combining estimates of likely or actual pesticide exposure
with the toxicity of the pesticide, EPA can characterize the risks that it poses. This usually
involves extrapolating exposure in animals to humans because little direct information about
the effects on humans is available. EPA relies on animal studies, assuming that the human
response is qualitatively similar to that of animals and that humans will be at least as
sensitive, and frequently, more sensitive to the effects of the pesticide. :

BENEFIT ASSESSMENT -

EPA conducts a benefit assessment when deciding on whether to cancel a pesticide, and
evaluates benefits when approving the use of a new pesticide under a conditional registration. The
purpose of a benefit assessment is to determine the effectiveness and economic value of a pesticide
compared to alternative chemical and nonchemical controls. A benefit assessment is specific for each
registered use site (e.g., corn, soybeans, tomatoes, etc.). A benefit assessment is essentially an analysis
of likely economic consequences resulting from the restriction or cancellation of @ pesticide, and includes:

o Biological Analvsis. The purpose of this analysis is to identify the importance of the pesticide
in controlling the intended pest. As part of this process, EPA collects information on the nature
and extent of the pest problem, the effectiveness of the pesticide and other chemical and
non-chemical controls, and the biological impacts of controlling the pest. For agricultural
pesticides, the analysis would compare the effects on crop yield or quality for the pesticide and

its alternatives; the information is used to determine the pestidde’s value in the production of
the crop.

o Economic Analysis. An economic analysis translates the biological impact of yield loss, reduced
crop quality, and alternative pest control methods into economic terms. EPA evaluates the
economic impacts that are expected to occur for all of the affected sactors of the economy. For
agricultural pesticdides, economic effects include the costs and ability of farmers to produce the
crops and, where appropriate, the subsequent costs to consumers who purchase those foods. In
addition, secondary effects such as local employment are evaluated when appropriate. A low
cost pesticide that produced substantial benefits to farmers, resulted in lower food costs to
consumers, and had few alternatives, would be rated as having high benefits. On the other
hand, if there were several alternatives to a pesticide that were comparably priced and
equally effective, the pesticide would have relatively low benefits.
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Pesticide Tolerances

As part of its program to regulate the use of pesticides, EPA is responsible for setting
“tolerances,” which are the maximum amount of pesticides that may remain in or on food and animal
feed. Tolerances are set at levels that ensure that the public (including infants and children) is

protected from unreasonable health risks posed by eating foods that have been treated with pesticides
in accordance with label directions.

To set tolerances that are protective of human health, EPA needs information about the
anticipated amount of pesticide residues found on food, the toxic effects of these residues, and estimates
of the types and amounts of foods that make up our diet. A tolerance petitioner (generally a pesticide
manufacturer) begins the tolerance-setting process by proposing a tolerance level, which is based on
field trials reflecting the maximum residue that may occur as a result of the proposed use of the
pesticide. The petitioner also must provide food residue and toxicity studies to show that the proposed
tolerance would not pose an unreasonable health risk.

Studies of Pesticide Residues in Foods

EPA requires petitioners to submit several types of information to estimate the amount and type
of pesticide residues that may remain in food products. One requirement is for product chemistry data,
which is information about the content of pestidde products, in¢cluding the concentration of the
ingredients and any impurities. EPA also requires information about how plants and animals
metabolize (break down) pesticides to which they are exposed, and whether residues of the
metabolized pesticides are detectable in food or feed. Any products of pestidde metabolism, or

"metabolites,” that may be significantly toxic are considered along with the pesticide itself in setting
tolerances. '

Field experiments are required for pesticdes and their metabolites for each crop or crop group
for which & tolerance is requested, including each type of raw food derived from the crop. In these
studies, the pesticide is applied to crops in a manner similar to that described by the use directions that
eventually will appear on the pesticide label if the tolerance petition is approved. Finally, pesticide
manufacturers must provide information on residues found in many processed foods (such as raisins), and
in animal products if animals are exposed to pesticides directly or through their feed.

Toxicology Studies

A pesticide’s potential for causing adverse health effects — such as cancer, birth defects and
other reproductive disorders, and adverse effects on the nervous system or other organs — is identified
through a battery of toxicity tests. Tests are conducted for both short-term or "acute" toxicity and long-
term or "chronic” toxicity. In several series of tests, laboratory animals are exposed to different doses of
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a pesticide, and EPA scientists evaluate the tests to find the highest level of exposure that did not
cause any effect. This level is called the "No Observed Effect Level," or NOEL. When evaluating
pesticides for potential offects other than cancer, the Agency divides that level by an uncertainty
factor, usually 100 or more, to determine what {s called the Reference Dose (RfD). (This 100-fold factor
compensates for the fact that hurnans could be more sensitive than the animals used in laboratory
tests.) At or below the RfD, it is assumed that daily exposure over a lifetime will not pose significant

risks to health. In addition, EPA routinely requires multi-year laboratory animal feeding studies to
screen pesticides for cancer effects. -

Eood Consumption Estimates

The next step in the process is to estimate the amount of the pesticide to which the public may
be exposed through the food supply. EPA uses the Dietary Risk Evaluation System (DRES) to estimate
the amount of the pesticide in the daily diet, which is base. upon a national food consumption survey
conducted by the U.S. Dept. of Agriculture. The USDA survey provides information about the diets of
the overall U.S. population and a number of subgroups, including several different ethnic groups,
regional populations, and age groups, such as infants and children.

- Tolerance Degisions

Finally, for non—cancer risks EPA compares the estimated amount of pesticide in the daily diet
to the Reference Dose. If the DRES analysis indicates that the dose consumed in the diet by the general
public or key subgroups exceeds the Reference Dose, then generally EPA will not approve the tolerance.
Similarly, for potential carcinogens, EPA ordinarily will not approve the tolerance if the dietary

analysis indicates that exposure will cause more than a negligible risk of cancer (i.e., the theoretical
risk is more than about one in one million).

EPA believes that the tolerance process is protective of human health because it is based on
extensive animal tests and on a combination of conservative assumptions and risk assessment practices.
Tolerances are set at the lowest level necessary to accommodate the maximum application rate and
frequency being approved for the pesticide use, even if higher levels would be safe for human
consumption.

Enforcing Tolerances

" Tolerances are enforced by the Food and Drug Administration (FDA), the US. Dept. of
Agriculture (USDA), and state enforcement agendes. Inspectors commonly sample food and feed
products before they enter the channels of trade so that any violations may be traced to their sources.
Tolerances established by EPA apply equally to domestically grown and to imported food. Imported

foods may be denied entry into to the US. if they are found to contain pesticide residue Jevels that
exceed the established U.S. tolerances, or for which there are no U.S. tolerances.
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Pesticide Reregistration

The Environmental Protection Agency (EPA) is required by law to reregister existing pesticides
that originally were registered years g0 when the standards for government approval were less
stringent than they are today This comprehensive reevaluation of pesticide safety is critical to
protecting human health and the environment and maintaining public confidence in our food supply. In
1988, Congress amended the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) to strengthen
and accelerate EPA's reregistration program. This fact sheet provides an overview of the nine-year -
reregistration scheme mandated by “FIFRA '88," which applies to each registered product containing
any active ingredient registered before November 1, 1984.

* Liats of Pesticiden to be Reregistered
In 1988, approximately 600 groups of related pesticide active ingredients, or “cases,” -

representing 1,150 active ingredients in 45,000 formulated products - required reevaluation. Following
FIFRA '88 requirements, EPA divided these 600 cases into four lists: Liss A, B,C,and D.

