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Q. 1: In general, we have heard suggestions that the organization of environmental
policy activities throughout the Federal government could stand a good scrub at the
least and a wholesale reorganization at the most. This might include placing the
National Oceanic and Atmospheric Administration (N ) into the new Department.
What are your feelings about any such reorganization? \

A. 1: | noted in my testimony one of the primary reasons for elevating EPA to cabinet
status is to improve environmental policy integratior}fnd coordination among Federal
|

agencies. However, | would not envision a restructyring of’envitonmental programs
from other Departments as part of the EPA Cabinet/legi§lation. Major improvements
in integration and coordination across Departments gan be made through better

communication, information sharing, and joint pr solving. For instance, | now
meet personally on a monthly basis with the Secretary of the Department of interior,
the Department of Agriculture, and the Department of Energy, to foster this type of
collaboration across the Executive Branch. It is possible that restructuring the Federal
government may ultimately be the most efficient way to make needed improvements.

But it’s not clear to me at this time that there is any clear rationale -- or consensus -
- for the basis or form that such a major reorganization would take.




Q. 2: With respect to the EPA itself, our bill requires a Commission to study, among
other things, environmental function organization within the agency. How do you
view such an effort? Also, what are your thoughts about the way the Agency is
organized now? Should we, for example, be contemplating a different way to
organize the assistant administrator function -- instead of by media (air, water,
radiation, etc.) by source or sector of pollution (industrial, agricultural, municipal, etc.)
or some other formulation?

A. 2: My view is that the Commission has a number of important things to consider.
| welcome its recommendations on how to make more efficient or effective
environmentally related programs. And | welcome its recommendations on prevention,
ecosystem, and multi-media approaches that would help to improve environmental
protection in this nation. Some of its recommendations would obviously have
organizational implications if the Department were 10 adopt them. However, | believe
it is the privilege of the Executive Branch to organize itself to meet its statutory and
other administrative requirements. | would look to the Commission’s report to help
frame the dialogue and issues related to how environmental work could most
effectively be achieved in the Department so that | could use that as a springboard for
discussion and decision about the organizational implications.

With respect to the way the Agency is organized now, | am aware of interest
and discussion both internal and external to the Agency on restructuring our work
along non-media lines. EPA’s mission and legislative base are enormously complex,
particularly when viewed within the context of non-source pollutants, the adequacy
of science and research, the severity of old technological effects, and the ambiguities
of new technologies.

As you well know, EPA was organized by media in the early 70’s because it
was the easiest way to both blend disparate organizations from across the Federal
government into the new agency and to meet its media-specific statutory
requirements. Although the current media structure requires more effort in order to
look at broader environmental issues and impacts, | am not in a position at this time
to state whether or how the current structure should be revised. | am committed to
making the current organization in EPA responsive to the needs of our statutory
mandates and to the citizens of this country. Through cross-media programs like our
policy clusters, by strengthening our risk-based and pollution prevention policies, and
through continued agreements with other Federal agencies, | believe we can continue
to address pollution problems from media perspectives, sector perspectives,
ecosystem perspectives, and source perspectives. | want to withhold judgment on
a more formal restructuring away from a media orientation until I can better assess
the strengths and weaknesses of the current structure.




Q. 3: Do you think the number of Assistant Secretaries allowed in the bill is adequate
and, if not, how many would you propose?

A. 3: The bill currently provides me three additional Assistant Secretaries beyond
what | currently have. | believe this is an adequate number to provide me the
flexibility to reorient the Agency and its management structure in new ways.




Q. 4: It has been suggested that because EPA does not have a formal, overarching
legislative mission but instead is guided by a dozen or so separate pieces of
environmental legislation, it has set up program offices that have tended to focus
solely on reducing pollution within a particular environmental medium for which the
office has responsibility. One solution to this problem might be to enact a unified
environmental statute whose focus would be reducing overall emissions. What are
your thoughts about this idea? :

A. 4: EPA has four media-specific program offices. Our offices of Air, Water, Solid
Waste and Emergency Response and Pesticides and Toxic Substances all share in the
responsibility of meeting the statutory goals and commitments contained in the 12-14
major environmental statues under our purview. We also have a number of cross-
media offices, such as our Offices of Enforcement, Research and Development, and
Policy, Planning and Evaluation. Together, these program offices focus on preventing
and reducing pollution across all media. There’s no doubt that having an organic
environmental statute in place which provided a clear legislative statement of EPA’s
mission, goals and priorities would be beneficial in improving program efficiency and
intra-agency coordination.

In its absence, however, the Agency has taken steps to address environmental
problems that warrant multi-media consideration. For example, the Agency’s planning
and budget development process considers comparative risk issues across and within
media; our regulatory development system allows for cross-media review and analysis
when it appears to be warranted; and we have applied a "clusters” management
approach to key issues like lead, pulp and paper, and contaminated media to assure
cross-media deliberations.

An organic environmental statute that would enable EPA to better set priorities
among different programs, that facilitated pollution prevention across media, that
allowed EPA to better address multi-media environmental problems, and that
supported our efforts to anticipate and identify new environmental problems would
be good for EPA. At this time, however, it is not my top legislative priority.




Q. 5: Some criticisms have been raised over the course of EPA’s existence about the
way in which regional offices function and a perceived lack of coordination and good
communication between headquarters and the regions. Could you comment on this
and tell us how you think a Department will be able to better integrate the functions
of the regional offices with headquarters’ mission objectives?

A.5: The relationship between Headquarters and the Regional offices is complex, and
does have some inherent tensions. The Agency strives for balance between providing
a nationally consistent policy/program, and allowing fiexibility to address varying
needs. Inevitably, some conflicts will arise. New laws have required extensive rule
development while greatly increasing requirements on field offices (inspections,
enforcement, permits, plan review, grant oversight, etc.). As a result, coordination
and discussion between Headquarters and regional offices about the proper allocation
of responses and the allocation of limited resources is inherent to achieving workable
solutions.

Communications and interactions between HQ and the Regions are facilitated
in several ways. Each program area has an identified Lead Region, which provides HQ
with program advice on budget and policy issues from the regional perspective.
Senior managers across the agency meet on a regular basis to discuss priorities and
cross-cutting issues, and make adjustments to Agency direction if needed.

Perhaps most important to our HQ/Regional integration are efforts underway to
articulate a set of overarching national environmental goals, from which EPA will
develop an integrated Agency plan for the future. Constructing a plan that will
provide the flexibility to address unique and/or highest risk areas, while demonstrating
progress toward meeting national mandates, presents a tremendous challenge as well
as a singular opportunity for EPA. Agency goals and an integrated plan will provide
a common basis/framework for making budget, policy, and future legislative decisions
that will guide the environmental agenda for the country.




Q. 6: How well is the Agency currently organized, and how might this change with
respect to extramural and intramural Research funding and programs? Can EPA do
a better job in this area and do you have any specific organizational suggestions for
how this might be done?

A. 6: In the FY 1993 appropriation, ORD was required to prepare a report on the
organization of the laboratories. That report is attached. In addition, the FY 1994
President’s request contains $500,000 for a more indepth study on the organization
and structure of EPA’s research office. We are in the process now of determining the
scope of that study. Once we have completed that study we hope to reach
conclusions on whether we are organized in a way that is most effective for
conducting the research needed by the Agency and to have specific suggestions for
how to do a better job with respect to research funding and organization within EPA.




# 7: Administrator Browner, this Committee last year held a hearing which concluded
that the EPA was essentially held captive by some of its contractors. Agency officials
testified that, at least when it came to its major computer operations, EPA could not
perform the tasks itself and would have to immediately hire another contractor if for
any reason the initial contractor was barred or could no longer provide the services.
And while contractors may not be managing the Agency, EPA has not done a good
job of managing the contractors -- this has been going on since EPA was created 20
years ago.

Q. 7: A) What are you going to do to ensure that a Department of the Environment
is not held captive by its contractors?

A. 7: A) As promised in my testimony, | will conduct a baseline review and an
independent assessment of the Agency’s budget and staff resources. A primary
purpose of these reviews will be to ascertain the ability of the Agency to properly
manage its extramural resources, including contracts. If the Agency does not have
adequate resources to manage its contractors in @ manner so that we are not held
captive, we will either need to obtain the resources required or limit the amount of our
contracted activity.

Q. 7: B) Last year, in response to this hearing, EPA created a standing panel on
contract management to institute reforms. Have you reviewed these reforms and do
you support them?

A.7: B) | have reviewed the Standing Committee on Contracts Management report,
"Contracts Management at EPA: Managing our Mission”, and support the
recommendations completely. The Agency has made significant progress toward
implementing many of the reforms. The impact of the reforms will take time,
however, to alleviate serious problems in contract management within the Agency
which have persisted over a number of years.




Q. 8: It is my understanding that the EPA Inspector General is about to release
additional reports on contracting abuses and mismanagement by the Agency, which
would seem to indicate that these issues are far from resolved. What additional steps
will you take, and report back to this Committee on, so that we can get beyond
contracting and back to cleaning up the environment?

A. 8: As stated earlier, the impact of the reforms initiated last year will take time to
have an impact across the Agency. If any new findings by the Inspector General
indicate that our reform activities are or will be inadequate, | am committed to
reexamining the reforms and taking new directions if necessary.




Q. 9: | should note that we will be holding hearings later this year on EPA
contracting. Will you testify before the Committee at these hearings?

A. 9: |look forward to testifying before the Committee on the Agency’s management
of its contracts on June 17, and to continuing our work together to address this issue.




# 10: The EPA Inspector General and others have concluded that in many cases EPA
has paid more for work done by contractors than if the work had been done by
Agency personnel.

Q. 10: A) Do you agree that the Agency should know if the work done by
contractors will cost more than the work done by the Government before awarding
major contracts? :

A. 10: A) | agree that we should know if contract work is more expensive than
performance by Agency personnel before award of a major contract. Such
information is vital in reaching a decision to contract out. However, the Agency
would still need staff resources before consideration could be given to performing
contracted work by its own employees.

Q. 10: B) As part of its efforts to constrain costs, would you support EPA
undertaking a cost/benefit analysis on major pending contracts to better understand
how to best spend its limited resources?

A. 10: B) | believe such an analysis could be beneficial, but would be meaningful only
if the size of the Agency’s staff were large enough so that serious consideration could
be given to performing work within the Agency that would otherwise be contracted
out. -
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Q. 11: A critical feature of improved environmental management is establishing
priorities among programs on the basis of risk of public health and the environment.
There have to be adequate scientific bases on which these priorities are determined.
What will a new Department of the Environment do to undertake this critical activity?

A. 11: The new Department will take the actions recommended in the 1990 report,
Reducing Risk: Setting Priorities and Strateqgies for Environmental Pr ion to ensure
that this nation uses all the tools at its disposal in an integrated, targeted approach
to protecting human health, welfare, and the ecosystem. A new Department of the
Environment will maintain and improve information on environmental stressors,
exposures and health and ecological effects and use this information to communicate
to the public and to Congress what is known and not known about particular
environmental hazards. EPA’s Environmental Monitoring Assessment Program should
strengthen the Agency’s capability to assess the health of ecological systems and the
effects of different environmental hazards. EPA has also continued to refine its cancer
risk assessment methodology and to better understand and assess the effects of
threshold (non-cancer) toxicants on human health. The Department will use scientific
methods to estimate which hazards appear to pose the greatest risks to society and
use this information as a key component in developing environmental priorities with
Congress and the public. The challenge for EPA will be to use this information more
effectively in its planning, budgeting and performance measurement systems.
Another challenge is to better communicate this information to state and local
environmental decision makers.
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Q. 12: One of the greatest management weaknesses in EPA is the Superfund
program. GAO's report to us in January indicated that EPA has continually failed
to utilize basic cost control techniques including invoice reviews, audits, and
independent cost estimates. What specifically will you do about these
weaknesses, which EPA itself characterized as material weaknesses in its 1991
Federal Managers’ Financial Integrity Act report?

A. 12: Along with GAO, several EPA groups, including the Standing Committee on
Contract Management (SCCM) and the Administrator’s Task Force on Superfund
Alternative Remedial Contracting Strategy (ARCS) Contracts, have made
recommendations as to how basic cost control techniques may be strengthened.

In response to these recommendations, the following actions have been taken:

1) Invoice Review: An OSWER directive, issued 01/31/92, requiring
standard review of cleanup contractor invoices is expected to result in
improved cost contro! through withdrawal of unreasonable costs. In
addition, in 1992, all Superfund managers were trained in contract cost
control techniques. Over the next ten months, our goal is to train all
Superfund staff in contract management and cost control.

2) Audits: EPA’s Office of inspector General {OIG) has developed a strategy
and schedule to complete pending financial audits by 10/30/93. To increase
control over the scheduling of audits, those firms having EPA as their largest
single client will have audit responsibility transferred from the Defense
Contracting Audit Agency (DCAA) to EPA’s OIG.

3) Independent Government Cost Estimates: An OSWER Directive issued
01/31/92 requires use of independent government cost estimates on all
projects valued over $25,000. Superfund has also trained all of the
Agency’s Cost Estimators in use of state-of-the-art cost estimating software.
Finally, to ensure consistency, Superfund has developed a cost estimating
guidance for use by cleanup project managers and support personnel.

Continuing the implementation of these and subsequent recommendations of
the ARCS Task Force and SCCM will remain one of the program’s highest
priorities.
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Q. 13: GAO also notes that EPA's indemnification of its Superfund contractors
has been virtually unlimited, even though the law intended there be some limitation
and it is certain that Superfund contractors would work for much lower limits.
What do you intend to reduce Superfund’s exposure to the unlimited liabilities
implied in these indemnifications?

A. 13: On January 25, 1993, EPA published Indemnification Guidelines in the
Federal Register. The Guidelines provide that:

L No indemnification will be offered in new solicitations unless it can be
~ shown that the lack of indemnification was a prime cause of
insufficient competition.

] Existing response action contracts will be renegotiated within 180
days to incorporate limitations and deductibles as specified in the
Guidelines (e.g., maximum indemnification is $75 million for large, 5-
year contracts, with a $3.2 million deductible).

To reduce Superfund’s exposure to unlimited liabilities, | intend to implement
these guidelines.
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Q. 14: In 1991, EPA’s Inspector General found that an integrated financial
management system had still not been implemented at the Agency because of
inadequate resources and management attention. What is the priority you attach
to this effort and what role will the Senior Council on Management Controls play?

A. 14: The full implementation of the Agency'’s Integrated Financial Management
System (IFMS) received high priority in the FY93 operating plan. Despite the
significant reduction taken in EPA’s Management and Support budget this year, we
were able to hold the $5.4 million in contract funding set aside for IFMS harmiess.

We recognize there have been continual problems, and for the first time
reported certain aspects of IFMS as material weaknesses in the Agency’s
December, 1992, FMFIA Assurance letter sent to the President and Congress. The
Senior Council on Management Controls and the IG were actively involved in the
process which identified both accounts receivable and accounting system, and
related financial management problems as reportable material weaknesses.

We have developed corrective action plans with timetables to rectify these
problems. The Senior Council on Management Controls will be briefed during their
quarterly meetings, and will be actively involved in monitoring the plans and
helping to resolve any roadblocks we may encounter.
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Q. 15: This lack of follow-through also characterizes EPA’s enforcement program.
After numerous government reviews pointing out that EPA’s regional offices were
not assessing penalties against violators at least as great as the amount by which
the companies benefit by not being in compliance, the agency sent around a memo
urging them to adhere to agency policies and to document reasons for any penalty
reductions. However, as GAO reported to us last month, little has changed; two-
thirds of closed cases did not document penalty calculations. What will the new
Department do about this very important problem?