0 List A. List A consists of the 194 chernical cases (350 individual active ingredients) for which
EPA had issued Registration Standards prior to the effective date of FIFRA ‘88, The Registration
Standards program, begun in 1980, was a systematic process for reevaluating existing pesticides. Each
Registration Standard summarized avaflable information for s given pesticide case, and identified the
conditions that registrants had to meet befose EPA would reregister it, such as submitting additional
data. In 1988, the 194 Standards issued accounted for about 85 percent of the total volume of
conventional pesticides used in the U.S,

0 ListsB,C,and D. The remaining pesticddes were divided into three lists based upon their
potential for exposure and other factors, with List B being of highest concern and D of least. Some of
the classification criteria included potential for residues of concern in food or drinking water;
significance of cusstanding data requirements; potential for worker exposure; Special Review or
restricted use status; and unintended adverse effects to animals and plants.

The Reregiatration Process

FIFRA ‘88 established mandatory reregistration timeframes and duties. The law requires EPA to
complete its revegistration review over approximately a S-year period. The five phases of the .
reregistration process are described below. Because EPA had substantial review of
mwm:mmmmneguuuons«ndudsmmhmu»Ammmove
directly to Phase 5. Products of registrants whoﬁﬂbmplyuﬂﬁhmuhmhdmydﬂn
Mmsubmnandhm«dﬂmmﬂwmmm :

0 Phasel: Listing of Active Ingredients

FIFRA '88 required EPA to publish lists A, B, C, and D within 10 months. As required, EPA also asked
registrants of these pesticides whether they intended to seek reregistration.
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© Phase2: Declaration of Intent and Identification of Studies

Phase 2 required registrants to notify EPA whether or not they intended to reregister their products; to
identify and corrunit to providing necessary new studies; and to pay the first installment of the
reregistration fee. During this phase, EPA issued guidance to registrants for preparing their Phase 2
and Phase 3 responses. Phase 2 activities were completed during 1990.

o Phase 3: Summarization of Studies

During Phase 3, following EPA guidance, registrants were required to submit surnmaries and reformatted
acceptable studies, "flag" studies indicating adverse effects, re-comsmit to satisfying all applicable
data requirements, and pay the final instaliment of the reregistration fee. Phase 3 ended in October
1990.

© Phase & EPA Review and Data Call-In's

In Phase 4, EPA must review all Phase 2 and 3 submissions and require registrants to meet any
unfulfilied data requirements within four years. Phase 4 ends in July 1992.

© Phase 5: Reregistration Decisions

In this phase, EPA reviews all the studies that have been submitted for a chemical case, and deddes
whether ar not to reregister products containing the active ingredients in that case. A pesticdde will be
considered eligible for reregistration if its data base is substantially complete, and if it does not cause
unreasonable adverse effects to people or the environment when it is used according to product label
directions and restrictions.

Status of Reregistration

The overall trend for all four lists {s a substantial reduction {n the number of pesticides being
supported for reregistration by pesticide companies. The number of chernical "cases* being considered
for reregistration declined from about 600 in 1988 to about 400 in early 1991, Pesticide product

registrations declined from about 45,000 to 20-25,000. Registrants are not supporting for reregistration
about half of the original List B, C, and D active ingredients.

EPA generally views this decline in pestidde product registrations as a positive result. In many
instances, the pesticides that dropped out had not been produced or marketed for many years.
However, the decline in pesticide registrations also could have a negative impact on pesticide users
who depend on so-called "minor uses,” specialty pesticide uses with limited market potential. EPA is
participating in joint government, industry, and user efforts to help preserve needed minor uses.

EPA issued the first six Reregistration Eligibility Documents (REDs) by early 1991, and expects
to issue many more during the next few years. REDs announce that products containing the active
ingredient are eligible for reregistration; products will be reregistered once product-specific data and
labeling are submitted to and accepted by the Agency. Even after a pesticide is reregistered, however,
EPA will continue to reassess it based on new information that becomes available. Reregistration is but
one major milestone in a continuing review process. P

In conclusion, as a result of FIFRA '88, EPA has greatly accelerated the pesticide reregistration -,
process. A new and more efficient infrastructure has been developed, and EPA is moving ahead briskly
with the reregistration effort. The wave of reregistration decisions will rise steadily during the 1990's,
until the task set forth by Congress and the American public is completed.
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Testimony of Jay J, vVroom, President,
National Agricultural Chemicals Asseciatien
before the
Senate Agriculture, Nutrition and Forestry Committee

September 20, 1981

1 |
Scnator Leahy, members of the committee, thank you for the

\
opportunity to muke three important points for the record today.

1. The National Agricultural Chemicals Association !
strongly supports a ban on the export of agricultural
chemicals that have been removed from use by the U.s.
Enviranmental Protection Agency for reasons of human |
health and safety. !
|

2. Every agricnltural chemical made in the IInited States
undergues thorough safety, healllh and environmental |
testing before it ic exported for use abroad. J
j |
|

3. To ensure that imported food is as safe as is lawanly |
poscsible, we need increased monitoring and testing by the |
U.S. Food and Drug Administration, the country's chief |
guardiaen of our imported and domestic food supplies.
. ‘ , |
The American public needs to understand that agrlculture,
which includes the manufacture of pecticides, is a worldwide
|
industry. As only one seyment of Lhis_qlobal activity, Ameri?an

I
agrichemical makers alone cannot gquarantee the total safety of all

the foods produced in other countrics and brought into the U.s;
This is simply not feasible. ‘ {

What is feasible, as well as appropriate,‘is to expect us to
|
do cverything we can to assurc the safcty of our products... in the

lab, the'factory and the field. Our primary concern is safetyl
Fach agricultural chenical undergoes nearly 120 separéte

cafety tects before it ie ready to be concidered for rcgistratéon

Ly thie EPA. |

|
|
i
|
|
|
[
|
|
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On average, only 1 in eévery 20,000 active ingredients makes 1t to

this stage. Aand it takes from five to seven years and $40 million

to do SOo. For the committee's further 1nformatlon, I am attachlng
a detalled summary of the American agrlcultural chemicals 1ndustry.

lee You, Mr. Chairman, we are concerned about reports of

pesticides used improperly abroad, and about public apprehensaon
over pesticide residues on imported food. We have cons;stently
supported tcugh measures to improve the capability of foreegn
governments to regulate pesticides 'responsibly. Effect&ve

regulation in every nation where pesticides are sold and used is
I

the surest way to protect the world env1ronment and human health
|
everywhere. | i

I have with me a sampling of books, tralnlng tapes, multl-

lingual safety manuals, brochures and pamphlets that reflect! oy

|
industry's commitment to product safety and stewardship. These

. s . .
materials are produced by my own association, by the lnternatlonal

industry federation (GIFAP) and by 1ndLV1dual member companles
\
spec1f1cally to educate farmers and workers in the safe handllng

\
|
We augment these informational materials with safety and

and use of our products.

trainingﬁprograms in many countries. We know that the food we eat

1
and the fiber we wear is made safer through this king iof

responsible stewardship. j
|
However, more needs to be done. We would like to continue to

work with this committee to inprove the safety of our 1mported

food. That is why we support a proposal that would prohibit equrt
|



3
of products canceled for human health reasons by the b.s.

government. This is responsible public policy.

With reference to your bill, S. 898 addresses two m;jor
objecti?es which we support: First, protectlng the health of
farmers: and consumers in those countries to which we ex£ort
pest1c1des, and, second, ensuring that imported food meets U S.

standards of safety and that U. S. farmers are able to compete wlth

l
others on a level playing field. Wwe belleve that these objectlves

can be achleved without corresponding 1njury to U.s. agrlcultgral
trade. F

‘ !
Turning to U.S. exports of pesticides, T would like to state

\
|
The U.S. accounts for about $7.75 billion of the $21 bllllon

the following facts.

total world sales. Throughout the developed world -- Europe,
Japan, Australia, Canada and elsewhere - there are large

manufacturing and exporting interests 1nvolV1ng a wide range of

|
|
Morecver, many newly 1ndustr1allzed and even developlng

pest1c1des.

countrles have sophisticated chemical manufacturlng CapabllltlFS.