A. 15: Office of Enforcement believes that the cases identified by GAO as lacking
documentation of economic benefit were largely matters in which the economic
benefit component was nominal and thus not required. Unfortunately, there was
no reference in the case file to the determination regarding whether to seek to
recover the economic benefit. To address this concern, we will issue guidance
that clarifies the need to document the economic benefit determination whether or
not its recovery is required based on the facts of the particular matter. This
documentation will be included in the case file along with the other penalty
documentation. EPA continues to pay close attention to the issue of penalty
documentation. On August 9, 1990, for example, the Office of Enforcement
issued a policy entitled "Documenting Penalty Calculations and Justifications in
EPA Enforcement Actions.” This document established a uniform system for
documenting penalty calculations by requiring the submission of a written "penaity
justification™ in every settlement package submitted to Headquarters. OE requires
that each case file, whether administrative or civil judicial, contain documentation
of the current bottom line settlement amount agreed to by the members of the
litigation team. With respect to civil judicial cases, OE has been particularly
successful in ensuring that the case files contain penalty documentation.

GAOQ's continuing concerns relate principally to administrative cases and
revolve around the failure to regularly document the economic benefit component
of the penalty calculation. Significantly, under its policies, EPA does not require
recovery of economic benefit in all cases. Where, for example, the economic
benefit of noncompliance is calculated to be under $5,000, economic benefit is
deemed to be "nominal™ and thus not a critical component of the penalty.

Moreover, the Office of Enforcement is exploring vehicles for improving the
monitoring of administrative penalty matters generally. One possibility may be to
require that, upon settlement of administrative cases, OE, in coordination with the
appropriate Program office, will ask that the Regions send copies of the settlement
agreements to Headquarters. OE will monitor and review these case settlements
to ensure that national policy concerns, including penalty documentation, have
been met. In this way, OE will afford "real time" audit and monitoring of
settlements.
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Q. 16: S.171 includes a provision respecting EPA international activities and
responsibilities. Specifically, the bill calls for the Secretary of Environment to
assist the Secretary of State in carrying out international negotiations and
discussions on environmental matters. We also authorize the new Department to
provide technical environmental assistance to foreign governments and
international bodies. How important do you think this provision is?

A. 16: EPA believes that the international authorities of the Department of the
Environment are extremely important. It is essential that the Department of the
Environment play an active international role in order to assure that U.S. policy on
important international environmental issues is fully integrated with, and in
furtherance of, the Department’s mission to protect the environment.

U.S. international environmental policy needs to be closely coordinated with
our domestic environmental program, both because the international policy should
be informed by and seek to further the U.S. domestic environmental agenda, and
because the international obligations of the United States can be honored only
through development and implementation of domestic laws and regulations. A
subordinate international role for the Department of the Environment would
diminish its ability to ensure that the United States pursues a vigorous international
environmental policy that it consistent with, and implemented by, its domestic
program. It is also critical that the new Department’s prestige and effectiveness in
the U.S. and abroad be retained.

Currently, EPA’s authority to conduct international activities is derived from
a patchwork of statutory sources whose international scope is not always well
defined. S. 171 would clarify and simplify the new Department’s authority to
conduct the activities enumerated in §103(f) (1) (B) which include those currently
engaged in by EPA. The language of §103(f)(1)(B)(ii) authorizes the Department of
the Environment to improve the quality of the environment through: a) the use of
contracts, assistance agreements, interagency agreements, international
agreements, and other arrangements for supporting or conducting activities such
as education, training, monitoring, research, development, investigations,
experiments, demonstrations, surveys, studies and emergency response; b) the
provision of technical, financial, legal and other assistance; and c) cooperation with
foreign governments and international organizations.
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Q. 17: Can you give us some specific examples of where such assistance may be
rendered? - _ :

A. 17: EPA currently renders environmental assistance, sharing its accumulated
expertise, to the countries in transition in Central and Eastern Europe, through the
Asian Environmental Partnership to developing countries in Asia, and through the
Enterprise for the Americas Initiative to developing countries in Latin America and
the Caribbean. This environmental assistance is rendered in concert with the
Agency for International Development, the Department of the Treasury and other
U.S. agencies. The work with A.1.D. will carry on, and will be expanded to include
the countries of the former Soviet Union. Assistance to Mexico in connection with
the 1983 Border Environment Agreement and the 1992 Border Environmental Plan
is continuing, and increasing as a result of supplemental activities in connection
with the North American Free Trade Agreement and the proposed North American
Commission on the Environment. The new Department would continue this
important bilateral assistance work.
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Q. 18: Environmental concerns are obviously very important in trade agreements
and will likely become more so in the future. Existing trade agreements may not
adequately address these concerns. Conflict and disparities in enforcement and
monitoring capabilities are and will remain critical issues. What role can the new
Department play in ensuring environmental protection issues receive adequate
attention in these proceedings?

A. 18: The new Department will be able to play three roles, if it is given adequate
funding and access to the appropriate processes. First, the Department will be
able to evaluate enforcement and monitoring programs in and to engage in
cooperation and training activities with other countries to help improve
enforcement and monitoring functions. Second, if EPA has access to the Trade
Policy Review Group (TPRG) and related bodies (EPA currently is not a member of
the TPRG, but is sometimes invited to participate), the new Department will be
able to ensure that environmental concerns raised by trade policy and trade
agreements are identified and considered. Third, if EPA can play a meaningful role
in negotiating future trade agreements (as occurred with the North American Free
Trade Agreement), the new Department will work to ensure that environmental
considerations are taken into account in the text of these agreements.
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Q. 19: The Toxic Substances Control Act gives EPA authority to obtain
information about effects on human health and the environment of chemicals.
However, since the law’s enactment 16 years ago, EPA has identified for testing
less than 1 percent of more than 70,000 chemicals and has complete test data for
only 22 chemicals. This is just one example of how EPA has not collected
adequate data in the risk assessment area. The Bureau we create in our legislation
would certainly aid this situation. What is EPA currently doing to improve its
databases? And do you support our Bureau of Environmental statistics provision?

A. 19: There are three aspects to the question. The first relates to the adequacy
of EPA’s efforts to date to acquire the data needed to do meaningful risk
assessments of chemicals or other contaminants that may pose hazards to human
health or the environment (hereafter referred to as potentially toxic substances).
The Bureau will play little or no role since it will not have direct regulatory
responsibilities. Instead, determinations as to the adequacy of the data available
for making risk assessments for potentially toxic substances will remain in the
offices of the Department of the Environment with regulatory responsibilities.
Similarly, specific actions to require additional testing of potentially toxic
substances will continue to be made by these same regulatory offices.

The second questions relates to the adequacy of EPA’s efforts to keep track
of these potentially toxic substances and of the information available about the
risks posed by each of these substances or class of substances. EPA has already
made progress in assembling and disseminating information on potentially toxic
substances and risks posed by each of these substances or classes of substances.
Following are some specific examples.

The Office of Regulatory Management and Evaluation (with significant
support from the Environmental Statistics and Information Division) has led an
Agency-wide effort to design and implement the Register of Lists, a new EPA-wide
electronic data base that is intended to serve as a central repository of information
about the various chemical lists established by EPA for regulatory purposes. The
Register of Lists provides information about the purpose of the list, identifies the
substances contained on each list, and identifies the EPA regulatory office
responsible for each list. The Register of Lists currently contains over 3437
chemicals and chemical categories contained on 31 major EPA lists.

The Integrated Risk Information System (IRIS), maintained by the Office of
Health and Environmental Assessment within EPA, contains a comprehensive
summary of available risk information for a smaller number of substances. IRIS
currently contains information on 509 chemicals, and OHEA continues to increase
the number of chemicals included in it.
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A third major data base is the Inventory of Chemicals in Commerce,
discussed above, which is maintained by the Office of Pollution Prevention and
Toxic Substances in its role as the EPA office with principal responsibility for
carrying out the requirements of TSCA.

In answer to the 3rd Question of what EPA is doing to strengthen it
database, EPA is working to strengthen its information resources management
(IRM) program. The strategic IRM planning process is being revamped to provide a
consistent, integrated planning process, linked to the budget, for the direction,
control, and coordination of IRM resources across the Agency. EPA’s Information
Management/Data Administration Program is applying a structured approach to
implement Agency-wide improvements in data administration. At the same time,
EPA is strengthening its central management of IRM policies, standards, and
procedures, as well as its IRM oversight program to ensure the quality of its
information programs and systems. EPA is also implementing technical solultions
to facilitate data integration, such as development of a common software interface
(Gateway), application of Geographic Information Systems (GIS) to various
analyses, and implementation of a locational data policy to facilitate the link
between geographic and programmatic data. These activities, combined with the
IRM elements of the Cabinet legislation, will have a beneficial impact on EPA’s
management and use of information.

The Chief Information Management Officer and the Bureau will clearly be
major participants in building on these on-going efforts to improve the
Department’s ability to identify, retrieve and disseminate information it possesses
about potentially toxic substances. The improved accessibility of this information
will in turn allow the Department to make better determinations regarding the
existence of major information gaps and to take the necessary measures 1o fill
these gaps. :
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Q. 20: Should EPA. itself, have better data collection capabilities?

A. 20: Yes. Existing statutes for the various EPA programs have extensive authorities
for the collection of data; nevertheless, the coverage is a “crazy quilt" pattern with
duplicate coverage in some cases and gaps in coverage in others. This is not
unexpected since these statutes are primarily intended to support specific regulatory
activities (rather than provide comprehensive assessments of environmental quality).
This patchwork of authority makes it difficult to collect data for cross-media statistical
purposes that would provide information needed for national environmental policy
making.

Data Collection Authority Limitations. At present, EPA’s, statutory authorities
to collect, compile, and analyze environmental data are primarily for regulation
development, pollution abatement and control, or enforcement. The authority for
pollution abatement and control and enforcement is largely delegated to state and
local governments. Some statutes put the onus of data collection on chemical
manufacturers, sewage treatment plants, and other regulated entities. In addition, data
collection components of many environmental protection statutes are specific and
limited which makes it difficult to collect the types of ambient measures, demographic
measures, economic measures and human health information needed to support
environmental decisions and strategic planning.

EPA needs to be able to collect data from all media consistent with its decision
requirements at every stage of the poliution release, transport, and impact process, i.e.
discharge quantity, ambient concentrations, and health or ecological impact. A broad,
flexible authority for data collection is needed - authority that will allow EPA to collect
data of the type and quality needed for informed decision making and strategic
planning. Such authority will allow the Agency to implement new monitoring'and data
collection activities to fill in missing information.
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Q. 21: The management of available environmental data has also been a problem
at EPA. EPA, has three data bases for regulating disinfectants, yet EPA officials
have told the GAO that as much as 60 percent of the data on disinfectant product
claims are inaccurate or incomplete. In another case, EPA maintains nine separate
database management systems to track information about pesticides awaiting
reregistration, including the results of health and environmental studies. Yet,
when, in 1991, a trainload of metam sodium spilled into the Sacramento River,
EPA was unaware of information in its files indicating that metam sodium can
cause birth defects. - As a result the agency could not warn pregnant women and
workers of the pesticide’s hazards. What will a new Department do to better
manage data it collects or compiles?

A. 21: EPA is already working to strengthen its information resources
management (IRM) program to support integrated data needs of holistic
environmental protection. The strategic IRM planning process is being revamped
to provide a consistent, integrated planning process, linked to the budget, for the
direction, control, and coordination of IRM resources across the Agency. EPA’s
Information Management/Data Administration Program is applying a structured
approach to implement Agency-wide improvements in data administration. At the
same time, EPA is strengthening its central management of IRM policies,
standards, and procedures, as well as its IRM oversight program to ensure the
quality of its information programs and systems. EPA is also implementing
technical solutions to facilitate data integration, such as development of a common
software interface (Gateway), application of Geographic Information Systems (GIS)
to various analyses, and implementation of a locational data policy to facilitate the
link between geographic and programmatic data.

These activities, combined with the IRM components of the Cabinet
legislation which elevate the management attention and focus on IRM, will
significantly improve th Program-specific, as well as cross-media, management of
environment information across the Agency.
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Q. 22: Throughout the Agency and within specific programs, EPA lacks
performance measures and information for assessing the effectiveness of its
programs in improving environmental quality. Sen. Roth and | have introduced
legislation to institute such performance measures throughout the Federal
government through a pilot program. | believe a centralized bureau devoted to
collecting such information could be extremely helpful in establishing such
performance measures. Would you comment? Do you think EPA would participate
in our bill’s pilot program?

A. 22: EPA is presently engaged in an Agency-wide process to modernize its
system of performance measures. The goal of its Strategic Targeted Activities for
Results System (STARS) is to develop "families” of performance measures for each
of a dozen or so major, measurable environmental goals, which are also under
development. These families of performance measures will track Agency progress
toward:

- improvements in environmental quality,

- changes toward more responsible behavior by industry, government
and the public, and

- toward institutional goals for EPA, such as better management,
employee morale, and customer satisfaction.

EPA will begin pilot scale implementation of the new system in early FY
1994. EPA would therefore be well positioned to pilot a new government-wide
system of strategic planning, performance measurement and budgeting on the
schedule in the proposed "Government Performance and Results Act™ (S20).

The Bureau of Environmental Statistics would be an excellent repository for
performance measurement data developed by individual environmental programs.
A Bureau could provide methodological expertise in the collection and interpretation
of such data. Also, because the Bureau wouid not be affiliated with the
programmatic and policy offices at EPA, it would ensure the objectivity of
performance measurement data.
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Q. 23: A proposal has been made to establish a National Institute for the
Environment to support interdisciplinary research, assess current environmental
knowledge on policy, and improve access to environmental information through
education and training. How well do you do these things now and what is your
opinion of this proposal?

A. 23: Many of the activities mentioned in the proposal are currently part of the
Agency’s programs. The extent to which these activities are carried out is related
to the level of resources directed at these activities. It is felt that within the
existing resource constraints, these activities are currently being carried out well.

The proposal also introduces a number of new activities and management
options which will require a thorough evaluation. This is expected to require a
substantial effort plus the leadership of the Administration’s new appointees. This
evaluation will be one of the priorities of the new Assistant Administrator for
Research and Development once he has been confirmed by the Senate.
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Q. 24: Would you consider the creation of such an'entity (the NIE) more useful if
it were somehow affiliated with the new department?" '

A. 24: The Administration supports an elevation of the Agency to department
status. However, affiliation with new entities, such as a National Institute for the
Environment, should only be considered after this elevation and after a thorough
study of all of the pros and cons of any such option. '
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Q. 25: A) Traditionally, when it comes to receiving attention and resources at
EPA, do you think that science and technology has been treated as a stepchild?

A. 25: A) EPA has recognized that science and technology are critically important
for decision makers to have objective scientific information as a basis for their
activities. In support of that concern, the level of resources for research and
development has grown steadily from $347 million in FY 1988 to $508 million in
FY 1993.

Q. 25: B) The Carnegie Commission advocates the establishment of a Federal
interagency Environmental Technologies Program to support the development of
environmental technologies by other agencies, the labs, and the private sector. Is
this approach preferable to creating a new agency? Why?

A. 25: B) The approach is preferable to creating a new agency because it would
be more cost effective to build on EPA’s current infrastructure, scientific and
technical capabilities, and expertise to undertake such a program.