Taiwan, Korea, Brazil, Mexico and India, for ekample, produce ?nd
export substantial quantities of pesticides. Tt should be noted

here that many of the pesticides of most concern to this commltFee

are made in these countries. ;



For example, India makes DDT and BHC (benzenehexachlorlde)

Brazil and the Pecple's Republic of China produce BEC, while Korea

manufactures Captafol and EPN. No controls on U.S. exports will
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change or regulate thics trade. Indeed, the hand;cdpplnge or
responsible U.S. companies is 1ikeiy to encourage countries 1ike
this to expand their export trade. Not only would such lc,,_
desirable compounds be encouraged by azt1f1c1ally limiting U S.
exports, but the presence in those markets where Amerlcan
commitment TO stewardship keeps a: sharp focus on educatzon ‘and

training also would be loct. ‘
When it comes to banned pésticidés, we know of no membef ot
NACA that exports such products from the U.S. Aggressive for%ign
productlon and trade in pesticides . highlights the need ‘for
international cooperation. We recommend that Congress support'the
1nternatlonal activities of £rA, and those of such United Natlons'
organlzatlons as FAO, WHO and UNEP, by Pupplylng pesticide trade

information and notification. E
Next, it is worth noting that 'S. 898 does not cle: rly
distinguish between banned and severely rectricted pesticide% ==
the products which may entail significant3 problems - #rom

pesticides which are merely not registered in the U.S.
|

American companies should not have to szpend mllllons‘ of

dollars to secure domestic Leglstrat¢0nb for products used‘on

crops not found in the U.S. There is no reason for such treatment
A |

as long as these products are registered in countries where they

arc usecd.

For example, if a company has a product to control brown rice

noppers in Japan, and has secured Japanese regicstration, should
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that company be panalized for not reglsterlng‘the Product in:the
U.S., where brown rice hoppers are not 'a problem? }

Another common example of U.S. export of‘unragistered.proddcts

involves products with pending U.S. registrations that have already
\
been registered in foreign countries. England, France and Germany

often Iissue registrations well befpre the U.S. EpA dqes.
Naturally, our manufacturers wish to begin marketing and sel#ing
them as soon as possible. Should they be made to wait? Are
exports of U.S.-unregistered products to these countries really

|
cause for concern? ' l

Although not perfect, current U.s. law*works. Pesticides must
|

be registered to be sold here. Some are not registered in the U.S.

|

for good reason: they are mecant for pests and crops not commou?Lo
: J

the U.S. Also, most U.S.-wade products are registered in and/or
|

. |

exported to countries with regulatory ‘standards and enforcemant
i

resources comparable to our own; the lack of a U.S. registration

does not indicate the product is untested or unregulated.

: |
Mr. Chairman, through its proposed maze of rastrictions,

paperwork and delays, S. 898 would be likely to drive most
! |
: . 1
agricultural chewical research overseas. This would raise the cost
of remaining U.S. research and production. American farmers would

|
pay the price, as we all know, from an increasing dependeuce on

\

foreign sources for crop protection innovations. ‘
It p*oductlon were to shift abread, Amerlcan farmers! rcl;ance
on imported pesticides, which has risen from 5 percent toi15

. |
percent over the last 16 yezrs, would likely become greater. Since
i
|
\
\
|
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: |
average farm prices of imported pesticides are more than 40 peréent
higher than U.S$.-made products, farm production costs would rzse,

finally being reflected in the nation's Supermarkets. f

A pesticide export ban would have a severe impact on !the
American agricultural chemical industry, threatening practically
one-third of our Amarican pesticide producers' export busineSsJ or
an estiﬁated $750 million in annual sales volﬁme. According éo a
study we commissioned last year on this issue, pesticide pr'[ces
would haVQ to increase an avarage 12.5 percecnt, to recoup Fhe
potential losses. Farmers' costs of production would rise across-

the-board rfor corn, soybeans, rice and cotten.
Our research-basad, high-technology industry, which is rlght
now the envy of the world, would ulL;mdtely be Aislocated, letﬂ to
be eclipsed by the Europeans, Japanese and athers. |
While no doubt wellemeaning, unilateral U.S. requirements ?or
blanket rcgistration of exports, ‘bureaucratic mechanisms &or
foreiyn government consent on imports, and failure to recognize %he
validity of foreign registrations are condcscending, at best.
Penalizing countries for not adopting U.S. laws and practicés
could result in reciprocal trade barriers. To discriminate agazn £
countries because of different scientifie ang regqulatory judgmeLLb
from ours, insults our friendly trading partners ang leads‘to
further restrictions in international trade. :
The American farmer deservas a level playing field to con@éLe
with hie countcrparts across the world, but crippling UlS.

pesticide exports will not help u.S. farmers. Foreign agricultu#al

|
|
|
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competitors who choose to use peeticides not registered in the & S.
I

will still bc able to get thew from roreign sources. 0.s.

agricultwre's best protection against unfair competition from

imported food lies in an effectivc residue monitoring program of

food imports. ‘ J

FDA must have the level ot personnel, skills and modiern
equipment necessary to continue to assure that all food sold Lna

consumaed here mects U.S. standards. 1
|
We fully support existing U.S. ettorts to provide meaningful
\
information to other countrias about Flgnlflcant U.s. regulatury

actions, especially those focused ug cancellation, suspension, new

reglstrations and Tolerances, and denials for health and

|
environmental reasons. Howevar, we chould recognize pragmatlc

limite on the rcach of U.S. law to impose couparable limitations* on
pesticide use in other countries. Other countries are equally
Justified and able to make their own judgments on the risks aimd
benefits of pesticides and how those judyments are communlcated.

The agricultural Chemicals lndustry is one of the mgst
regulated industries in America and we are Keenly aware éur
business depends on our safety record. My industry does care abéut
xeeping people, and food, safe. }
To ensure ever-safer supplies of imported foad, Americ&'s

I

agricultural chemical makers stand ready to offer their latpqt

scientific and Technological expertise to bolster the FDA's food
|

monitori,n'g technologies. NACA member companies endorse a policy or
i

providing FDA with the analytical methiods capable of detecting !
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pesticides, for which there is no established U.s. tolerance, on
i

food which residues could theoretically occur as well a a listi: of

countries where the pesticide is registered and the crops for which

it 1s approved for use on. This is where our scilence, working with

|

government, can yield a harvest of trust with the American peoﬁle.
|
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Attachment to the Testimony of Jay J. Vroem, President
Natienal Agrieultural Chemisals Assocciation
September 20, 1991

|
|

|

The Tndustyry -- The United States is the major producer,

Profile: U.8. Agricultural Chemicals Industry

1
user and exporter of crop protection chemicals, known generically

as "pesticides.™” 1Included in this category are four major groups:
‘ ‘ |

| |

The National Agricultural Chemicals Association (NACA)

herbicides, insecticides, fungicides, and rodenticide.

represents the manufacturers, formulators and distributors of ﬁne

vast majority of crop protection chemicals developed, registeréd,

sold and used in the United States for agricultural purpcoses.

As 'part of the global agricultural industry, Ameri%an
éesticide producers serve world markets, supplying farmers with
crop protection products designed for Specific regions, climaéic
conditions, and unigque crops, insect pests, weeds and diseas%s.

The crop protection chemicals used by American farmers are
often not available to foreign produceré, and vice versa. Henée,
The agricultural "playing rfield™ tends to level out, with no ?ne
group gaining undue market advantage. i

U.8. Agricultural Chemicals Industry

Domestic kxport Total
Sales $ 4.45 bill. $ 1.95 bill. $ 6.40 bill.
Pounds 2A.I.=x 700 mill. 400 mill. 1.10 bill.
Employees 23,000 10,400 est. 23,000

Plants 88 37 88

Sourcc: NACA 1990 Exports Survey
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U.S. Exports -- The American agricultural chemicals induétry

exXports pesticides to most countries in the world. Degpite béing

‘ !
exported, many pesticides await approval by the U.S. Environmental

Protection Agency for use on specific crops in the United Staﬂpc

All nave been approved ftor use hy the governments of the 1mport1ng

countries, based on extensive human safety and environmental test

|
data.

Generally there are four reasons why some American-made
chemicals are exclucively rcgulated abroad and exported:

i. The ch=m1ual lias been d251qned for conditions and
crops not found in the U.S.

2. Similar or duplicate products are already serving the
U.S. agricultural market. ‘

3.  The products curreally may be under EPA review for
approval for specific U.S. crops, condltlons, pests and
diseases. |

4. Adequatc decmand and sales potentlal exists only in |

toreign countries. i

Whatever the reacon, Amcrican-made agrlcultural chenicals must
|

\
be registered in the country of use. They have to withstand a1l

appropriate health and environmental scrutiny prior to approval for

use on specific crope.

|

Whether in the U.S. or a foreign country, the process in

moving from pesticide discavery and research through to final
approval, manufacture, nmarketing, sales and ‘distributicn takes
' |

N < |
approximately seven years to complete, at an average investment of

some $40 million.
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Government Approval of Pesticides - In reply tu‘ a

. - |
congressional inquiry, the U.S. EPA noted on April 12, 1991:
|

"With few exceptions, the requlrements for registrations
[ef agricultural pesticides] in other OECD countries
appear very similar to U.S. requiremente... these
countries requlre pre-market approval tor pesticides,

granted after review of test data to determine quallty,
satety and efficacy... Requirements for toxicity testing
appear nearly uniform across OECD nations...

"Tn additi on, requirements for residue detection methods,
product ohemlstry data, crop-specitic residue studies,
and most wildlife toxicity data are qulte similar in all
OFCD countries.n

\
Imported Food: Ensuring Safety -- Under the Federal Food

Drug and Cosmetic Act, the U.S. Food and Drug Administration'is

|

|
charged with protecting the foods (both domestic and imported) that

|

\
Americans consume. }

Al America‘'s border points -- including airports, ports and
|
terminals, and points of entry with Canada and Mewico —— fcod

lmporta are subject to randem, rigorous spot checking.

By law _imported foods must peet Lge same standards as those

for domestically produced feods, including analysis for some 270
‘ !

different pesticides. :

= . |
In its most recent report, "Residues in Foode" (October,

1990), the FDA reported that imported foods were even more closely

monitored than domestic foods, by a wargin of 58 percent to mz

percent.  Less than 1 percent or tood 1mportq are found by the FDA
\

to he in vioclation of pesticide regulatlon.

Pesticides in +the Developing Countries -— Ameri

|
\
can
\
eyricultural chemical makers work hard to see that their predu cF
are nsed safely in other countries, especially those of the SO~

\

|

I

V

|

|

|
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called "Third wWorld." Arflicted by limited technical resources,

inadequate infrastructures and rapidly growing populations, the
|
demands placed on Third World agr;culture are staggering. ;

Acutely aware of the need for more and better prodﬁct

v

stevardship to guard the safety of farmers, the environment gnd

food supplies, the National Agricultural Chemicals Association, the
|

international pesticide manufacturers association (GIFAP) and

individual American companies invest heavily in informational and
5 |
training materials to educate Third World pesticide users. 1

Prohibiting the export of needed U.S.-made Crop protect;on
chemicals (though not approved for U.S. use by the EP2), wvould

encourage Third World nations to broaden pesticide production on
l

thelir own, to the detriment of product stewardshlp, and farmer and
1

food safety. : :

Partiel List of U.£. Banned Chemicals Produced Abroad !
‘ \

Chemical ‘country l
BHC - People's Republic of China
‘ .India |
Captafol Indie, Israel, Korea,

Taiwan ;
Cyhexatin Italy, Korea i
DDT India, People s Republn_c:‘ of
.China
Dinoseb Germany |
EPN .Rorea, Japan !
Mirex Brazil
TOK (nitophen) People's Republic of China
‘Taiwan'

Source: NACA Producer Survey

Impact of Potential Exmorts Ban =-- Since last year, when the

initiative to prohibit export of U.S.-mede crop chemicals éot

approved by the U.S. EPA began, pesticide discovery research by

|
\
|
1
1
[
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American-based companies has declined. Rasearch and devclopn;:ent
expenditurcs in the U.S. on existing products either has :emaj.jned

stable or increased only slightly. |
Clearly, decisiens affecting the: bacsic ‘ma.kc-up and futLre
health of the American agricultural ch:e.micals' industry are béing
held in abeyance. There is even indication that planned mul;ti-

million dollar U.S. plant expansions have been delayed or cancelfed.



02/07/92 19:01 2202 163 0471 NaCA <<+ WHITE HOUSE/OCA @019/037

|
I
I
|
\
|
|
\

WRITTEN STATEMENT OF

JAY J. VROOM, PRESIDENT
NATIONAL AGRICULTURAL CHEMICALS ASSOCIATION |

BEFORE THE |

COMMITTEE ON LABOR AND HUMAN RESOURCES ‘
OF THE | |
UNITED STATES SENATE

JULY 10, 1991

|
|

Mr. Chairman and members of the Commitiee, on behalf of NACA and its mer}’nber

companies, | am plcased to have this opportunity to comment an S. 1074, the 'Safe}ty of
Pesticidcs in Food Act of 1991.° |

\

|

It is obvious that the authors of S. 1074 have expended a great deal of effort in
responding to shorteomings, bath real and imagined, with the current system of regulgting
the permissible level of pesticide residues in America’s food supply. NACA's mem‘bers}
are this nation’s leading manufacturers of crop protection chemicals. We too eat the *qod
grown with the help of our products, and we share your concemn about the safety ojf our

food. |

|

|
However, S. 1074 gocs far beyond what is needed. lndeed, is difficult 10 Sljégeﬁ
amendments thet would fix this bill. Accordingly, NACA must oppose S. 1074. Instead,
NACA proposes that we start over with 2 new bill which addresses attainable goals, v‘i«hich

is based on sound science and utilizes realistic risk assumptions, and which is senémve
|

to both agriculture and the broader pubilic policy issues involved. !
\

|
Many of the provisions in S. 1074 which NACA believes cannot be fixed have
already been Identified as urniacceptable by a wide cross-section of the public, inclti.lding

|
|
|
|
l
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farmers, commodity groups, food processors and distributors, and sclentists from both
. | :
the public and private sectors. The flaws In S. 1074 Include: !
|
l
o the confusing. rigid and exireme assumptions used in calculating risk
assessmertt;

]

o the bill's failure to consider the bencfits from the use of pesticides (Wthh
will have a devastating effcct on agricufturs); g
!
o the misguided attempt to regulate all inert ingredients, metabo|'rte§ and
degradation products; _ |

: {
o deadlines which are not achievable; and J
E

o  the many damaging Inconsistencies between S. 1074 and current law and
practice. ‘

There are other flaws which you and your subcommittee no doubt will hear a ‘great
deal more about during and after these hearings. However, do not misinterpret NACA’S
objections to S. 1074. We believe that the continued safsty of America’s food sup.ply [S
of vital importance, and we arc prepared to work with Congress 1o developj and
implemert fair, eppropriate and effective legislation. We simply do not believe that S.
1074 is a rational or appropriate means to continue to assure 2 safe food supply. l:n that
regard, we shall now discuss in detzil the shorteomings of the proposed legislation.