Q. 25: C) In your opinion, is the new Department the best place to locate the
Interagency Program? Why?

A. 25: C) In our opinion, any program to support the development and/or
coordination of interagency efforts, such as the proposed Interagency Program,
should be part of the new Department of the Environment because an important
function of the Department will be to coordinate the Nation’s environmental
research program. Having the Interagency Program in the Department will facilitate
that coordination, and reduce duplication and overlapping of efforts and
jurisdictions. Further, the regulatory and enforcement programs at EPA as well as
the Agency’s expertise shape environmental technology, making the new
Department the best place for the Interagency Program.

Q. 25: D) What things can we do to ensure that the program receives cooperation
from other Federal agencies that conduct R&D?

A. 25: D) The Carnegie Commission Report entitled "Enabling the Future”
recommends that Federal departments and agencies should integrate
considerations of long-term science and technology goals into annual budgeting
and planning efforts. The report encourages open communication and cooperation
among senior R&D administrators within the Federal government. Further, the
report charges the Office of Science and Technology Policy (OSTP) and the Office
of Management and Budget (OMB}) to actively contribute to the establishment of
Federal science and technology goals and to monitor progress of the Federal
agencies in attaining these goals. The report urges OSTP to extend its efforts to
use the Federal Coordinating Council on Science, Engineering, and Technology
(FCCSET) to shape multi-agency, long-term science and technology goals.
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EPA has been an active participant in the several FCCSET subcommittees
and would welcome an expansion of FCCSET'’s scope to generate specific longer-
term Federal science and technology goals and performance measures. In addition,
EPA has demonstrated a strong interest in harmonizing environmental research and
development efforts among those agencies and departments that have extensive
environmental interests and programs.

On March 25, 1993, laboratory directors and senior program officials from
EPA met for the second time with the Department of Energy’s (DOE) laboratory
directors and program secretarial offices to identify opportunities for collaboration.
Participants formed focus groups to examine the most promising environmental
research-in-progress in the areas of: pollution prevention; remediation; ecology and
monitoring; radon; and risk assessment. The expected result of this meeting is a
joint environmental research action plan to be submitted to Secretary O’Leary and
Administrator Browner for their consideration. Agency-to-agency senior level
participation and commitment is vital to our efforts to harmonize on-going work,
redirect planned projects to be more responsive to a broader federal science and
technology interest, and shape longer-term interagency environmental research and
development goals.

We have begun preliminary discussions with USDA’s Agricultural Research
Service (ARS) to establish a similar dialogue. Meetings are planned with
Department of Defense’s Advanced Research Projects Agency (ARPA), Department
of Commerce’s National Institute of Standards and Technology (NIST), and the
National Oceanic and Atmospheric Administration’ (NOAA).

EPA is eager to take a leadership role in promoting interagency cooperation
in environmental science and technology. We need strong support from OSTP and
OMB to achieve a totally integrated Federal environmental science and technology
agenda, but direct agency-to-agency contact at the headquarters and laboratory
level is an essential element for success.

Q. 25: E) In strengthening the new Department’s scientific and R&D capability,
how do we ensure that "science drives regulation” and not the other way around?

A. 25: E) Science encompasses a wide range of activities in EPA including
research and development, technical and regulatory support, monitoring, data
collection, review and interpretation of technical studies, and assessments of
health and environmental risks. Science activities occur within the Office of
Research and Development (ORD) as well as the program, policy and regional
offices. In addition to the physical, chemical and biologica!l sciences, EPA is also
involved in the quantitative social sciences such as economics. The decentralized
nature of science at EPA and the close relationship that exists between science
and policy means that efforts must be taken to ensure that science is never
adjusted to fit policy.
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A 1992 report (Safeguarding the Future: Credible Science, Credible
Decisions) prepared by a group of prominent scientists examines the role of
science at EPA. The report calls for EPA leadership to undertake” ...a deliberate
and continuing effort to create the climate, culture, and incentives necessary to
encourage superior science.” The panel recommended several specific structural
changes to better enable EPA to obtain and use the high-quality science it needs to
realize its mission. ' '

The relevant Credible Science recommendations include:

Preparation of a coherent science agenda and operational plan to
guide scientific efforts throughout the Agency and support its focus
on relatively high risk environmental problems. Up-front planning on
how to acquire and use the best scientific information, is a crucial
step in ensuring that science drives policy.

Clear definition of the science advice function (i.e., the process of
ensuring that policy decisions are informed by a clear understanding of
the relevant science) for the political leadership.

Earlier science advice and information in decision process.

Better career tracks for scientists and science managers. Although
ORD has upgraded career tracks for research scientists over the past
few years, scientists and engineers in program and regional offices
need a more clearly defined career pathway that enables maintenance
and growth in their disciples (e.g., rotational assignments to sharpen
skills, participation in professional societies, etc.)

Agency-wide QA and peer review for all key agency and technical
efforts. Although research products are required to undergo peer
review, EPA is developing a peer review policy for the planning and
results of all scientific and technical efforts. This is essential if EPA is
to be perceived as a credible, unbiased source of environmental and
health information, both in United States and the world.

Recruitment of several research scientists and engineers with world-
class reputations in science areas that are vital to the Agency’s long-
term strategy and direction.

Increased scientific contact and openness with other organizations --
other agencies, appropriate industrial and academic research
organizations, professional societies, etc.

28



° Commitment to evaluate the environmental improvement brought
about by major regulations and other policy decisions.
EPA has recently initiated some new programs in this
regard -- such as the Environmental Monitoring and
Assessment Program (EMAP), and the National Human
Exposure Assessment Survey (NHEXAS) -- and additional
emphasis is planned.

EPA is currently reviewing the process used to develop environmental
regulations and non-regulatory policies. One goal of this effort is to identify
improvements in the way science and economics impact policy decisions.
Revisions to the regulatory development process will likely include reforms that
strengthen the applied research, scientific analysis and scientific review that is
conducted to support major environmental policy decisions

Q. 25: F) Can the Department -- given its traditional role as a regulatory
[agency] -- overcome its past image to work closely with industry in this area?

A. 25: F) Although it is a regulatory Agency, EPA has developed the capability to
work with industry in a non-regulatory way to reduce pollution. Three years ago,
EPA began a program in Poliution Prevention based on cooperation from the
industrial sector for its implementation. The program has demonstrated that
industry responds positively to environmental protection programs when
appropriate incentives are present. The innovative technology programs also have
demonstrated that the Agency and industry can work together effectively to
protect the environment. The Department can use this experience to identify new
and constructive ways to work with industry for a healthy environment. Specific
examples include: '

® Green Lights The Green Lights program encourages the use of the most energy-
efficient lighting technologies that can dramatically reduce energy consumption and
prevent pollution. EPA works with private companies to install energy efficient
lighting wherever it is profitable. Over 750 corporations have already committed
to the program;

® 33/50 The 33/50 program is part of a broad EPA program designed to
encourage pollution prevention as the best means of achieving reductions in toxic
chemicals emissions. The program has an interim goal of a 33% reduction by
1992 and an ultimate goal of a 50% reduction by 1995 in emissions of 17 high-
priority toxic chemicals, using 1988 Toxic Release Inventory reporting of 1.46
billion pounds of pollution as a baseline. To date, 1,135 companies are
participating in this program;

e Water Alliance for Voluntary Efficieny (WAVE) The WAVE program will
encourage commercial businesses to use water efficient equipment to reduce
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water use and associated energy use. The program is just starting up and wiill
initially be targeted to the lodging industry. Several large hotel companies have
already committed to the program.

® Golden Carrot The Golden Carrot Super-Efficient Refrigerator Program is
focusing manufacturing research and development toward efficiency in a manner
never before seen for refrigerators. Under the program, which EPA helped
develop with utilities and others, utilities have pooled almost $30 million in rebate
incentives to the refrigerator manufacturer that can produce the superior product.
The manufacturer that can build the largest number of the most efficient,
chlorofluorocarbon-free refrigerators the quickest and cheapest wins the contract.
This program will ultimately save consumers $240-480 million in annual electricity
payments.

® Energy Star Computers and Buildings. Computers: Partnerships with 40
manufacturers will help create a market for energy-efficient desktop computers
that cut energy use by 50% without sacrificing performance or raising prices.
Clear market incentives are provided to manufacturers to improve the efficiency of
their products and an effective mechanism for consumers to make informed
purchasing decisions. Buildings: This initiative will stimulate the market for highly
efficient heating, ventilation, air conditioning (HVAC), and water heating
technologies. The program'’s first technology target will be variable speed motor
drives for ventilation systems.
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Q. 26: Does the Administration have a position on Senator Mikulski’s proposal
specifically to create an independent agency to fund environmental technology
R&D?

A. 26: In general, EPA supports enhanced environmental technology initiatives,
such as those recommended by Senator Mikulski, because they improve
environmental quality and strengthen the competitiveness of US technologies
internationally. In this case, however, it is felt that using the framework of an
existing agency or department is more cost effective and strengthens the linkage
between R&D and environmental programs. The creation of a new Department of
the Environment would build on current infrastructure, scientific and technical
capabilities, and expertise to carry out the Nation’s environmental program.

A Department of the Environment would enable the Nation’s environmental agency
to maintain a leadership role in environmental technology for a number of reasons:

1) The environmental technology market is created and shaped by EPA’s (and
State) regulatory and enforcement programs. EPA is in the best position from a
Federal Government perspective to know the technology needs, and to adopt rules
and other programs to meet those needs. For example, marketable emissions
credits or similar economic instruments can be a major incentive to encourage use
of innovative technologies. -

2) To be adopted, innovative technologies must gain regulatory acceptance by
permit writers, on-scene coordinators, and rule developers. EPA involvement in
development and evaluation of the technologies lends credibility to the innovations
and enhances a new technology’s ultimate acceptability.

3) EPA is viewed as an objective, honest broker whose reputation can enhance the
worldwide acceptance of new technologies. EPA scientists and engineers have
substantial experience, and EPA has existing laboratories and testing facilities that
would be critical to the success of such a program.

4) The development and commercialization of environmental technologies require
the joint efforts of agencies, such as EPA, DOC, and DOE. The establishment of a
new Agency with overlapping functions would result in additional complexity and
duplication to the hindrance of furthering innovative technology development.
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Q. 27: Our Committee has scheduled a hearing on pollution liabilities and
characterization problems throughout the Federal government. We are just
beginning to learn the magnitude of the unknown universe of problems in every
Federal agency. The Department of Interior, for example, has one of the largest
environmental problems in terms of characterization and likely cost of cleanup in its
Bureau of Land Management. The Department of Energy’s environmental problems
continue and grow in complexity and cost. What is EPA’s and the new
Department’s role in helping other Federal agencies identify and begin efforts to
remediate these problems?

A. 27: In order to assist Federal agencies in identifying environmental liabilities,
and ensure a compliant and effective response to environmental problems, the
Office of Federal Facilities Enforcement has begun building the Federal agency/EPA
environmental partnership through a variety of both formal and informal
mechanisms. These mechanisms provide Federal agencies with an opportunity to
identify high priority environmental needs as well as an opportunity to demonstrate
leadership among the regulated community.

Formal mechanisms include EPA’s participation in a Memorandum of Understanding
(MOU) with DOE, DoD and Dol and the Western Governors Association to establish
a more cooperative approach to develop technical solutions to environmental
remediation and waste management problems shared by states, commercial
entities, and the Federal government. The regional approach serves as a
demonstration of principles and practices which may be adopted nationally.

Through informal mechanisms such as the Civilian Federal Agency Task Force, The
Experts Work Group, and the Federal Remediation Technologies Roundtable, the
Office of Federal Facilities Enforcement is working with Federal agencies’in
identifying deficiencies in Federal environmental management programs and
cleanup efforts and forming workgroups consisting of EPA and Federal agency
representatives to solve problems and meet high priority needs. In addition, EPA’s
OFFE convenes a monthly Federal Facility Policy Roundtable to brief Federal
agencies and provide copies of new and imminent regulatory developments or
other pertinent initiatives and programs that enhance agency compliance programs
(e.g., environmental auditing and pollution prevention). EPA is also partnering with
DoD and DoE on joint planning goals and to test innovative approaches to expedite
cleanups including streamlining review of documents, test different decision
making models, and test innovative technologies.

Future initiatives include the "Green Government” program intended to promote
voluntary programs to improve environmental compliance through pollution
prevention and encourage total quality environmental ("beyond compliance”)
management at Federal agencies. The Department of the Environment is the
mandated agency to monitor and respond to Federal Agency environmental
compliance activities and needs.
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Q. 28: Last year the Congress finally enacted the Federal Facility Compliance Act
(FFCA), which should strengthen EPA’s hand in dealing with other agencies
violations of RCRA and other environmental statutes. Could you comment on
what the EPA is currently doing to implement this law and what future plans you
have?

A. 28: The FFCA became law on October 6, 1992. This new Act only amends
the Resource Conservation and Recovery Act (RCRA). There are several new
authorities that will make RCRA Federal facility enforcement actions more
consistent with actions currently used in the private sector.

The FFCA also requires the Administrator to undertake inspections at all
Federal facilities that treat, store, and dispose of hazardous waste. EPA is
determining the appropriate interpretation for this provision. On March 17, 1993
EPA sent out guidance regarding implementation of the new RCRA inspection
requirements to the EPA Regions. in addition, EPA is also working on the
appropriate mechanism for reimbursement of EPA by the Federal agencies for the
cost of performing inspections. The RCRA Land Disposal Restrictions require
treatment technologies and capacity be developed for mixed waste.

DOE, within 180 days of October 6, must submit two inventory reports: 1) a
national inventory of all of its mixed wastes regardless of the time they were
generated, on a state-by-state basis; and 2) a national inventory of its mixed waste
treatment capacities and technologies. DOE submits these reports to EPA and the
appropriate state. Both EPA and the state have 90 days to comment. DOE shall
consider and publish the comments before finalizing the two inventories.

~ DOE will then develop a PLAN for developing treatment technologies for
treating the inventory wastes where no treatment exists and also for developing
more treatment capacities where technologies are available. DOE will submit the
plan to either or the delegate/State.

Upon approval of the plan, EPA or the delegated state shall issue an Order
requiring compliance with the approved plan.

In the FFCA, Congress further instructed EPA to create new regulations for
munitions regulations. Within 24 months of April 6, 1992, the Office of Solid
Waste has convened a workgroup to address the munitions requirements, and the
workgroup has already met once with representatives from the Department of
Defense.

Q. 29: A good example of EPA’s lack of adequate resources is its approach to
implementing plans for addressing pollution. The agency believes that nonpoint
sources of pollution resulting from agriculture and urban runoff are what account
for our nation’s water quality problems. EPA has a plan to deal with nonpoint
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pollution. However, the plan has gone basically unimplemented, mainly for want
of adequate resources. Where else has this been a problem in the agency?

A. 29: As you know, all Federal departments and agencies -- including all the
offices and programs within the Environmental Protection Agency -- are making
extraordinary efforts to effectively manage necessarily limited resources in meeting
its statutory and regulatory obligations. For example, at the Environmental
Protection Agency, the risk-based and watershed protection approaches are being
developed and refined to focus Congressionally appropriated resources on priority
environmental problems identified at the national, state and sub-state levels. The
risk-based and watershed approaches seek to focus efforts on the most serious
environmental problems first. The watershed protection approach seeks to identify
priority pollution problems in a discrete geographic area and to then concentrate
available Federal, state, local government, and private resources to address the
problems. B :

Implementation of other EPA plans and programs have been hampered by
lack of adequate resources. Examples include the Comprehensive Ground Water
Protection Program, Near Coastal Waters Program, Comprehensive Conservation
and Management Plans (CCMPs) developed under the National Estuary Program ,
the Stormwater Program, Contaminated Sediment Identification and Remediation/
Dredged material management programs, and Wetlands and other Critical Habitat
Protection and Restoration efforts.
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Q. 30: A) Will you make it a priority to address the needs and concerns of small
governments when developing these alternative approaches? (Refers to
Administrator’s statement in confirmation hearing that there was & need to move away from
prescriptive "command and control” regulation toward alternative regulatory approsches)

A. 30: A) Yes, in many cases, achievement of our nation’s environmental goals is
dependent on implementation at the local government level, and the vast majority
of these governments are small governments. So it is essential that their needs,
concerns and ideas are carefully considered when we design and implement
environmental programs. | am committed to forging the type of Federal, State and
local government partnership that will ensure we all get the most bang for the buck
and that environmental programs truly work at the local level where they matter
most. _

Q. 30: B) Will you keep the Reg-Flex policies and functions of the previous
Administration in place?

A. 30: B) | strongly support the mandate of the Regulatory Flexibility Act of 1980:
when developing regulations, federal agencies must fully consider any significant
economic impacts on small businesses, small governments, and other small
organizations. And | want EPA to be a leader in demonstrating that the nation can
achieve environmental quality goals while benefiting the economy. This inherently
includes minimizing adverse economic impacts of regulations on small business and
small governments. As | mentioned previously, one of my goals is to build
partnerships that succeed in designing and implementing environmental programs
that are effective and efficient in use of resources.

In April, 1992, my predecessor adopted new agency guidelines for
implementing the Regulatory Flexibility Act. These guidelines actually go-beyond
the minimum requirements of the Regulatory Flexibility Act. The Act requires
consideration of regulatory alternatives only if the Agency believes there would be
a "significant impact on a substantial number” of small entities. In contrast, with
new environmental statutes, we will consider regulatory alternatives if there would
be any impact on any small entity. | support this approach, because | believe it will
help us find the most effective means of achieving the nation’s environmental
goals.

The career staff of the Agency have proposed a series of "pilot projects” for
assisting in implementing these new regflex guidelines. There are two especially
important objectives of the pilot effort: (1) demonstrate efficient means of
developing regulatory alternatives which minimize adverse economic impacts on
small entities while accomplishing environmental goals and objectives; and, (2)
identify innovative ways to effectively involve small entities in the rulemakings
which affect them. | strongly agree with these objectives. Additionally, | support
the pilot project effort because | believe it will help illuminate how we can be even
more effective in achieving the spirit and intent of the Regflex Act.
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Q. 30: C) Will you build on them? How?

A. 30: C) In coming weeks, | will be reviewing issues related to both regulatory
flexibility and our relations with small governments. And as indicated above, | will
carefully follow the progress of the Regflex Pilot Projects. These reviews will
enable me to formulate long term policies and programs for ensuring successful
environmental programs in partnership with state and local governments and the
private sector. '
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Q. 31: A) Is this [the use of the industry market-basket survey in determining the
extent of dietary health risk and therefore in deciding which -uses could be retained]
the way that EPA normally makes such decisions?

A. 31: A) Yes, the EBDC decision is wholly consistent with the manner in which
EPA makes its regulatory decisions regarding pesticides. EPA bases its decisions
on the best scientific evidence available to the Agency, considering both the risks
and the benefits of a pesticide, as mandated by the Federal Insecticide, Fungicide
and Rodenticide Act (FIFRA).

By way of background, under FIFRA, EPA registers pesticides on the basis of
data adequate to demonstrate that their use will not pose unreasonable risks to
public health or the environment. When evidence is raised which calls into
question the safety of a registered pesticide, EPA may initiate a process to
determine if cancellation or some other regulatory action is warranted. FIFRA
requires that the Agency’s regulatory decision be based upon a consideration of
both the potential risks and the benefits of a pesticide’s use. The Agency’s action
on the EBDCs, therefore, came after careful consideration of both the risks and the
benefits of these pesticiaes.

To arrive at its final decision on the EBDCs, EPA conducted a Special Review
of these pesticides. Special Review is a public administrative review process by
which the risks of a pesticide are weighed against its benefits to determine the
appropriate regulatory action.

As part of a Special Review, a Preliminary Determination is often issued long
before issuance of a Final Determination. The intent of a Preliminary Determination
is to publicly announce the Agency’s position, based upon available data:_ At this
stage, among other actions the Agency may take, EPA may do the following: 1)
describe the available data and the conclusions it would reach based upon those
data alone; 2) identify additional data needed to refine the assessment; 3) request
comment. Comments can often be accompanied by additional data. A Final
Determination can differ significantly from a Preliminary Determination if data
received in the interim substantially alters the balance of the pesticide’s risks and
benefits.

EPA’s Final Determination on the EBDCs in 1992 differed significantly from
the action proposed in the Preliminary Determination in 1989, because the final
action was based upon additional data submitted in response to the Preliminary
Determination, as well as a revised estimate of the toxicity of the EBDCs.
Changes in information between the Preliminary Determination and the Final
Determination included the following:

> "Market Basket Survey" data, indicating the concentrations of EBDCs that
are found in food in the grocery store, rather than at the time of harvest.
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> A revised cancer potency factor, as recommended by the Scientific Advisory |
Panel (SAP), EPA’s panel of independent scientific experts.

> Additional benefits and residue data from grower groups.

> _Additiona'l data on worker exposure, including data submitted by the
registrant on dermal exposure and dermal absorption.

Following is a more detailed discussion of each of these areas in which data were
improved: ' '

Market Basket Survey. At the time of the Preliminary Determination, the
Agency indicated that actual residues of the EBDCs might be significantly lower if
the food samples for residue studies were taken closer to the "dinner plate” than
the "farm gate.” Therefore, pursuant to its authority under Federal Insecticide,
Fungicide and Rodenticide Act (FIFRA) the Agency required the registrants to
generate market basket data to determine the levels of EBDC residues in
marketplace produce. '

Before the market basket survey data were available, EPA based its risk
assessment upon residue levels found in field residue trials. Field residue trials are
designed to measure the highest residue resulting from the most extreme use
pattern on the label. Their primary function is for use in setting tolerances
(maximum legal pesticide residue levels). Most pesticide residues resulting from
registered uses will be well below the tolerance level.

The market basket survey was the largest of its kind ever conducted,
reflecting analysis of almost 6,000 food samples. In fact, the number of_analyses
performed in the survey rivals the FDA and CDFA (California Department of Food
and Agriculture) surveillance monitoring programs. The survey cost the registrants
about $10 million. As expected, the market-basket findings indicated that, in
general, the EBDC residues in foods on the grocery shelves were much lower than
the field trial data indicated. These new residue data were used to refine the
preliminary residue estimates.

Cancer Potency Factor. In addition to updating the dietary and
occupational/residential exposure estimates, the Agency reevaluated the cancer
potency factor (referred to as the Q," -- read "Q Star") for the Final Determination,
based on further analysis of animal laboratory data on ETU, the breakdown product
of the EBDCs. The cancer potency factor is a measure of a chemical’s potential to
induce cancer and is used in conjunction with the dietary and worker exposure to
estimate risk.

Because the Q," resuiting from EPA’s reevaluation would have been
significantly lower than the preliminary Q," used in the Preliminary Determination,
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and because Agency scientists were divided on the scientific issues, EPA returned
to the SAP in September 1991. As a result of OPP’s Health Effects Division Peer
Review Committee decisions and the recommendations of the SAP, the Agency
included in its analysis data from a low-dose group that had been analyzed
previously. This low-dose group of animals were fed ETU levels closer to those
that might actually be consumed by people. The effect of including these data
was to lower the cancer potency factor for the Final Determination from 0.60
(mg/kg/day)* to 0.11 (mg/kg/day)". '

Data from Growers. Grower groups also played an important role in
providing information for the Final Determination for the EBDCs. By the fall of
1990, more than 300 comments had been received including benefits information
and residue data from various grower organizations. For example, Hawaiian
papaya growers described the limitations of chlorothalonil (the EBDC alternative for
papayas) on papayas grown in Hawaii. Without such information, the Agency
could have underestimated the benefits of EBDCs for papaya cultivation in Hawaii.
The residue information provided by the growers was mainly used to corroborate
the results of the market basket survey. The International Apple Institute however,
provided residue data from an altered use pattern that was used as a primary
source of data. Without these data, it is likely that the Agency would have
pursued cancellation of the use of EBDCs on apples. Instead, the use of EBDCs on
apples was retained, with an altered use pattern.

Worker Exposure. The Agency also revised its exposure estimates for people
who handle EBDC products in a number of occupational or residential settings
involving: agricultural and industrial applications, tank-mixing, commercial lawn
applications, and homegardening. The new data for the revised worker exposure
estimates include information received from commenters and data that were
submitted by the registrants on dermal absorption and dermal exposure.

Q. 31: B) Do you consider EPA’s reliance on the industry that they are responsible
for regulating proper and objective? -

A. 31: B) Yes. EPA generally bases its pesticide regulatory decisions upon data
generated by pesticide registrants. Under FIFRA, registration applications must be
accompanied by certain data submitted by registrants. Also, FIFRA has given EPA
the authority under Section 3(c)(2)(B), at least since its amendment in 1978, to
require pesticide registrants to generate and submit data in support of existing
pesticide registrations.

It is clearly critical that the studies submitted in support of pesticide
registrations be conducted in accordance with current scientific standards for
integrity and quality. EPA has implemented a number of measures to assure the
quality of pesticide data used by the Agency, including Good Laboratory Practice
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standards, the data review process, EPA’s inspection and audit programs, and
EPA’s enforcement options. These are all described in the informational bulletin
titled, "Ensuring the Quality of Studies Submitted to EPA in Support of Pesticide
Registration.” '

EPA’s Office of Compliance Monitoring audited every one of the four
laboratories that generated data for the EBDC market basket survey, as well as the
contracting firm responsible for managing the conduct of the study. The EBDC
Task Force who contracted for this study brought to EPA’s attention alleged
improprieties at Craven Laboratories, one of the laboratories performing residue
analysis for the survey. A joint investigation conducted by the Department of
Justice, the U.S. Attorney'’s office and the EPA led to the indictment by a Federal
grand jury of Craven Laboratories, Inc., its President, and three employees on 20
felony counts in connection with pesticide testing. Several Craven employees
have admitted to wrong-doing and the matter is nearing the trial stage. Where
requested by EPA, the EBDC Task Force replaced the data generated by Craven
Laboratories for the EBDC survey.

EPA’s audits confirmed that the data used in the final results of the market
basket survey met scientific standards for integrity and quality. EPA was further
able to verify the market basket data by comparison with data available from other
sources. In addition to the registrant’s market basket study, EPA reviewed
monitoring data from FDA and the States, and studies from other interested
parties, such as monitoring data from the National Food Processor’s Association
and commercial processing studies. All supported the results of the market basket
survey.

Q. 31: C) Are there deficiencies in the way the human health concerns about
EBDCs have been handled by EPA, and, if so. do these deficiencies apply to other
pesticides decisions EPA has made where concerns about human health or the
environment were at stake? '

A. 31: C) No. The EBDC decision followed the most extensive review, analysis
and assessment of data ever undertaken on any pesticide. Because of this
rigorous analysis, EPA is confident that the risk reduction measures implemented --
decreased application rates, reduced number of applications on a crop, and longer
intervals between the last EBDC treatment and harvesting the crop, as well as the
cancellation of certain uses -- are protective of public health.
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Q. 32: EPA has an important role, but no statutory authority, in setting standards
for exposure to and cleanup of radionuclides. A process is actually now underway
(involving the Office of Radiation and Indoor Air) for EPA to be a major player in
this effort. Do you support this process and how can we be assured of its
completion? :

A. 32: EPA has statutory authority under a number of statutes to set exposure
standards for the cleanup of sites contaminated with radiation and the protection
of drinking water. The Atomic Energy Act, the Comprehensive Environmental
Response, Compensation,and Liability Act, the Toxic Substances Control Act, and
the Resource Conservation and Recovery Act each give the Agency authority,
although each statute excludes some radionuclides or some radioactively
contaminated sites. The Agency is currently considering which statute, or
combination of statutes, can best be applied to developing cleanup regulations.
The Office of Radiation and Indoor Air is taking the lead in developing radiation
cleanup standards, including:

o Regulatory Development Efforts

- Regulations are being developed which will set forth cleanup
procedures and criteria, including residual radioactivity levels.

- Waste management regulations are also being developed and will
address the disposal and recycle of radioactively contaminated waste
resulting from cleanup.

- EPA is participating in the NRC's participatory rulemaking workshops
for the development of their Decommissioning rulemaking. NRC can
be exempted from the EPA regulation if EPA concludes that the NRC
regulation provides a sufficient level of protection for the public health
and environment.

- EPA is chairing a high-level Interagency Steering Committee to

- address coordination of effort in the cleanup of radioactively
contaminated sites. This committee was proposed by the Office of
Management and Budget to address this multi-agency issue. In
addition to EPA, the committee consists of representatives from the
Departments of Defense and Energy and the Nuclear Regulatory
Commission (NRC). '

o Atomic Energy Act Federal idance

- EPA chairs the committee on the development of Federal Guidance
governing radiation issues. Once the committee issues its guidance,
all Federal Agencies must implement them.

- This committee is actively pursuing the revision of existing Federal
radiation protection guidance for the general public, including technical
and policy issues relevant to radiation cleanup.
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| strongly support all of these initiatives. Cabinet status of the EPA would
greatly improve the Agency’s ability to respond to this important public health and
environmental issue in a cost effective and timely manner.
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Q. 33: A) Which Federal agency -- EPA or the Corps -- has final authority to
determine whether dredging and disposal projects are "environmentally
acceptable™?

A. 33: A) The determination of environmental acceptability of dredging and

disposal projects is made by a number of Federal and State agencies, depending in
part on the nature of the activity, in what waters it occurs, and at what point one
is in the decisionmaking process. '

In most cases, dredging projects involve a subsequent discharge of dredged
material into waters of the United States or into ocean waters. When such a
discharge is involved (including the runoff or overflow from a contained land or
water disposal site), the Corps is the permitting authority,! and makes a
determination with the input of Federal agencies, State agencies, and the general
public through the Public Notice process. |f EPA disagrees with the Corps, EPA
retains the ultimate authority, pursuant to Section 404(c) of the Clean Water Act
(CWA) for waters of the U.S., or pursuant to Section 103 of the Marine Protection
Research, and Sanctuaries Act (MPRSA) for ocean waters, to determine the
acceptability of environmental impacts of the discharge on certain aquatic
resources.

Dredging projects that do not subsequently involve a discharge of dredged
material into waters of the United States are not subject to Section 404, but are
subject to Section 10 of the Rivers and Harbors Act. The Corps makes the final
determination of acceptability when an activity is governed only by Section 10,
subject to the paragraphs below.

Pursuant to CWA Section 401, the States provide water quality certification
for federally permitted or licensed (or conducted) dredging activities under CWA
Section 404 and River and Harbors Act Section 10. Both authorities are subject to
CWA Section 401 review including State water quality standards adopted pursuant
to CWA Section 303(c), other CWA i1equirements, and appropriate requirements of
State law.

EPA also reviews required environmental impact documentation prepared for
Corps regulatory decisions and Civil Works dredging and disposal projects,
pursuant to NEPA. At present, if EPA determines that a decision is

INote that for Corps Civil Works navigation and maintenance
projects (as opposed to regulatory review of other proposed
discharges), the Corps of Engineers conducts the equivalent of
the CWA Section 404 (b) (1) Guidelines or MPRSA §103 analysis to
determine environmental impacts, even though they do not issue
themselves a permit.
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"environmentally unacceptable,” the Agency may elevate the issue to the
President’s Council of Environmental Quality.