\

THE NEGLIGH STANDARD i
|

~ S. 1074 would replace existing FFDCA standards for tolerance-setting with g new
“negligible risk" standard applicable to both raw and processed food. Currently, F?DCA
Section 408 (raw curmmodities) encompasses a risk-benefit analysis (by rocfuiring
consideration of “the necessity for the production of an adequate, wholesomé and
economical food supply), for setting pesticide residues at a level “necessary to prote:ct the
public health.” Under Section 408, the Delaney Clause bars carcinogenic pes:ticide
residues which concentrate in processed foods. The effect of these two prowsioqs has

|
|
|
|
|
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been discussed, and appropriately criticlzed, in the National Ac%ademy of Sciences’ (l\‘lAS)
report, Requiating Pesticides in Foods: The Delangy Paradox. That report concluded}ﬂ'lat
.the strict requirenmients of the Delaney Clause actually mterfere with measurcs to rcduce
cancer risks, and block safer product introduction. The report recommended that the
Delaney Clause be replaced with a "de minimis” or "negligible risk® standard. ;

EPA currently sets tolerance levels under Sécﬁon 409 by using a “de mlnﬁmis"_
standard. That standard is described in detail in EPA’'s October 19, 1988 policy, issued
in response to the 1987 NAS recommendations, and in their Final Order of Februar‘} 15,
1891, issued in response 10 a petition to revoke certain tolerances. EPA’s use of‘that
standard results in a workable and logica! interpretation of the Deleney Clause, and NLACA
supports that approach. While S. 1074 purports to use a “negligible risk standard, “ the
bill prescribes methods of calculation which would make *negligible risk” essenhauy a
“zero risk® standard. Therefore, rather than lsaving room for discretion to define ruek as
truly negligibic, the bill cleverly defines negligible risk with a no risk standard. Thlg is a
distortion of the concspt of "negligible risk.* ]
|

S. 1074 defines a nsk as negligible If exposure to a residue is reasonably ce‘rtam
to cause no harm to human health.” In addition, the bnll mandates that risk from exposure
to residues from non-threshold pesticides is negligible only i the lifetime risk wercH -in-.
one million, with a special standard of 1-in-one:million divided by 70 for any smgle:year
of exposure during the first five years of life of an exposed person. Ncither the NA$ nor
any of the parlies involved in this regulatory process cndorses the concspt of a ﬁxed
numerical value being stipulated in a statute. In testimony before the House Agnculture
Subcommitiee in 1988, the Exccutive Director of ﬁﬁe NAS Board on Agricutture testrﬁed
in part, thet: ‘

The NAS committee discussed at virtually every meeting whether to |
recommend a quartitative benchmark for negligible risk as parl of its
definition of this important concept.  The curinniliee was both sensitive and

3
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|

well aware of valid argurments both for and against specifying a quantitative
benchimark in the definition of negligible risk. In the end, the committee was
persuaded that quantitative risk estimates of oncogenic risks wers too
fragile and changeable to either asscrt that risks below a certain level are
truly “negligible’, or that risks above the “negligible® level indeed pose a
significant risk of cancer in man. Such judgments, in the committee’s view,
can only be made on a case-by-case basis following a thorough review of
the complsts toxicological database available on a particular chemical. i

|

The reluctance to fix a numerical value far negligible risk Is prudent and understandafble.
Knowiedge is rapidly advancing In the science bearing on risk assessment, and soc.%iety
needs the fiexibliity 1o modify its perception as conditions change, and as view:} of
acceptable risk and the ways to measure it change. i
|
For threshold pesticides, negligible risk is determined using a “no observable E'ffPCT
level" "NOEL"). The NOEL is the level of exposure at which reliable experimental data
derived from actual exposure to pesticides, show no adverse effects In expenmental
animals. While a safety factor ot tenfold has been recognized amony scientific exqerts
as adequate for establishing a safe level of human exposure to cholinesterase pesticides,
S. 1074 instead prescrihes a 1/100th NOEL (i.e. the NOEL divided by 100) for all n’fsks.
A 1/100th NOFL has justification because it provides an exira measure of prudence.! For
that reason, NACA comntinues to support the use of 1/100th NOEL for arriving at an
Acceptable Daily Intake (ADI). However, when taken in conjunction with the conservéﬁve
risk assessment model requirements elsewhere in the bill, this level is unreasonably h‘:gh

: \
S. 1074 further calls for the use of "conservative’ risk assessment models in

determining negligiblc risk, even though such conservative mathematical risk assessrhem
models arc not necessarly the most accurate. In making the negligible j risk
determination, EPA would also be required to take imo account the special sensiﬁ\fﬁties
of individuals. No national legisiative scheme can be effective ff‘it attempts to set standard
for the entire population hased an the exceptional needs of a few. This provision aflone
would bury S. 1074 af its own weight
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|
The bill does not stop there. It also requires a separate negligible risk calcula%tion
for seven specific age groups of Infants and children. This provision is prema%ture
because the NAS report on pesticides in the diets of infartts and children has not yet Seen
released. It would be highly inappropriate at this ime to mandete by legislation éuch
specific calculations just months before the results of this important study are mads
known. : |
|
Thet is not to say that the dists of our children are not curremly being consxdered
in the regulatory process. EPA currertly accounts for the needs of these groups in
setting tolerances. When reviewing petitions 10 establish a tolerance, EPA con5|ders the
special consumpition pattems of various age groups. S. 1074, however, has almeq this
provision well beyond the necessary mark. Carving such a detailed data requirerj'nent
scheme In stone orily a few manths in advance of the very study which will verify the r:1eed
for such regulation is not legislatively responsible. NACA conﬁnues to supporﬁ the
protection of identifiable groups with quantifiable exposure d:ﬁerenoes However' we
support such legisletion only after release and review of the NAS report. Inthe meamlme
this bill's proposcd use of conservative assessment models in conjunction with the[truly
low definition of negligible risk, offers protection enough to any conceivable popullanon

group.

|
[
\
\
|

ELIMINATION QF "BENEFITS" FROM_CONSIDERATION

EPA is currently required to consider both the risks and benefits of pesticide use
in reglstering pesticides under FIFRA. Benefits of a pesticidc may also be wnsiderbd in
gramting raw commodity and processed food tolerances under FFDCA. Only the Del:aney
Clause implicitly prohibits consideration of pesticide benefits for carcinogens. S. T074,
however, eliminates all consideration of bensfits in setting tolerances in all foods. Rather
than resolving thc inconsistency between the two statrtes prompted by the Del:aney
Clause, the Act actually exacerbates that inconsistency. Under S. 1074, a pestcide éould
receive a FIFRA registration because the benefits of Its use are such that they oulweigh

S
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a known risk. Yet that same pesticide may fail to receive a tolerance because the{n‘sk
exceeds the (now zero-level) negligible risk standard, and because the benefits are not
considered. The incongruous result is that a pesticide could lawfully be sold and applied
under FIFRA, but the treated produce or crop would be illegal under FFDCA. | By
eliminating all consideration of benefits under FFDCA, S. 1074 has merely subsﬁtutedgone
paradox for another. |
But S. 1074 has an even more basic failing. Consideration of pesticide benefs,
along with their risks, is good public policy and an appropriate consideration for maidng
regulatory decisions on pesticides. In the context of FFDCA, decisions on pemiséible
pesticide residues are directly related to the ability of agriculture to provide inexpenfsive
and quality food, and to the ability of others to provide clean and healthy eating, worlking
and living conditions. However, in no case should a benefits analysis allow an otherwise
dangerous product to reach, or stay on, the market The key is balance and inforr?'xed,
rational decision making, concepts which this bi[['s silence on the benefits issue; will

frustrate. L |
|
The benefits from use of pesticides in assuring a safe, wholesome and abungant

food supply are important, relevant factors for consideration. ' They include:

|

: |

) Pesticides provide America’s farmers with a strategic resource inthe |

battle to control pests that would otherwise cause widespread and |
significant damage to almost all crops grown in the U.S. They allow

for selective control of harmful insects, nematodes, weeds, rodents |

and plant pathogens. In the pest management context, insecticides |

are the only practical control measure for insect pest populations |
approaching or at infestation levels that will cause major crop

damage or health risks. They have rapid curative action, offer a wide |

variety of uses and methods of application, are low in cost, and are

associated with substantial [abor savings to growers. |

|

©  Pesticides lead to increased availability, lower prices, and improved
quality of commodities, especially fruits and vegetables. At a time
when malnutrition and hunger are no longer solely remote problems

6
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of the third world, this benefit is of increasing importance. The
availability of 2 wide variety of food all year is an invaluable beneftt 10
the public.