Q. 33: B) Are Federal agencies, such as the Corps, under an obligation to carry
out their actions in compliance with Federal water quality standards? Is the same
true for EPA-approved State water quality standards? If these two types of
standards are treated differently, what is the legal authority or other justification?

A. 33: B) Federal agencies, such as the Corps, are under an obligation to carry out
their actions in compliance with both types of these standards. A Federal water
quality standard is promulgated when a State fails to adopt EPA-approved water
quality standards. '

In the case of the CWA, Section 301(b)(1)(C) requires Corps compliance
with Federally promulgated water quality standards in the issuance of permits to
the same extent as for EPA-approved State water quality standards.? This
requirement is contained in the Corps’ regulations as well. In the case of the
Marine Protection, Research, and Sanctuaries Act (MPRSA), Section 102 prohibits
dumping which would violate applicable water quality standards and does not
distinquish between federal or state water quality standards.

Pursuant to CWA Section 304(a), EPA issues Federal water quality criteria to
the States. States use this guidance and other information to adopt criteria into
State law to support designated uses. The criteria (adopted as water quality
standards) are subject to EPA review and approval. The Corps obtains State
Section 401 certification (or waiver) for Corps-permitted (or conducted) activities
which may involve a discharge to a State’s waters. In addition, as part of
demonstrating compliance with the CWA Section 404(b}(1) Guidelines or the
regulations governing ocean dumping under MPRSA §103, the activity regulated or
conducted by the Corps is required to meet applicable State water quality
standards.

Q. 33: C) Must any Corps determination of its "least costly and environmentally
acceptable” Federal standard embody from the outset the minimum of
environmental acceptability defined by compliance with Federal and EPA-approved
State water quality standards? Please explain.

A. 33: C) Yes, the Corps’ concept of "environmental acceptability” embodied in
their Federal Standard includes compliance with State water quality standards.

27he most recent federal promulgation of water quality
standards was for toxic pollutants in 14 States (see 57 FR 60848,
December 22, 1992).




Likewise, compliance with the CWA Section 404(b){(1) Guidelines or MPRSA
regulations for dumping in ocean waters, is a requirement for "environmental
acceptability.” Projects that do not comply with State water quality standards, or
the Section 404(b)(1) Guidelines or MPRSA reguiations, are not consistent with the
Federal Standard. '

Q. 33: D) What happens in the case such as at the Port of Toledo where an EPA-
approved State water quality standard is interpreted differently by the Corps than
by the State? Does EPA have a position on which entity -- the Corps or the State -
- has the ultimate authority to interpret a State’s water quality standards as they
may relate to a Corps navigational dredging and disposal project?

A. 33: D) Where a State has an EPA-approved water quality standard, the State
has the authority to "interpret™ that standard. In the case of the Port of Toledo,
the disagreement between the Corps and the State (and EPA which supports the
State) concerns the "validity™ of a narrative standard. Narrative standards are valid
and authorized in 40 CFR 131.11. Therefore, Section 401 certifications relying on
narrative water quality standards are valid.®

Q. 33: E) What, if any, recourse does the Corps have if it considers an EPA-
approved State water quality standard -- that may constrain its dredging and
disposal options -- excessive?

A. 33: E) As previously discussed, the Corps must comply with State water
quality standards, regardiess of whether or not the Corps considers them
"excessive.” If a State requests conditions addressing chemical, physical, or
‘biological water quality concerns, on a Federal project that would result in the
Corps carrying out the project in excess of their Federal Standard (i.e., conducting
a project that costs more than another environmentally acceptable alternative), the
Corps would not honor the State’s request, because they would believe it violates
their regulations. There are several courses a project could take if the Corps and a
State disagree: (1) a local sponsor could pay the increased costs associated with a
project, to carry out that alternative; (2) the Corps could pay certain additional
costs with other funds, if these are available; (3} the Corps could modify their
calculation of the least cost, environmentally acceptable alternative to incorporate
compliance with State water quality standards as interpreted by the State; or (4)

3ye understand that the Corps believes that they are
complying with all of the State of ohio’s standards and that the
State of Ohio does not have a valid standard in place concerning
the goal of eliminating all open-water disposal of dredged
material. This goal is part of the State of Ohio’s Phosphorus

Reduction Strategy, which is contained in the narrative portion
of the water gquality standards.
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CongreSs could appropriate additional funds to conduct the project in a specific
manner. :

If the Corps cannot comply with conditions requested by the State, there are
several additional courses a project could take: (1) the Corps could refuse to
conduct the project; (2) the State could waive its certification (or grant a variance
under State procedures) for the project to allow it to proceed; or (3) in the case of
the CWA §404 regulated activities, the Corps could invoke authority under CWA
Section 404(t) to maintain navigation, in spite of State requirements (to our
knowledge, this authority -- which we regard as emergency -- has never been
exercised).

Q. 33: F) Are EPA-approved State water quality standards somehow different
from Federal water quality standards such that Federal agencies can selectively
refuse to pay specific costs associated with EPA-approved State water quality
standards?

A. 33: F) No. (see response to Question B which discusses the difference
between EPA-approved State water quality standards and Federally promulgated
water quality standards) Federal agencies cannot selectively refuse to comply with
portions of a standard due to cost, but must comply with the entire standard,
whether State or federally promulgated.
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Q. 34: What thoughts do you have on the Great Lakes Sediment Control Act of
19937 (3, 75)

A. 34: In general, EPA supports the goals and objectives of the Great Lakes
Sediment Control Act (GLSCA). Many of the activities mandated by the proposed
GLSCA are already underway in response to mandates of the National
Environmental Policy Act (NEPA) and Section 404 of the Federal Water Pollution
Control Act (FWPCA), and through less formal mechanisms. As such, the GLSCA
complements the direction and goals of our Great Lakes programs. However, the
Agency is concerned that the mandates of the GLSCA will require extensive
resources which the Act does not provide, and will in many cases, require
timeframes beyond those specified. In particular, those mandates concerning the
development of sediment disposal guidance and the management of confined
disposal facilities on the Great Lakes cannot realistically be completed by the
December 31, 1994, deadline imposed by the GLSCA. In addition, while we
consider existing confined disposal facilities to be worthy of the type of attention
outlined in the bill, we also believe that they pose much less of a risk to the
environment then the large amount of unconfined contaminated sediments that are
currently in place in the Great Lakes system. |f the impact of the bill is to divert
limited resources from in place contaminated sediment remediation to confined
disposal facility certification, the Great Lakes environment will suffer.

EPA is not opposed to concurrence authority on matters of sediment
management, but wishes to note that the Corps of Engineers currently seeks EPA
input and concurrence on most such matters in the Great Lakes. In addition, the
imposition of EPA concurrence authority for sediment management matters in the
Great Lakes Basin, but not for such matters in other waters of the United States,
may lead to significant variations in the government’s response to such matters.

We wish to note one area of potential confusion in the GLSCA. Subsection
2(A) of Section (n) Sediment Load Reduction, implies that the Administrator of EPA
shall award grants to achieve such reductions under authority of Section 319 of
the FWPCA. However, Subsection 4(A) of Section (n) implies that the Secretary of
the Army will award such grants with EPA concurrence. Only EPA is authorized to
award Section 319 grants.
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Q. 35: What are your views on the Great Lakes Federal Effectiveness Act which
would create a Great Lakes Research Council to coordinate research among Federal

agencies? (3’3390 ~ from /0;."_-{ Wﬂﬁ)

A. 35: Research into the ecological processes of the Great Lakes is critical to both
our understanding of the Great Lakes and to our efforts to protect and restore
these unique resources. However, EPA does not believe that the establishment of
an additional committee under the auspices of the International Joint Commission
will ensure the promotion of an ecosystem approach among the responsible Federal
agencies. Rather, the Agency believes such a committee to be unnecessary.
Scarce public resources can be better spent through directed research programs
supporting ongoing U.S. regulatory efforts.
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Q. 36: A) How would you organize and what priority would you give to
geographically-targeted programs?

A. 36: A) Geographically-targeted programs, such as EPA’s Great Water Body
programs in the Great Lakes, Chesapeake Bay and the Gulf of Mexico; the National
Estuary program; and smaller scale Clean Lakes; Near Coastal Waters, and other
watershed projects have been very successful at refocussing attention on water
resources in need of protection or restoration and tailoring solutions to those
needs. Often the larger-scale efforts have involved several Regions and States,
requiring a cooperative team effort to their management. Experience-to-date
suggests that these efforts, as well as ground water protection, should be
managed from the "most local level” embracing the effort, i.e., the Regions if
Regional in scope, or State if intrastate. Experience has also taught us that there
must be a clear lead or chairperson and staff support for these efforts. Based on
our success with geographically-targeted efforts and our need to move to a more
holistic approach to ecosystem protection to resolve our remaining problems, we
are promoting a Watershed Approach (including ground water protection) on a
much broader-scale across the nation. For instance, in the Office of Water, we
define that approach as: 1) viewing the natural resources within a watershed as an
interconnected ecosystem; 2) establishing protection and management goals for
the system; 3) identifying priority problems and implementing tailored solutions to
restore or protect the system; 4} involving and obtaining the commitment of
appropriate stakeholders. The integration of this approach into the way we deal
with water resources is a high priority for the Office of Water.

Q. 36: B) What role would you give to ecosystem research?

A. 36: B) Ecosystem research is a high priority. Watershed management and
geographically-targeted programs are two very important approaches to achieving
long-term sustainability of our nation’s ecological resources. They incorporate the
multimedia and biological system considerations that are essential in order to
restore damaged resources and prevent future degradation. Research is critical for
EPA’s agency-wide ecosystems management initiatives and continuing efforts to
develop biological criteria, new bioassessment protocols, and environmental
indicators, which will significantly enhance the agency’s ability to measure
conditions of ecological resources and to make progress in meeting specific
environmental goals. Other ecosystem research efforts currently underway
include: ecotoxicology (which examines the effects of toxicants on both plants
and animals); ecological restoration; ecological risk assessment and management;
and environmental monitoring.
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Q. 36: C) Would it be possible to better coordinate the work of other natural
resource agencies, such as the Fish and Wildlife Service, NOAA, and the Army
Corps of Engineers?

A. 36: C) Yes, it is possible to have better interagency coordination. This should
be accomplished through all levels of communications and cooperation. We are
doing several things to promote this. High-level management meetings involving
these and other Federal agencies on an ongoing basis are helping to improve
coordination and consistency and particularly helpful in resolving environmental
disputes which cross jurisdictional lines. For instance, | now meet personally on a
monthly basis with the Secretary of the Department of the Interior, the Department
of Agriculture, and the Department of Energy, to foster this type of collaboration,
and our respective staff meet weekly. '

Interagency cooperation/collaboration can be further expanded in efforts
such as joint regulatory responsibilities, mutual science and research projects,
information management systems and data sharing, monitoring and assessment
strategies, and other opportunities. EPA participates in interagency efforts for
ecological protection in leadership capacities, as equal partners, or simply in a
supportive role. Interagency partnerships are also well suited for implementation at
the regional office level, and are occurring in all EPA regions.

Memoranda of Understanding (MOUs), like the one signed between my
predecessor William Reilly and John Turner of the Fish and Wildlife Service, and
long-term personnel exchange programs involving relevant agencies also enhance
agency cooperation and should be pursued. Other programs like EPA's
Environmental Monitoring and Assessment Program (EMAP) maintains more than
20 MOU’s and Interagency Agreements (IAGs) with 12 Federal Agencies:.
Additionally, conferences like Watershed ‘93, which was sponsored by EPA and 13
other Federal agencies, will improve coordination. Other examples include the
National Estuary Program, which involves interagency coordination to address
priority problems in our Nation’s estuaries. In the dredge material management
programs, the EPA and Army Corps of Engineers are working closely together on
several technical guidances and a strategy to address management of dioxin-
contaminated dredged materials.
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Q. 37: A recent National Law Journal study, released on September 21, 1992,
reported that superfund cleanup activity began from 12% to 42% later at minority
sites for over half of the ten autonomous regions. How does Region 5 compare
with those statistics and what other comments do you have on this matter?

A. 37: The National Law Journal (NLJ) reported that in six of EPA’s ten regions,
the pace of EPA action from discovery of the site to the beginning of cleanup is
from eight percent to 42 percent faster at white sites than at minority sites. The
NLJ found that in one EPA region, the pace of cleanup for minority and white sites
was even, and that in three Regions, the cleanup began more quickly at minority
sites. For Region 5, the NLJ found the pace of cleanup from discovery to cleanup
was 13.8 years for minority sites compared to 9.7 years for white sites (42
percent longer at minority sites.) '

There are several methodological flaws in the NLJ’s work that call into
question these results. For example, the NLJ relied on the ZIP codes as a
surrogate for location to determine the demographics around a site. In some
cases, ZIP codes represent a mailing address but not the actual location of a site.
Another example is the use by the NLJ of discovery dates that were well before
the Superfund taw was passed and therefore before Superfund action was
possible. Also, the NLJ did not look at other site variables that affect cleanup
decisions such as type of site.

It is important to note that these flaws in the NLJ analysis do not explain
why the NLJ found cleanup activities take longer at minority sites in some regions.
The NLJ has raised an important issue that needs to be examined carefully. For
this reason, EPA is making a serious commitment to determine whether inequities
exist in the Superfund program. We are using the most current and reliable data
available to study the demography around Superfund sites, and comparing these
data with the historic performance of the Superfund program. By this summer, we
plan to link minority status with site variables such as time from discovery to first
removal activity, and type of remedy selected to determine whether there are
biases in the program.

In addition, the Agency is taking a proactive approach to equity by providing
site decision makers with demographic information early in the site identification
process.. We believe that getting this information out early will provide '
opportunities for EPA to improve communication with members of minority
communities.
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Q. 38: What environmental equity strategies are being developed for the Great
Lakes region by the Office of Environmental Equity?

A. 38: The Office of Environmental Equity is particularly concerned with the heaith
effects on minority and low-income human populations resulting from the
consumption of contaminated fish. The Office of Environmental Equity is
addressing equity concerns by coordinating with the Agency for Toxic Substances
and Disease Registry’s (ATSDR) Great Lakes Human Health Effects Research
Program. The goal of this program is to:

1) Identify human populations resndlng in the Great Lakes Basin who may be
at risk due to higher comsumption rates of fish contaminated with pollutants
present in one or more of the Great Lakes, and to prevent any adverse
health effects. In particular, Native Americans, African Americans, and
Asian Americans are believed to be at risk due to their high subsistence and
cultural fish consumption rates. In addition, fetuses and nursing infants of
mothers who consume contaminated Great Lakes fish are believed to be at
risk. The Office of Environmental Equity is coordinating its involvement with
EPA’s Office of Water, Region 5 offices, and the Great Lakes National
Program Office.

2) Enhance training and awareness of Federal, Tribal, State and local
officials dealing with minority and low-income populations believed to be at
risk due to their high subsistence fish consumption rates;

3) Support the collection of demographic and research data which identifies
- the populations at risk and documents the specific health effects;

4) Encourage the dissemination of outreach materials, public notices and
public hearings in multi-languages, where appropriate, to make information
more accessible to non-english speaking populations living in the Great Lakes
Region;

5) Review and monitor all reports involving equity issues from the Great
Lakes Program and;

6) Provide consultation to the Great Lakes staff on equity matters.
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Q. 39: Under Superfund, how are submerged sites treated in the hazard ranking
system? How many submerged sites are currently on the National Priority List?