‘
|

Yet even these facts do not tell the real benefits from use of pesticides. Protechon
from the devastation of entire local and regional crop loss is avanlable from ]UdlClOUS usc
of crop protection chemicals. In many areas and on many crops, pesticides are the‘only
means (o contral pests whose presence would otherwise prohibit production of certain
crops. Without these tools to protcct crops, mahy individual farms may fail. | For
example, most fruits and vegetables simply cannot be produced in most parts of the
eastern and southeastern United States without insecticides and fungicides. This fact was
cven acknowledged by the NAS Altenative Agriculture study, and by an eminent oréanic
farmer (Ward Sinclare), who stated that he can’t produce organic potatoes on his {farm

in Pennsylvania because he can't corirol the Colorado Potato Beetie without insccﬁelides.
|

| |

in current practice, EPA, correctly, does not place primary importance on benefits
analysis. According to the March 7, 1991 GAO report on EPA’s use of the beﬁeﬁrs
assessment, the agency "bases initial tolerance and registration decisions primarily on

perceived risks to heatth and on environmental considerations....the principal role of

t
benefit anelysis is to inform EPA decision makers during special review ... about the

extent of the benefits associated with a specific pesticide’s use.” However, by elimiqating
these important considerations, the agency wiil be required to make tolerance and
registration decisions in a vacuum. |
|

EXPOSURE ASSUMPTIONS |

l

; - | .
EPA Is free under current law to employ any reasonable end scientifically defensible

exposure data in making pesticide tolerance decisions. Afthough EPA often em'ploys
. |

conservative exposure assumptions, it is free to, and has used, actual residue data for
. . . |

exposure calculations where relisblc and accurate information is available. S. 1074 would

virtually prohibit use of such datz. d |
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The risk posed by a substance depends both on its affect and exposure to it In
essencs, no exposure means no risk. S. 1074 not only assumes that there Is alv.;ays
exposure to a pesticide - a bald and inaccurate assumption ~ but also assunes the ﬂilOSt
extreme case. In calculating exposure to a pesticide, S. 1074 requires EPA to make the
following aSsumptions and considerations: |

1

° The residue occurs in 100% of commodities for which treatment is legal,
o . All crops have the maximum permitted residue, |
!

© ' The residue is consumed for a lifetime,

° Nl other distary exposures, including drinking water, are Included,

o  Consumption by seven different groups uf infants and children, and

|
o  Consumption by Individuals and groups with Special food consumpf;ﬁon
patterns. J
Even for those with little knowledge of pesticide risks, these assumptions are
clearly preposterous. No national crop ever tested, much less all authorized crops,é has
ever cortained the maximum permitted residue. Further, no pésﬁcide has been used for
70 years. As newer, safer and more sffective products are infroduced, older products} are
removed and replace. Yet, S. 1074 requires EPA {0 establish tolerances based on these
figid and exircme assumptions and considerations. Ry making these assumptions} and
considerations mandatory, rather than merely permissibie, EPA is reguired {o ighore
roality. _ \

K
J

To blunt criticism of its outrageous and unreasonable’ exposure wlwlaﬁoné, S.
1074 contains a narrow exception to permit use of actual exposure data. Under thcfz bill,
EPA would be allowed to calculate dietary exposure on the basis of the percentage c%f the
commodity aciually treated only where it had relieble, statistically significant data on the
percentage of food containing residues, and could show (1) that such percent is not likely
to increase significantly in the subsequent five years, (2) that “the national distributicjan of

8

|
|
i
|
|
!
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such percent of such food...does not vary significantly from the distribution of the 'iotal
amount of that food,” and (3) that the aggregate risk from all pesticide residue on the food
are negligible. This exception calls for data that does not exist — making it the S"no-
exception, exception.” Given the wide disparity of pests, pesticide usage, and makéﬁng
of agricultural commeodities, it would seem that few foods with residues are distribrfl:ted
evenlly throughout the nation. Showing that the percent treated would not increase lrr the
next S years is an impossible prediction. These requirements would establish a virtxgally

insurmountable evidentiary barrier. E
|

INERT INGREDIENT TOLERANCE REQUIREMENTS |

In prachce most inert ingredients are currently subject to tolerance exemptl‘ons
afthough EPA is reviewing inert ingrediernts which pose a tOX!CO[DgIC&[ concem and usmg
data call-in procedures to determine conditions of safe use. By amending the deﬁn‘r‘aon
of a pesticide chemical to include active and inert ingredients, S. 1074 will now requu'e
manufacturers to seek and obtain a tolerance or exemption for each inert ingredient. Thls
is required, notwithstanding the fact that many of these products are currently qrther

‘

“generally recognized as safe,” (‘GRAS®), or have bee'n granted exempti'ons.
Nevertheless, under this bill EPA will be forced to review hundreds of inert ingredielents,-
and possibly thousands of toxicity studies, when it could and should be focusin'g its
attention on new pesticide chemicals, re-registration, new active ingredients, or ﬂwose with
the most toxxc inert ingredients. ;
|

To complicate matters, EPA would be required to review all existing tolerances and
exemptions, including inerts, within one year. And because the inerts would have to |f'neet
the negligible risk standard, new tolerances and/or exemptions would have tcf: be
established for virtually all inertingredierts. NACA believes that risks associated w'rm{inert
ingredients need to be monitored. However, the scheme proposed by this bill \a}ould
merely create chaos. The reevaluation of all inerts, without regard to how much oou]ld be

present or as to toxicity, simply does not make sense.

8 |
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PRACTICAL METHODS OF ANALYSIS

- 1
NACA strongly supports the proposition that FDA should have the neces'sary

analytical tools to be able to quickly and accurately enforce the FFDCA. Currenﬁy a
tolerance will not be granted unless the petitioner submits a praposed method for’
analysis, and EPA has approved that method. This bill, however, insists {that
manufacturers develop only one type of analytical method. S.'1074 requires a "praéﬁml

method of analysis,” which is later defined as a ‘inutti-residue' method that can be

performed on a routine basis as part of surveillance and compliance sempling. Wha]t the

drafters apparently have failed to grasp is that some molecules and products are unique,

and either do not lend themselves to such methods, or cannot be detected by éucn

methods. In its zeal to consolidate residue monitoring, S. 1074 will instead hams&ring

FDA. Rather than simply mandate one type of test, NACA supports residue momtcjmng

requirements where the agency would ger the most — In terms of accuracy and quaﬁtily &

- for its money. J
|

The only exception is that EPA would be authonzed to permit & non- praé:ﬂwl

method of analysis only if a practical method was not available. This determination wouldl
have to be reevaluated every two years. This too, is a very limited exception. Mutti-
residue methods, when available and practical to use, can repi'esent savings of timg and
effort in residue monitoring. Howover, this infloxible requirement will actually result in
more expensive, less accurate and less sfficient monitoring, because not all resibues
monitored in a multi-residus test are present in each food or crcp tested. Insuch a c?zse,

the multiresidus method would be wasteful. EPA must be given the discretion to \jNOl’K
with the pe{iﬁonerto develop tests deemed appropriate by the Agency. Gonsuﬂatlon: with
FDA would be only as needed.

|

|
S. 1074 simply misses the point on routine residue monitoring. In reality, not all
pesticide chemical residues need to be routinely monitored. Even setting asnde the

administrative burden this bill would place on FDA, usage patterns of pesticides do not
| :

10
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|
|
|
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require multi-residue methods. It would be poiritless (o routmery monitor for substances

where there is no reasonable expectation for residues and a tolerance is set at the
sensitivity of the analytical method. 1