A. 39: The evaluation of sediment contamination at Superfund sites is an area
that has received increasing attention as public concerns, health impacts, costs,
and challenges of remediation have evolved. The original Hazard Ranking System
(HRS) [the primary tool used to support the placement of sites on to the NPL] did
not explicitly evaluate contaminated sediments. However, surface water
contamination was evaluated and sites with contaminated sediments could be
scored under the surface water pathway. . In revising the HRS, the EPA has made
the evaluation of contaminated sediments more explicit in the following ways:

® Sediments are evaluated to determine if contaminant levels are above
background. If concentrations exceed background levels, additional points
are assigned in the site scoring.

e Sites that show contamination levels above background levels are also
evaluated to determine if concentrations exceed levels that exceed
risk/regulation based cleanup goals. These goals include cancer and non-
cancer risks.

° Chemicals that have a tendency to bioaccumulate receive additional points
within the HRS scoring process.

The first two bullets reflect evaluation processes that are consistent with the
evaluations that are performed for all pathways in HRS scoring. The consideration
of bioaccumulation is also provided for the surface water pathway evaluations as
they evaluate water contamination. Thus, the revised HRS provides explicit
consideration for the evaluation of contaminated sediments. The evaluation of
contaminated surface water is an area that has received considerable attention
during the revisions to the HRS. Results from the scoring of field test sites
indicate that the current HRS should provide slightly more points to sites with
surface water contamination than did the original HRS. The pathway is divided
into the Drinking Water, Food Chain, and Environmental threats. Thus between
the changes to the HRS in the area of surface water and contaminated sediments,
sites with either surface water contamination or contaminated sediments should
receive higher scores. '

Over 90 percent of the sites scored with the original HRS are adjacent to
surface water bodies. Less than half of the sites scored with the revised HRS
were identified through the scoring of sites. It is reasonable to expect that scoring
for the surface water pathway would lead to an underestimate of sites near
surface water because pathways are not likely to be scored unless data is available
and scoring is expected to lead to a noticeable contribution to the overall site
score.
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There are also a group of sites that have been associated with radioactive
waste in the ocean. Several of these sites have received repeated attention.
These sites include the Farallon Islands, which is over a 100 miles off the
California coast from San Francisco, and several sites off the East Coast.
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Q. 40: Last year, | introduced legislation (S.3336) to establish a pilot program for
the government to acquire and demonstrate the use of products made from
recovered materials in the construction and retrofitting of Federal buildings. What
thoughts do you have on how to best make this a successful pilot program? Will
you work with the Committee to help craft and implement this proposal?

A. 40: EPA believes that its current Design and Construction Program serves as a
model for acquiring and demonstrating the use of products made from recovered
materials. All newly constructed EPA facilities not only require use of recycled
products through Agency procurement policy, but also utilize other pollution
prevention initiatives, such as water conservation, and energy conservation
features utilizing a "green lights" approach. '

EPA would be delighted to work with the Committee to help craft and
implement this proposal. :
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Q. 41: Ms. Browner, in October, 1992, GAO reported to this Committee on the
status of efforts to protect workers from asbestos hazards. Some of its
conclusions included the fact that no single agency is responsible for maintaining
information on asbestos materials in buildings, no agency surveyed was fully
implementing either the EPA’s recommendations for managing asbestos or OSHA's
requirements for protecting against potentially harmful exposure, and only two of
the agencies visited have issued guidance to worksite managers informing them of
what actions to take to manage asbestos. Would you comment on the status of
EPA’s efforts to improve this situation and what you will do to help ensure that
workers are adequately protected against potentially harmful exposure?

A. 41: EPA continues its strong support of programs helping to ensure that
workers are adequately protected against potentially harmful exposure to asbestos
fibers. Some of that support is in the form of guidance documents and
recommendations; other support comes through regulation. EPA staff meet
regularly with other Federal agencies at meetings such as the Federal Asbestos
Task Force (FATF) and the Asbestos Design and Development Initiatives Group
(ADDIG). New EPA regulations and guidance materials are discussed.

1. OSHA has primary responsibility for regulations applicable to employee
exposure in the workplace. However, because OSHA lacks jurisdiction over
workers in the public sector, under the EPA Asbestos Worker Protection Rule
(WPR), EPA extends coverage comparable to that of the OSHA asbestos standards
to State and local government (public sector) workers in 27 states. (23 states
extend OSHA regulations under OSHA-approved state plans.)

The current (1987) EPA WPR provides worker protection coverage only for
asbestos abatement projects. A revision of the WPR, now undergoing Agency
review, will extend all of the coverage provided under the OSHA Asbestos
Standard for the Construction Industry to all public sector workers in the 27 states
covered by the EPA WPR. Protection will be provided for all "construction work
activities,” including building operations and maintenance, repair, renovation,
demolition, and removal work, where asbestos is encountered in the workplace.

Also, EPA’s revised Model Accreditation Plan (MAP) will extend training and
accreditation requirements to workers and others who are not now required to
have extended training.

2. EPA provided financial support and staff oversight to the National Institute
of Building Sciences (NIBS) in their development and publication (September 1992)
of a new guidance manual. The NIBS "Asbestos Operations & Maintenance (o&M)
Work Practices” manual is a practical supplement to the Agency’s 1990 guidance
manual, "Managing Asbestos in Place” (the Green Book). With the guidance
provided to building asbestos program managers and workers, and with the
detailed, specific, and appropriate work practices for asbestos 0O&M workers that
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are set forth in the new manual, EPA believes this represents another major step
forward in worker protection.

3. EPA has increased its communication with OSHA to help coordinate issues
of mutual concern to both agencies as OSHA works to revise their asbestos worker
protection regulations. We anticipate publication of OSHA's revised standards
sometime this summer. :
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Q. 42: I'm interested in your thoughts on how the EPA can better address
environmental problems on Indian reservations. Would you agree that a major
problem is that more resources need to be targeted for enforcement and technical
assistance on reservations? '

What percentage of the EPA’s funding and staff are targeted on Indian
Tribes? '

A. 42: EPA currently provides resources for environmental protection on Indian
lands in three ways. First, it provides resources through Congressional '
appropriations and set-asides such as those provided under Section 319 and Title
VI of the Clean Water Act (CWA) and funds appropriated in support of the multi-
media/general assistance program. Second, EPA provides resources through
regulatory set-asides such as the up to 3% of CWA Section 106 funds that are
set-aside under that Act’s Indian Program regulations. Finally, individual EPA
offices review their grant funds on a yearly basis and include tribes along with
states within their discretionary programs.

Currently, 100% of EPA’s multi-media/general assistance funds go to tribes.
Other program funding directed to tribes include: about 2-3% of the funds for
state, local and tribal programs, about 0.9% of the Agency’s Superfund monies,
and 0.5% of the wastewater treatment construction funds are reserved for tribes.
Approximately 0.8% of EPA’s FTEs are used to support the Indian Program. EPA
has increased its support of tribal programs by over 600% since the adoption of its
Indian Policy. As tribes continue to develop their capacity to participate in EPA
programs, the Agency will need to continue to increase its efforts to support the
development of tribal regulatory systems.
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Q. 43: In light of the magnitude of environmental problems in Indian country,
would you have a recommendation for an appropriate policy position to address
them if the EPA becomes a Department?

A. 43: In 1984, EPA was the first Federal agency outside of the Bureau of Indian
Affairs and the Indian Health Service to adopt an Indian Policy. The Agency’s
policy recognizes the sovereignty of tribal governments and commits EPA to
working with tribal governments on a government-to-government basis. If EPA
becomes a department, these basic foundations of the Agency’s Indian Policy will
be the cornerstones of any Departmental approach which the Agency will take in
the conduct of its affairs with Indian nations.
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Q. 44: Do you feel that Natives Americans deserve a voice and a strong advocate
at the policy-making level of a new "Department of the Environment?”

A. 44: For the past several years EPA has had individuals in the role of Special
Assistant to the Administrator who have advocated the inclusion of Indian tribes in
all appropriate areas of the Agency’s programs. If the Agency is elevated to.
Departmental status, this advocacy role will, along with other appropriate program
areas, be reviewed to determine how it can best be institutionalized within the
framework of the new Department. To facilitate the process of ensuring an Indian
voice as the Agency implements its Indian Policy, and in support of the President’s
policy of having government reflect the essential character of the American people,
the Agency will increase its efforts to recruit qualified tribal members to occupy
positions at all levels within the Agency, including those that develop policy at its
highest levels.
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. Q. 45: Isn’t it both reasonable and necessary to have one of the ten Assistant
Secretaries called for by this bill to be responsible solely for environmental policies
and programs affecting Indian tribes and lands?

A. 45: The EPA Indian Program is an important function that cuts across all of the
Agency’s major programs to help protect human health and the environment. |f
the Agency is elevated to Department status, it will review its current structure
and the legislative mandates of both its program-specific and cross-cutting
functions to determine how to most effectively employ its human and financial
resources to meet its statutory obligations.

61



Q. 46: The issue of what the economic costs and impacts of environmental -
regulations on the public and businesses is being increasingly debated. Can you
inform us how you will act to see that these concerns are properly evaluated by
senior policy makers at a new Department of the Environment? lIs this an issue of
great importance to you?

A. 46: The issue is indeed of great importance to me and EPA. Since the passage
of the Clean Air and Water Acts in the early 1970’s, EPA has issued periodic
reports on the economic costs of air and water pollution control expenditures. The
most recent of these reports, entitled Environmental Inv :

Clean Environment, was issued in late 1990, and updates are planned for future
years. This report summarizes the pollution control costs in all media for which
EPA has responsibility for both the public and private sectors. Since the 1970s,
EPA has also prepared comprehensive economic cost and impact studies on each
major regulation, as have most other Federal regulatory agencies. These reports
are used by the Agency and other Federal agencies in evaluating most major
proposed regulations before they are issued.

These efforts will be intensified under the new proposed Department of the
Environment so as to assure that the costs and impacts of new proposed
regulations are given the attention they deserve both before and after regulations
are issued. | also plan to insist that these reports, once prepared, be given careful
attention by senior Departmental policy makers to the extent allowed by law.

Although environmental pollution control regulations cannot be made
costless, | can and will insist that the costs be held to the lowest levels consistent
with the laws under which we operate and the protection of the environment. By
preparing and using these reports at both the regulation level and the program
level, | believe that the environment can be improved while not increasing the
costs of environmental protection beyond the capability of our economy to pay
them.
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Q. 47: One area | believe you will need to watch very carefully is the
environmental problems that exist at military bases in the U.S. that will be
converted for civilian purposes. Do you have a plan to work with the Department
of Defense to address environmental problems for the large number of military
bases that will be closed in the next four years?

A. 47: Yes, EPA has a plan to work with DoD to address environmental problems
at closing military bases. The plan is to: 1) define the Agency’s mission relative to
base closure; 2) define and build the type of organization/infrastructure to carry out
the Agency’s mission; 3) secure the resources to build the program; and 4) address
environmental issues associated with base closure. This response focuses on the
mission and some of the steps taken to address the many issues associated with
base closure. ' '

. The mission of EPA’s base closure program was defined in 1991: to protect
human health and the environment and return closing bases to safe and productive
use as soon as possible. Fundamentally, most of the issues associated with
accomplishing the mission can be distilled into two overriding interrelated
problems: expediting property transfer and accelerating site cleanup. The
following are only several of many actions that have been taken to address these
issues:

EPA and DoD co-sponsored a series of conferences entitled, "Military Base
Closure: Accelerating Environmental Restoration.” The conferences served as
forums for improving communication between DoD, EPA, states, local
communities, and other interested parties to facilitate cleanup and redevelopment
of closing bases and help resolve issues affecting the base closure process.
Conference participants met to discuss acceleration initiatives, risk management,
real estate and redevelopment, remediation technologies, and the development of
standardized techniques relative to hazardous waste cleanups at closing military
bases. The team approach, i.e., the close working relationship among the
regulators and the installation project manager, was stressed throughout the
conferences. The conferences demonstrated that by investing in a team approach,
EPA, DoD, and the states can streamline and accelerate cleanup at closing bases.

EPA has also worked closely with DoD to develop procedures for identifying
uncontaminated parcels at closing bases so that the parcels can be made available
for reuse as quickly as possible. EPA is also working with DoD to establish
procedures for the transfer of remediated parcels and leasing of contaminated
parcels.

Finally, pursuant to the National Environmental Policy Act (NEPA) and
Section 309 of the Clean Air Act, EPA reviews NEPA documents and provides
comments to the Armed Service branches regarding the environmental affects
associated with proposed base reuse and disposal.
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Q. 48: President Clinton has promised a reduction of 100,000 jobs and a 14% cut
in Administrative costs of. Federal Departments and agencies. Can you comment
on how you will achieve these reductions without compromising the integrity of
environmental protection programs?

A. 48: The Clinton Administration’s deficit reduction strategy is a long-term plan
which will be implemented over a five year period, from FY 1993-1998. In the
short-term, EPA has taken its share of reductions equally across the board. In FY
1994, EPA has limited spending in some areas, while focusing valuable resources
toward critical environmental programs. Through these efforts, EPA will be able to
attain the savings necessary for sound economic growth while securing a safe and
healthy environment for future generations. In addition, EPA is currently in the
early stages of planning a base program review of EPA activities. This review will
help us compare resource expenditures with national environmental priorities, as a
basis for future budgeting efforts.
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STATUS REPORT
SEPTEMBER 21, 1993

DEPARTMENT OF THE ENVIRONMENT ACT OF 1993
(EPA Cabinet Level Elevation)

* As of May 4, 1993, this act (S. 171) passed in the Senate and
was sent to the House (H.R. 109) for deliberation. Since then
there have been no listings of significant testimony or actions
taken to further its passage in the House.
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U.8. ERVIROMMENTAL PROTECTION AGENCY
BEPORE THR
GOVERNMENT OPRRATIONS COMMITTES
UNITRP BTATES BOUGE OF REPREERNTATIVES
MAY 6, 1993

Y om homored to teatify bofore you twday in suppust uf
creating a Cabinet Dapaxtment of the environment, and to affimm
thig Adminietration's commitment. to improving environmental
quality. 1 commend ?ﬁ: leadarship that this Committee has
demonstrated in pursuing this matter. The Administracion supports
elevation of EPA to a Cabinet Departmgnt and will provide our
comments to Chairman Conyers' legislation con¢e it is introduced.

¥ie al) phare a SLIOKY commitment to tChe environment.
Bnviremunental qual‘_il:y 1s dusxtricably linked to oux Nation‘s and
the world's hopes for a bettex quality of life. However, withQut
an adequate ingtitutrinnal framewvork, even principled commitment can
be rendered abstract. The question ig not wheLher to create a
Department on the environment, but when. The anawer is now, at the
beginning of this nation's third decade of Fedéeral envirommental
protection--a decade in which we will move from command and
control, media-specifid™wregulation to alternative A&pproaches

oviented townrd pellution pisvenlluu, ecvusystem prorection, anda

Y28 /Mﬂa
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incentive-based policigs. Tt ip time for a Department of the
enviroament to function ae a permanent and equal partner in the
President's Cabinet, inteyral tu auy eyuation of Federal decigion-
making. rum

In the past ‘twenty years, this country created most of itp
existiang environmental lafrastructure and body of law. 7o be sure,
the wnsticnal debute amoug Pederal, 6State, Local and Tribal
governments, industry, and the public on epvironmental macters has
Lot always been successful. Nevertheless, significant progress has
been achleved., The ali, water, and land aze gemonatradbly cleaper
ag & xesult of our “joint efforis, Our "vamwnand and coRLiel”
approach has worked well, but has tended teo focue on a Felatively
srmall number of large puint sources of pollution. In addirfon, its
limited scope dgnoree creative uopportunitiss for pollution
prevention and ecosystem approaches,

The facts show thaue have had tangible succesges in some
areas, thar we are learning to better snticipate and meet new
challeugew, sod Lhal our successes depend very much on cooperation
among the partiea: gevernments, business, and Lhe pubklic. Yel vus
many environmental successes tometimes ocom dwarfed by the growing
agenda of envi ronmental challenges, both domestic and
international.