PHASED RISK REDUCTION |
i
Currently, there is no statutory requirement under FFDCA that EPA review exisr,ﬁng
tolerances. Hawever, under FIFRA. EPA Is involved in a massive reevaluation off all
registrations. That process incdludes a review of tolerances for food use pesticidesj
|
Nevertheless, with the objective of expediting review of all existing tolemoée to
bring them in fine with the new "negligible risk® standard, S. 1074 requires EPA to
reevaluate existing deta regarding the safsty of each and every tolerance and exempﬁon
Within one year, EPA must determine whether existing data is sufficient to make‘mat
determination. If EPA can’t determine that the pesticide Is "safe,” its tolerance wﬂi be
revoked. It EPA determines that it needs more datz, it can then demand new safety
studies. Under this seenario, EPA must have completed its review of all such toleraxj'lces
within seven years.
|
These proposed requirements are intended tb be separate and distinct from the
FIFRA re-registration process. Assuming that this redundent revicw is even neoes“sary
(which NACA does not believe), absolutely no attcmpt has been made to ooordinaté the
two processes. NACA can see no reason to esteblish separats resvaluation requirerrients
for pesticide tolerances and registrations. In fact, FIFRA re-registration contemplates
revicew of each pesticide’s tolerance. We believe that S. 1074 would interfere with FIFRA s
re-registration, which is already behind schedule and overburdened by madequate:stafr
and insufficient funds. EPA has already testified in ather hearings that they believé the
deadilines established in FIFRA '8 cannot be met. Because this additional burden on
EPA will only serve ta exacerbate those problerms, NACA oppuses this provns:on ln its
entirety.
11
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DATA CALL IN |

| |
In view of the many compiexities and poténtial for statutory conflicts ﬂ":at it

. L) . ' ‘
introduces, it is a mystery why S. 1074 gramts EPA data call-in authority under FFD(‘A
This is especially true since EPA already has broad exlstlng authority to require the same

data under FIFRA. ;
|
Scattered throughout the bill, but particulerly in Section 408(c), as emended, the
bill gives EPA sweeping power to require new health and safety data in support of :bcth
new and existing tolerances and exemptions. Similar to FIFRA, there are few limits 01!1 the
type and quantity of testing requirements. Unlike HFRA however, any tailure to stmlt
the data on time (except for “extraordinary circumstances®), will result in automatlc
revocation of the rolerance or exemption. This penalty seems unreasonably harsh ‘and

\
is unrelated to the severtty of the omission. : ' i
|

Also, unlike FIFRA, a hearing on the merits of the data cell-in and deadlines would
be available only after the tolerance or exemption is revoked. Since the cost of }data
development and potential for legitimate controversy are so great, S. 1074 goefs far
beyond what is needed, or indeed, reasonabls, in granting EPA both the author(-;ty to
require data, and the procedural hammer to argue the equity and lawiulness gf its
demand after-the-fact.

|
. |
DATA CONFIDENTIALITY ;

S. 1074 utterly falls to protect corfidential information from public disclosure, %both
before and after EPA acts on a tolerance or exemption. While purporledly providing
"limited public access,” even a cursory reading of the “Disclosure” paragraph reveals that

the confidentiality provisions are more accurately described as "limited confidertial
treatment.” !

12
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Currently, FFDCA prohibits public disclosure of data supporting tolerances§ until
after the agency hes taken final action on a pefiton. This is for good reéson '
Manufacturers spend millions of daliars developing products, conducting in-house safety
tests, and conducting EPA required safsty and efficacy testing. Until this data becomes
a product and receives a patent, or until the manufacturer becomes entitied to datal
compensaton under FIFRA, this information is arguably the most sensltive !nformatlon
maintained by the manufacturer. |

' |

In practice. data supporting both tolerance and registration petitions are subr+itted
under FIFRA. FIFRA limits public disclosure, at any time, of certain confidential business
information, bars disclosure of registration data to competitors, and provides for; use
exclusivity and gives compcnsation for certain data. Current practice adequately protects
the manufacturer, and provides EPA with all of the information it needs to condu:ct fts
review of the product. E
!

S. 1074 renders current protection under FIFRA meaningless, and would mfake it
impossible for manufacturers to keep confidential trade secrets and business infonnjation
out of the public domain. Under this exception-riddled provision, data .;ubmitt‘ed in.
support of a petition would be entitied to conﬁdenhel treatment for only 45 days — un’al
the Administrator publishes the initial Notice that a pc‘abon to establish a tolerance has
been filed. Thereafter, the Administrator is we_d to publish a summary of the safety
deta submitted in support of the petition. In addition, under Section 408(9);, the
Administrator shall provids ..."public access to health and safety data that are subrhitted
or cited in;support of such petition.” Of course, anyone requesting that data must %ﬁest
that they are not a competitor. However, it does nat take much foresight to emdslofn the
following scenario. A person wishes to cantest the data suppdrﬁng a petition, and h;e files
a lawsuft seeking 10 enjoin Issuance of a reg'ulatipn establishing & tolerance. Ip the
process, the information In the petition becomes public. And while the person seeking
access o Wie data prior to EPA action must state that he will not 'intentiona:lly or
recklessly” violate that subsection, there is no protection. should that pcrson] ever

13
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|
negligently disclose cortiidential information. Therefors, the affimnation is meaningless;
this type of protection is no protection.

|
?
Furthermore, data In support of a petition may be released before agency action
on the petition to “either House of Congress or any comimillee or subcommillee mefsreof
to the extent of matter within the jurisdiction -of the committee or subcommittee.” Mr.
Chairman, we can imagine aebsolutely no Justrﬁca'aon for this mtrusmn into the echL'xswe
decision making dornain of an agency prior to agency action. lndeed this-provision does
not even [imit the information to members of the committee or subcommnttee
Presumably, staif members, who are not bound by the con'ndentxairty prows:ons of
proposed Section 408(g)2, would also have access to this information. This prov‘lslbn Is

understandably unacceptable. ;

_ ‘ \
On a more pragmatic level, disclosure of such data (whether before or afterg final

agency action on the petition), undercuts both the deta compensation and oonﬁdenﬁial'rty.
provisions of MFRA. Millions of dollars in rescarch and development depend oﬁ the
protection provided under FIFRA. Without the guarantee of exclusive use, compafnies
would not risk the costs associated with the development of any new product. The effect
on safer pesticides, minor use, and eventually all products, would be devastating. r

i
PROCEDURES FOR ESTABLISHING OR MODIFYING A TOLERANCE ‘
‘ |

1

The proposed requirements of S. 1074 for establlshmg atolerance are unworkable
FFDCA tolerance-seting will now be subject to the imprecision, delay and frustration

known as "notice and commertt rulermnaking.” Such rulemakmg typically suffers from lack
of agency accountability, indifferent rulemaking records, and arbitrary results. Taken in
combination with (1) provisions for public assess to supporting deta, (2) elimination cl>fthe
input of the NAS scientific advisory committec, and (3) the rights of persons with no dlrect
interest to submit comments and participats in the proceeding, the proposed procedure

will quickly cause the administrative whesls to grind to a halt. Even those pstitions which

11
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would be entitled to priority under the bill are gwcn no proccdural advantage
Presumably, the drafters were aware of the certain delays, as they have given the agency
fully three times as long to make its decision establishing a tolerance. Manufacturers

. L \
have invested heavily in research and development tor new products. To subject them

1o such long delays gives them no incentive to bring new products to ma'rken
Understandably, these provisions are also unaccepizable. ‘
1

The provisions of S. 1074 for revocation/modification of a tolerance suffer the sjame

procedural flaws. Additional problems involve the right of any citizen to petition to have

a tolerance revoked, revocation for failure to pay mamtenance fess, and the revocaﬁon

of existing residue tolerances without adequate opportunity to defend their safety. ;

, |
JUDICIAL REVIEW ‘

S. 1074 contains major deficiencies in its judicial review provisions. Making.
objections and requesting a hearing would not be required as a prerequisite to obtajning
judicial review of action on a petition. In fact, a person whose petition was denied wfould
not even be entitled to file objections or obtain an evidentiary hearing before the d;enial
becomes final. Additionally, the right to obtain judicial revisw is substantially enlaggd by
ellowing any person who may be adversely effected to seek judicial review. Thgs, in
conjunction with new provisions-providing attormey and expert witness fees (which: may

3 C i | )
be substantial in such technical cases) will no doubt encourage frivolous, time consuming

and expensive litigation. J

However, the mast unusual provision regarding judicia review is the inexpli&ble
shift of the Inftial burden of proof, typically on the petitioner, (o the agency. This "éuilty
until proven innocert” approach is fraught with several practical, and potentially lL.ega!,
pitfalls. For example, the agency may well find itself so inundated with challenges %from
disinterested third parties that it will be uneble to carry out its administrative functions in
a timely manner. Placing the initia! burden of proof'to justify its action only encourrages

1
|
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!
liigation. A petitioner is able to rely on a largely undeveloped administrative record,
because there is no provision for an evidentiary hearing prior to appeal. In addition, jthe
person who originally sought the petition is held tzpﬁve to a cumbersome judi;cial
process, and products which may have been a fremendous benefit to production
agricufture will be lost. At the very least, the cost of litigation for the agency in termfs of
time, money and energy will be substantial. |

|
|

it is difficult to see why the issuance, amendment or revocation of tolerances
should be judicially challengeable only after both formal and informal rulemaking, while
petition denials could be the subject to direct judicial review, without opportuni'r;f to
develop or supplement thg administrative record,v or without consideration of the viewls of
other interested persons under either formal or informal rulemaking.

PIPELINE PROVISION

It is true that FFDCA currently does not contain an express pipeline provi;sion
allowing treated crops to "move through the system" if a tolerance is modified or revoked.
However, any potential problem in this area is solved by current EPA and FDA authority
to delay action, or to utilize “action levels® to triggef discretionary enforcement ac:tion.
Under S. 1074, however, EPA allows a revoked tolerance tq remain in effect for% raw
agricuttural: commaodities and processed foods which, on the date of publication of the
regulation, .contain pesticide residues in compliance with the original tolerance. ;This
provision does nothing to protect the majority of exisﬁng legally treated food — including
growing but unharvested crops. In addition, it is not clear whether the exemption w?ould
extend to processed food that is made after the date of the regulation from! raw
agricultural commodities which contained legal residues prior to the date of the regulation.

|

- |
This provision is wholly inadequate to protect this country’s farmers who legally
apply products registered with EPA. On an even more basic level, the bill fails to

coordinate with similar pipeline provisions of FIFRA. FIFRA authorizes EPA, ijon

16
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cancellation of a product, and within EPA discretion, to allow pesticides to be used Lj}ntil

supplies are exhausted, on the assumption that mited use over the countr,} Is
|

environmentally preferable to concentration of the praditict in stopping its use, and

|
ordering fts disposal. S. 1074 counteracts this sound environmental policy by effectively
|

prohibiting use of all unapplied pesticides In storage and inventory. [
|

USER FEES
Current FFDCA provisions require those seeking to establish or lower a tolera’nce
to pay a fee, typically ranging from $10,000 to modify an existing tolerance, 1o sso.bm
to establish a ncw tolerance. S. 1074 will not only continue to-assess these sarne &:aes,
but also authorizss (1) payment of an annual maintenance fee, and (2) payment of a fee
sufficient to cover the costs associated with reevaluation of all existing tolerances. This,

|
amourts to two new fees. If history is any indication, S. 1074 may well be the death knell
|

|

As z result of the additional fees levied on manufacturérs through the FIFRA ‘88
re-registration process, hundreds of product registrations have been and will cominufe 0
be dropped because the manufacturers are unable to afford to keep them. lncludéd in
the lost registrations will be safer pesticides and minor use products. At best.}' the
additional fces requirsd here will increase the cost of the product to the nnanufadqres,

for minor use products.

who will be forced to pass the increase on 10 the producer, who will pass them on to: the
consumer. Higher food prices may not sound an alarm for the well healed who regts.nlate
and advocate. However, for the vast majority qf Americans, higher food prices arei not
a realistic option when the result Is food no safer than it was before. Of course, the other
possibilty is to lose mare minor use products.

CONCLUSION

Agairi, Mr. Chairman, | wish to thank you and the members of this Committeée for

E
@

the opportunity to present these remarks on S. 1074.

|
1
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National Agricultural Chemicals Association
Fact Sheet

The National Agricultural Chemicals Association is the not-for-
profit trade organization of U.S. manufacturers, formulators and
distributors of agricultural crop protection and pest control

NACA member companies produce, sell and distribute virtually
all of the herbicides, fungicides, insecticides, miticides and
rodenticides registered for use in the United States.

Safety is the number one concern of the agricultural chemicals
industry.

Today every new pesticide on the market undergoes
approximately eight years of testing at an average cost of some
$40 million before becoming registered for use.

Only one out of approximately 25,000 pesticide actve
ingredients discovered actually becomes registered by the U.S.
Environmental Protection Agency, which monitors 120 different
tests on health, safety and environmental protection.

With the aid of the agricultural chemicals industry, and
government and university scientists, farmers are reducing their
use of pesticides each year through the introduction of
Integrated Pest Management (IPM) techniques.

The agricultural chemicals industry supports the Alliance for 2
Clean Rural Environment (ACRE), a non-profit, non-political
organization which produces and distributes information on 2
variety of topics that farmers and other agricultural chemicals
users can follow to protect their water resources, both surface
and ground water.

+-+- WHITE HOUSE/O0CA

NATIONAL AGRICULTURAL CHEMICALS ASSOCIATION

THE MADISON BUILDING
1155 Fifteemh Street, N.W., Washington, D. C. 20005
202 ¢ 2961585 Telex: 263381 FAX 202 » 463-0474
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_ 1155 Fifisenth Street, N.W., Washington, D. C. 20005
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Statement of '

Jay J. Vroom, President, !

National Agricul;ural Chemicals Association {
on _

"Circle of Poison Prevention Act” ;

J

|

Senator Leahy's erroneously dubbed "Circle of Poison Prevention
Act” will not improve the safety of America's imported food |
supply. ' Banning the export of unregistered" U.S. pesticides dées
not stop foreign farmers from using the same pesticides produced
in and purchased from other countries. |
The best way to ensure the safety of America's domestic and 3
imported food supply is through internaticnal harmonization of
pesticide regulation, as has been proposed by the Food ;
Agriculture Organization (FAC) of the United Nations, increased
monitoring and testing by U.S. FDA of our imported food, and :
promoting safe, proper application of products according to their
label and zuthorized uses.

|
Senator Leahy's proposed legislation puts American farmers, {
workers and agrichemical manufacturers behind the technologic§l
8-bzll for the following reasons; »

‘ |

. Because many of the targeted pesticides are used for crops
not grown here in the U.S. (e.g., coffee, bananas), U.S.
farmers are not put at a competitive disadvantage. In face,
pesticide exports help hold down domestic prices paid by
U.S. farmers:; 1

According to an industry-commissioned study, if exports of
U.S. pesticides are curtailed, most manufacturers will have

little or no option but to raise domestic prices of i
agricultural chemicals an average of 12.5%. |

. Prohibiting the export of unregistered products immediatély
impacts 79 products, which account for up to 9,000 U.S. |
jobs. i

. U.S. agrichemical manufacturers could lose as much as 5750
million -- one-third -- of their annual export sales. In

addition, more than 90% of the research and development
activities directed at new product research could be ‘
impacted adversely.

April 23, 1991