1993 iz a pivotal point in time. We have Lhe oppeortunity now
to establish an environmental infrastructure ready to meet the
Challenges Of the 21st century. We undezscand that we live in an

eneormoualy cumpleux globul ecosygtem: "A0lving" one environmental



AR-AS/93R A 55 MR | RDARDT AR

' 08/04/0%  20:33  &202 280 5185 EPA CONG LIASON -+++ PETERSON a_nouou
' Cmin

problem can create a new one. Clean-up of purface water has
contaninated ground water, and solutiones to ground pollution have
Polluted the air. Aacuions taken by one country can affect the
health of the citiscns of anmothes, thuusandy of miles away, &nd ror
genorations to come,

We aleo know that aseessmant of epvironmental achisvement ip
& relative measure: our "successes” are meaningful only in rerma
of reducing overall risk. We¢ have learned that we must not limit
oursalves to clean-up, but musl also seek to prevent pollution ac
the source. We mus. adopt a comprehensive and underatanding
approach Lbat avoidu-‘mti‘xg;mxdad conpegquences Of Our actiohd andg
deciplonz. We muet foroc ourselves to address long-term and not
jnat ghort -term consequences, We muat move ‘upgtream" and examine
individual pollution gources aa alements of larger systems.

- Preventing pollution by elimination or reduction of waste at the
source is key to this Administration's commitment to providing a
bealthy economy that meets our needs today, while preserving ﬁhe
environment for our ¢hildren ana future generations o enjoy.

A Cobinet Department of the envirunment will be well-
pomitioned to accelurate ¢fforto te integrate pollution prevention
and multi-media decision-muking into :asulacoiy ang c¢ompliance
programs Government-wide, to pramote the use of incentive-based
policies, to improve technical assistance to small busineases and
communities, and to en“c.z?mrage corporate commitment to clean
mapufacturing processes and green products through dinnovative

programs. A Cabinet that includes an epvironment Dapartment will



85-85-93 @9:35 OMB LRD/RDI pa?

"o8/04/83 20:03 .'202 260 D18D EPA CONG LIASON -4+ PETERSON Roos 01t

ensure that the enviromment is fully engaged and integrated into
the President's examisation of, and decisions oo, national and
international issues.

Iu 1993, concern for the weavironment arfects individual,
corperate, and goverumeashl behavier. The pation's savironmental
ethic han evolved and iw takeu seriocusly across economic¢, eultural,
geographic, and governmental wectors. ﬂbm: an civil. rights iggues
gripped our nation in the 60's, and puclear/ecold war comeerna
dominated the 70's and 80's, integration of economic and
eavirenmental policy has seized the public'p attantion in the 950's.
A 1992 Roper/Juliisoun poll vy enviroumental Denaviof indicartea that
60% of the population of Morth America is concermed about the
envirenmant .

Ve maet today at a unigue time in higtory--a time vhen modern
concerns about enviroomental degradation are coming face-to-face
with age-0ld concerng &bout racial and economic discrimination.
Today, We realize that these historically separated igsues
interrelate. Environmentél degradation and digcrimination combine
a0 o fundamental issue; "eavironmental eq Justicer.

At the beginning of the environmental movament in this
country, thes concept of unviromn.nr.ail justice was rarcly discussed.
Tt was widely presumed that epvironmental viak was blind, tﬁat it
posed similar problems to all people, regardless of thair ranial or
economic differences, There ia po longer any doubt that as we
undertake programs to reduce Yigka, ve must explicitly recognize

the ethnic, vvuvuoumlic, and cultural makeuyp ©f the people we are



25,8533 @3:55 OMB LRD-RDI

283

" 08/04/8) 20:34 TrL0e 200 baes EPA CONG LTASON +4+ PETERSON Bons/ntk

. -

Y e m—

trying ro protect. Wa now believe thst people of color and low
income are disproportionately affected by some envirapmental risks-
-the risk of living near landfille, incinerators, or hazardous
vwapte sites; the risks posed by lead oxr asbestoas in old, poorly
maintained houeing; uhe riek Of exposure to pesticides inm rfarm
fields; and the risk of ecating contanminated fish when fish is a
mainacay of their diet. »ws

Wo ﬂﬂuﬁ;‘}'mve begun o address these iswues. Over the past
three years, BPA has established an Office of Environmental Egquiry;
we have expanded cur education and outreach programs to commuuities
of color and those of low income; and we have increaved technical

and rinancial assistance to commubities with speclal environmental

coucerne. Bul we must de mora.

I have made enviroomental justice one of Sowr key policy
themes of my ARdministracion, [CB Dacision: gstate intantien to
redefine an Office of Environmental Justicevr?] Environmental
justice must be woven into all aspects of EPA operations:
rulemaking, permitting, emforcement, aducation,and outreach. Our
program offices are exp&r;ding their data collection efforts in
cormunities located near large sources ¢of pollution in order to
lielp us assoss lealbh impaciy, The FPresidenc's FY-%4 Dudget
includes §15 million to addresa lead paint concaminatiun in urban
¢ities. We are locking at new ways Lo tazget inepections,
enforcement, enmpliance monitoring, and pollution pravention
projects in these communities. Enviruvnmental jumtice must he

considered a shared responsibility in the actions of all Federal
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aygencies and ultimately at the state, local, and Tribal government
level. To thie end, we™mve acted to implement the Preaident's
Earth Day announcsment by establishing an :Lutetagency group Lo
address environmental justice issues aczoss all Federal agaoucies.
¥e have yecently finmlized an interagency agreement with the
Department of Commerce, tha Department of Hovming and Urban
Development, and the District of Columbia government to Create
‘entrepreneurial and job opportunities to build and sustain a *green
movamant" throughout the inoner city. On another fromt, we are
workinyg with Federal health agencies including.... LO strengthen
the scientific and health effects data related to communities of

celor and those of low income.

\or
We have initiated thres envirconmental justice projecta with C/D\b ®

the Department of Justiqe. First, we are vorking with the Civil
Rights Division using its computerized database to identify and
avaluate low lncome and communities of coloxr. We are working with
the Environmental Diviaion to identify ongoing litigation ih which
enviromwsalal Jjusticve yusls cau be Llmplemeanced. We aleo are
exploring a possible agresment with the Department of Justice
Comnunity Relacione Service tu provide outreach, mediation and
conciliation to commmnitien affected by sources of poliution or
contamination whexre racial or ethnic concerns are involved., We
hope to make the EPA/DOJ relationship a model tor working wich
other Pederal agencies, collectively drawing wpon our individual
areas Of expertige to Addrese the epectrum of challenges presented

by environmental justice needs.
L

8a9
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J;/){ Fipally, I am comitted to making EPA'S WOrKforce wove
Y culiurally aud zeviully dlverse. If BFA 1p expected to Dbe
gonsitive tu the environmental risks facing all races in thie
country. then RPA'm workforce must reflect the cultural diversity
of the nation as a whole. ©President Clinton, myself, aund this
Admipistration share a deep and enduring commitment to fairness and
environnental equity aand juetice.

Public access tO information and environmencal education are
linchpings to making enviroumental equity, poullucion preveatluu, aud
waste reduction work. EPA long hap been a proponent of public
accenr, and has been a leader in the Rederal government in this
area., Public access to snvironmental information is fundamantal to
increasing enviromnmental ¥wareness, and epurring the public and the
regqulated community to greater envirommental respopaibility. The
Toxice Release Iuventory created by Title III of SARA clearly
dempmstrates how periodically reported information Dbuilas
individual and corpoxate responsibility across this country.

Experience has shown that sharing information with the public
advances the mimaion of the Agency by leveraging additional
environmental protectiou efforts at the grass roots level. This
contributes significantly tu the public'e underetanding of our
programs, and builds support for our deciploms. 50 many of our

personal choicee--what we Duy, how we transportl ourselves, how we

dispose of our waste--affect the environment, our health, and our

economy . e
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EPA has made mubstantial progresas lu making ite intormacion
available to the public--dcapite a myriad of leylslative mandatecy
and strained rescurces. T am committed to expanding BPA's atfur;a
in information inhngratrgz and making our infarmarion more eagrily
accessible by the public.

The Department must 3180 serve as a model for responeible
fiscal practices and responsive, accountable management. Financial
integrity and sound reapurces management are critical to fulfilling
our eavironmental wmiesion and to esafeguarding the Laxpayex's
dollar. The EPA of today is a highly leveraged Agency, fodoused
increaaingly on complex, crosm-cutting health and environmental
issues. I have made a comiiment that resources managemsat will be
a cornerstone of my Admipmistration, Our financial eyatems and
processes must be designed to meet the highest standards of
effectiveness, Lo satisfy idenritied customer requirements, and to
sUppOrlL program nesds. wwi) Lestifyloy ua Lhds iswue A March, T
outlined three major themes Lo integrate management wich migslion at
EPA: we will develcp an overall management scheme and measures £or
success, ctonstruct a rigorous aystem of ancountability, and
establish clear standards of discipline, I have already begun
several initiatives to make these themes a reality, dincluding
focusing the highest levels of the Agency on all aspects of
managing financial resvurces. I want to instill ap Agency culture
thal suppusts both the letver and the spiric of The acquisirion

sules and regulations; Y want to develop preveutlon-based
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_ epproaches; and X want Luw wake financlol integrity am integral pasrt
P,J)/_ of our everyday work ethic. .

j,/ I support efforts to reform contracte management, particularly
| in the area of large umbrella contracty and the use of
subcontractore., Reforms ghould limic “contract shopping® in the
Agency, and elihinate the Jimproper practice of directed
subcuntracting. ITu eddit™ion, I suppost the efforts of thw congress
to¢ address inherently govcramental functions and to define
rescrictions on allowable costs on a Governmentwide basis as a
matter of good govermment. I am committed to moving the Agency
forward to safeguarding our environmental programs, achieviog our
mission goals, and uphelding the public trust,

In the same spirit of improving our financial managenent, 1
believe that a Commigsion chat would addresp organizacional,
cfficiency, and cross-media issues could play & useful zaole in
enhancing coozdination of the Department's effortp to protect
public health and the anvironment. T look forward te Commission
recommendations on management improvements and efficiencies among
the Department's prograpgs.

EPA increasingly is called upon to focus its attention on
iaternational environmental ismues. EPA's international
enviroumental programs provide c¢ooparation with and technical
sxpertise to doveloping and newly Qemuvczatly couutries and our
industrialized partnere. Cabinet status will be important tc make

tha haad of BPFA & peer with Cabinet colleagues in foraign

environment ministries and promoting internaticvmal cooperation on
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the envizonmeut. Tt wlll alev maxe BPA a wore ecffactive
Gollaborator with wother Cabinet beparcments iavolved im
international environmantal activities, ineciuding UNCRD follow-up,
programs in Central and Bastern Burope and the former Soviet Uaion,
and envizonmental cooperation with Mexico.

Environmental protection is not a mere gootnote, but
encompasses all of the Barcth's resocurces and human actlvity. Its
fiouL-peye, baoner-headline news 1s woven throughout newapapecs,
sciencific and medical j?\rmls, and bupinces and law publicationeg.
It shapes our deidly thinking, strategies, and budgets in every
conceivable issue ared. We are moviug beyond' thinking of
environmental gquality as a luxury or as a hipdrance to economic
growth, The growth of our econamy depends on the availability of
& Clean, sare environment aod the iong-term availability of vatural
Tepources. We can best juln Ghe need fur beleucluy growth and the
environment by unleashing American ingenuity and creativity to
revive our economy and create a new generation of environmental
technology--which will make us more competitive in a fast-growing
international marketplace.

I stxongly believe that eanvironmental protection and economic
growth are not incompatdide. Bnvironmental opportunities can be
economic opportunities. The Roper Qrganization's 1992 Green Gauge
Pull shouwed Lhat o wslrong majoriiy (63%) of americans believe
cconomic development ond cuvironmental pxotection go hand-in-hand.
The 80's have shown us that spvironmental actien or inaction has

economic consagquancas, in turn affecting our anvirommental and

10
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pusiness choicea in & never-ending cycle of causa-and-effect.
Koney epent by couupunuies to comply with environmental laws and
regulations translates .:x;t:o revenues and jobs for other Amcrican
businasses. For example, the Clean Air Act Amendments are the
latest sxample of how Congressional and BPA action can drive major
ecopomic growth in the pollution coutrol sector.

Our experience over the last few monthe in fashioning che
president's econamic plan is 1llustrative ¢f the role that
eoviroomental considecetiwns should play iu our Pederal decislon-
making process. A the numerous options for cnergy taxes wers
explored, environmental concerns and impacte were annlyzed in a
matrix alongeide energy, aconomic, social, and trade
considerations, This Adminigtration is committed ¢o identifying
the dynamic relationship between economic and emvironmental needs
and to ensuring that envizronmental assets are reflected in our
accounting of national mrbciug.

Any etudent of democracy aud public pelicy must acknowledge a
migsing building block in the livl of strugtures in thc top tiler of
the Federal government. Currently, BPA mita in the Cabinet room at
the Pregident's invitation, but President Clinton agraees that we
should validate its presence as a statutory matter, regardlegs of
who Bits in the White House Oval Office. Yt is cime for a
permanent chair at the table, institutionalizing the enviropment as
a critical ingredient in the wix of any Federal decision-making.

BPA ag an institution ip grappling with today's challeuyen,

but the BPA created by Reozganization Flan Number 3 {im 1970 is

11
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positionad now to function as more than a regulatory agemcy. This
Administration embraces successful new approachee and the essential
dysanic of eavironmental managament handled in partnership across
Department and goveromental lines. An environment Department will
work clomely with both ita Cabinet counterparts and ics 8tate.
lacal, Tribal, and other government partners, and remain responsive
to the individual citizen. We must rely carefully on sound science
and repearch (g belter understand egovironmental issues such as
biodiversity, global climate change, envirvnmencal equity, zisk,
and persistent toxic chemicals, and to better devalop policy and
solutions. An envircrmdmesDapartment must be & model environmental
stevard borth domastically and intarpationally.

Both oQur natiopal envirommental ethic aud Lhe nature of the
ecosyatem itgelf tell us thar the President's Cabinet c¢urrently is
incomplete. Ip today's world, a successful strategy f£6r any public
podicy issue regquires & cohprehensive perspective that ¢ropscs
treditional Departmental boundaries. There is virtually no such
thing av a policy or problem that doas not have environmental
aspects ox that is simply *environmental®. A sound approach to the
environment is essential to the success and sustainability of our
Nation's economic, pocial, and trade policies. The President's
Cabinet must be able to function as a collaborative and
interdependent mechanig.n‘ integrating the best publie policy
thinking across Departmeat Jlines, It i1s not enough that

euviropmental conslderations be part of Cabinet discussions: the

12
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enviroument sust be u';exmn itw own right as an egqual prioricy and
member . '

Publie concern about the enviromment dArivae our need to
consider how all of ocur policiéa affect guality of life for
ourpelves and our children. A 1992 survey conducted for the World
Wildiife Fund by Peter D, Hart Research Associates found that
America's youth are among the most environmentally CORBcious and
cancerncd oegment of our population. As wur children, pre-
kindergarten through cellegs, study the structures that define our
democracy and govarnment, I want to make sure that an environment
Departnment is part of their original understanding of what maker
our Nation strony. In addiciomn to our children, students of
democracy everywhere iseathe world should comprehend that an
environment Leparcment is key to Amarica's identity. The United
States should join Lhe amjority of our major parcnere who count an
environment miniptexr am an equal amoag the top govermwent Ciel,
Nnt. to da mo sends the wrong message about our government's
priorities here at home; it algo prevents uvs fram asserting the
kind of leadership that Lhe rest of the world is looking to na to
provide on enviroamental problems affecting the em:iré planet.

in conclueieon, I assure you that the creaticn of an
envizromnent Cabiner Pepartment means more than a new chair. As
public efficials we must judye wurselves not only by what we
accomplish today, but by the legacy we create for tomorziuw.
Joining the Cahinet ensures direct. access te the Frupideat, and

consequently, a voice on behalf of cirisens concerned about the

13
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enviroument their children will inherit and inqustly seeking to
mesh efivivonmental and lusinase concains.’ An  epvironment
Dapartmant 's involvement in the Federal government's domestic and
international agenda will improve the quality and efficiency of
Faderal decision-making ms the Cabinet addresses all of the
Nation's challenges. Crealion of an environment Department signals
at b and abzovad the highest commicmént 6: the United States to
anvironmental stewardship. (Closs with guote Irom President

Clinton's Barth Day spoach?)
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Part I: Executive Summary

If the U.S. Environmental Protection Agency (EPA) is to play a
leadership role in protecting the environment in the 21st century, the
Agency must fundamentally reevaluate and redefine its identity and
mission. Regulation of specific environmental media, a principal focus in
the past, will not be sufficient in the future. The Agency can make its
greatest contribution by seeking to improve the nation’s stewardship of
natural resources and seeking to build a more efficient and environmentally
sustainable economy.

In practical terms, a focus on stewardship and sustainability implies
a fundamental reorientation and reorganization of the Agency. The Agency
must position itself to help set, not merely react to, the national
environmental agenda. Policy innovation, education and public outreach,
and science and technology must become central activities. It must
increasingly work closely with, coordinate, and support the environmental
and natural resource activities of other federal agencies. The Agency also
must broaden its vision internationally. These new institutional imperatives
are summarized in this report in terms of seven critical, interrelated
challenges the Agency will face as it prepares itself for the next millenium.

LEADERSHIP AND VISION

Challenge 1: To create a national vision of an environmentally sustainable future
Challenge 2: To exercise a leadership role in environmental education for all segments
of society
BEYOND REGULATION
Challenge 3: To move beyond the current regulatory approach, characterized by

Challenge 4:

command-and-control and defect-finding, with pro-active policies such as
market-based incentives and voluntary programs that encourage the pursuit
of excellence

To broaden the Agency’s mandate, goals, and orientation to include not
only pollution control and prevention but also resource protection,
preservation, and sustainability
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Challenge 5:

Challenge 6:

Challenge 7:

INTERNAL MANAGEMENT

To create of a world-class scientific capacity within EPA in order to give
the Agency the ability to develop and utilize new knowledge and to serve
as a catalyst for technology innovation critical to achieving the nation’s
environmental objectives

To play an expanded leadership role in the international arena

To become a more responsive, efficient, and innovative organization
through changes in internal structure and improvements in management,
in order to be able to meet the challenges ahead

Meeting these seven challenges will be difficult. In part, EPA’s
success will depend on factors external to the Agency, including actions
taken by the President and the Congress. Yet much depends on the
leadership exercised by the Agency itself. Avoiding the hard decisions
necessary will ultimately cost the nation and the world dearly in
environmental quality.

The world is now at a critical environmental juncture. Many
existing environmental problems remain unresolved. Economic hardships
here and abroad could weaken support for environmental protection. Rising
consumption, burgeoning populations coupled with poverty, and unwise
patterns of industrial development could still further degrade natural
resources and the global environment. New environmental problems and
concerns are likely to emerge.

At the same time, there are unparalleled opportunities for progress.
Public interest in environmental issues has never been higher. Scientific
understanding of environmental problems is growing and a wide range of
promising new technologies are under development. Innovative new
policies are being proposed and tried. There is increasing awareness that
long-term economic success and environmental sustainability are closely
coupled.

Ultimately, protection of the planet will require strong leadership,
wise policies, and a lasting commitment. The Environmental Protection
Agency can, and must, be a source of all three.
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PART II: Project Rationale and
Strategic Themes

The “Megatrends” Project was a collaborative effort between the
World Resources Institute (WRI) and the U.S. Environmental Protection
Agency (EPA), undertaken at the request of EPA. This study, conducted
over an eight-month period from May-December 1992, was designed to
address two overall questions:

“What major forces, trends, events, uncertainties, and/or surprises
will have significant impacts—positive or negative—on the quality
of the global environment, or on our ability to protect the
environment, over the next 30 years?”

“What are the strategic implications of these trends and forces for
the U.S. Environmental Protection Agency?”

EPA’s interest in the “Megatrends” questions pertains to the future
institutional environment in which the Agency will be required to function
and how it can play a more effective, pro-active role. WRI has a long-
standing interest in the planet’s environmental future and a specific
research interest in factors affecting environmental sustainability.

This report is based on information obtained during a series of one-
day workshops which brought together experts from across the country.
The topics of these “Megatrends” workshops were:

water, including marine and coastal zone resources
urbanization, including transportation and land use
innovative technologies

energy and the environment, including climate resources
institutions

biodiversity

synthesis

The first six workshops were for primarily fact-finding, Summary
reports were combined into a package which highlights recurring themes
and strategic issues. The task of a final Synthesis Workshop was to
organize and integrate the fact-finding package into a coherent vision of
the future and to identify the strategic implications for EPA. Attendance
at all workshops was by invitation, with each participant selected for his
or her unique expertise and experience.
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The goal of the “Megatrends” Project was to provide a basis for
discussion and analysis by EPA of its future role. The fact-finding effort
relied on expert opinion, not on an extensive literature search or detailed
policy analysis. Accordingly, the findings are preliminary and should be
viewed not as an end in itself but as input into an ongoing process of
institutional reevaluation and renewal. It is hoped that a close examination
of the challenges raised by this report will help EPA to become more
informed, realistic, and introspective in its pursuit of environmental quality
and a sustainable, high quality of life.

While the content of this report reflects the accumulated knowledge
and experience of the experts who participated in the “Megatrends”
workshop series, final responsibility for the report rests with WRI and
EPA.

The challenges ahead for EPA that are identified in this report
relate to both the Agency’s internal and external functioning. These
challenges are driven by trends and forces likely to shape the future
environment. The key trends identified by the workshops include
population growth coupled with poverty, economic development coupled
with rising consumption, technological change, and shifting social and
leadership patterns.

Four recurring, strategic themes concerning the future of the
environment emerged during the course of the Project—themes that are
pertinent to EPA and on which the Agency needs to reflect.

1. Economic growth and environmental quality are
complementary goals. Economic growth, if properly managed, has
positive implications for the environment. For example, on the
supply side, it enables the replacement of old plants, processes, and
machinery with environmentally-friendly capital stock. On the
demand side, economic growth makes possible the higher
disposable incomes and prior fulfillment of basic human needs that
are usually necessary before societal preferences for environmental
quality are expressed.

Despite trends that are beginning to decouple economic
growth and environmental degradation in the developed world, the
economic-growth versus environmental-quality battle continues to
be waged in the United States. Resolution of this battle will entail
the design of long-term approaches that can reasonably
accommodate the legitimate needs of all stakeholders. Without
resolution, there is likely to be an increasing politicization of
environmental issues and more deadlock.
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2. Solving environmental problems involves more than
“technology fixes” and ultimately will require broad-based
participation by many segments of society. Technological
innovations have an important role to play in enabling a sustainable
environmental future. To be most effective, however, technological
innovations must be supported by managerial, educational, and
economic initiatives, particularly the decision-making processes in
both government and private firms.

Building consensus is critical, yet the success of consensus-
building efforts depends on many factors including the informed
participation of a broad cross section of society, the accurate and
realistic portrayal of options and tradeoffs, and recognition by all
parties of the potential for mutually beneficial outcomes.

3. The locus of power for environmental decision making is
shifting. Many environmental responsibilities that historically fell
under the purview of the federal government are increasingly being
assumed by state and local governments and private institutions at
the local, regional, and international levels (e.g., by grassroots
organizations, NGOs, and corporations). In part, this shift is the
result of institutional rigidities at the national public-sector level,
cynicism towards public sector management, and the growing
number and effectiveness of other institutions. The coordination of
local concerns and the broader institutional context requires a
concerted, flexible response from a variety of institutions operating
at different levels.

4. Attitudinal issues—concerning human nature, values, and
culture—will likely pose the most difficult challenges for
environmental protection over the long term. Many
environmental challenges tend to reflect broader social and political
issues. Often at the core of these challenges is a need to show all
parties that they have a stake in, and responsibility for,
environmental quality. In particular, the United States as a nation
must recognize that it has a stake in the environmental conditions
of other nations. Individuals, too, must come to realize that they are
accountable, i.e., that there is a direct connection between
environmental quality and the choices they make daily in their
personal lives.
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Part III: The Challenges

LEADERSHIP AND VISION

Challenge 1: To create a national vision of an environmentally
sustainable future

In the 1970s, the United States found itself faced with a legacy of
waste from years of rapid industrialization. In response, the federal
government created EPA and charged the Agency with identifying and
disposing of hazardous wastes once these hazards—threats to human
health—were discovered.

Worldwide, a fundamental shift in environmental protection
strategies is now underway, as the previous era of pollution control gives
way to an era of sustainability and stewardship. No longer can society’s
needs and aspirations be met by resource-intensive methods that result in
high environmental penalties. In general, resource- and pollution-intensive
lifestyles are not possible for either the developed world to maintain or the
developing world to achieve.

The shift to stewardship gives rise to a new set of environmental
problems and issues that cannot be adequately addressed through the
Agency’s traditional waste-oriented, reactive approach. A new, long-term
national vision of environmental quality is necessary. Moreover, such a
vision must be pursued with consistency, persistence, and commitment if
it is to set an effective course for environmental policy and programs over
the long term. Importantly, it can no longer presume a human right to
dominion over nature. Rather, the vision must create an environmental
ethic that improves the relationship between people and nature, recognizes
the finiteness of natural resources, instills a sense of society-wide
responsibility for the common good, and emphasizes resilience and
adaptiveness in the face of ongoing change.

As one of the nation’s principal environmental stewards, EPA
would be in a position to explore how to complete the transition to a new,
environmentally sustainable economy that can fulfill the needs and
aspirations of this and future generations. Moreover, knowledge gained
about this new economy could be made available to developing nations in
hopes that they might avoid duplicating the wasteful, resource- and
pollution-intensive period that developed countries have experienced.
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The goal of economic activities is to enhance the quality of life by
providing society with certain amenities such as shelter, food, security,
communication, education, health care, mobility, culture, and
entertainment. Society, aided by technology and wisdom, is finding new
and better ways to provide these amenities with fewer resources. People
have a right to expect more affordable and less resource-intensive lifestyles
in the future. But people also must be persuaded that the economic-
environment connection can lead to something better; they will not demand
what they do not know is possible.

Leadership is critical for the development of an environmentally
sustainable vision of the future. EPA could take the lead in articulating this
vision and, towards that end, facilitate consensus and coordinate national

“activities. The Agency might work with companies, states, and the public

to set an agenda for change; review existing laws and regulations to set
priorities for change and make a case for such change to the President and
Congress; help agencies and departments of the Executive Branch to
establish a basis for judging their decisions in environmental terms; and
foster a national long-term perspective on environmental issues.

Creating a new national vision will take effort. But its importance
cannot be underestimated as a guiding principle for resource use and
environmental protection into the next century. It provides the means for
judging the merit among alternative ways of supplying amenities,
internalizing the full costs of natural resource use, designing new incentive
structures, developing coherent and integrated environmental strategies for
different levels of government, and gauging progress. Furthermore, a
national vision can serve as the basis for formulating achievable
environmental goals and policies for specific economic sectors.

There are hopeful trends that favor the creation of a new national
vision. For example, some progress has been made to decouple GNP
growth from resource inputs in the economy, to rely on market forces to
value resources, and to increase resource efficiency through recycling and
reuse. Efforts to create a vision also could capitalize on the increasing
numbers of Americans who today recognize the benefits of a sustainable
environmental future.
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Challenge 2: To exercise a leadership role in environmental
education for all segments of society

The success or failure of attempts to accommodate human activities
within the natural environment will depend in large part on the ethical
underpinnings and value structure of society. The value structure of society
must be influenced in a way that leads people in all segments of society
to make wise environmental choices. Environmental education in the
broadest sense—of the public, students at all levels, consumers, business
people, environmental professionals, and governmental leaders—could be
one of the most important strategies for protecting the environment over
the long term, especially if educational activities are designed to nurture
the values that are the foundation of stewardship.

The need for a better informed population is reflected throughout
society. If the Agency is to foster stewardship of the nation’s natural
heritage, it will need to play a far greater role in education. While it
already has statutory primacy in the federal government for environmental
education, the Agency must expand its efforts to give Americans a direct
sense of connection between environmental quality and their personal
activities. Opportunities include curriculum development (starting in the
earliest grades), training (e.g., teacher training and management training),
outreach, and development and improvement of publications and other
educational materials.

EPA also could assume a more active responsibility for raising the
level of public debate about the environment. For example, the Agency
could help to develop public discourse capabilities (e.g., by encouraging
the cross-fertilization of ideas, promoting public dialogue, and building
consensus) and increase access to the information and knowledge that can
empower citizens to participate more actively and constructively in local
decisions and programs.

One pressing need that EPA could fill is to document and
disseminate information about successful or interesting environmental case
studies. There is much for the federal government to learn from the
experiences of other nations as well as from states, regions, and localities.
Moreover, EPA could enhance its role as an information clearinghouse for
the states, which would be consistent with the trend among states to
assume increasing responsibilities for environmental decisions.

Information is a powerful lever for change. In general, EPA could
facilitate learning about specific environmental topics by collecting,
synthesizing, and disseminating information. For example, it could disclose

11
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information on emissions (e.g., under Title III), accounting procedures, and
environmental discrepancies in daily personal choices. Ways of better
harnessing the power of the media might be explored. Not only could the
Agency make the information it has already collected more accessible to
the general public, but it also could better tailor this information into forms
more relevant to decision making. By re-casting its materials in this way,
EPA could help both the public and policy makers develop more realistic
expectations about the environmental risks, tradeoffs, and improvements
implied by various decisions.

Americans have had a deep-seated frontier ethic—a value system
based on the notion that resources are infinite and there is an ever-new
place to which they can move. In order to create an ethical system that is
consistent with sustainability, EPA could help increase the public’s
awareness of alternative perspectives. For example, the traditional values
of Native Americans revolve around an intricate web of dependent
relationships among the land, water, sky, and creatures. The Amish concept
of land ownership is that land is only held in trust by the current
generation for the benefit of future generations.

The younger generation is showing signs of great sensitivity to
environmental issues. For example, children are increasingly aware of the
need for recycling and of their power as consumers in the marketplace
(e.g., they realize that boycotting certain goods can be a vote against
environmentally “bad” products). These attitudinal changes are
encouraging, but they are still only a beginning. Education in the broadest
sense has proven to be an effective and relatively inexpensive way to
increase environmental awareness, influence values, and motivate change,
and it holds great promise as a centerpiece for a renewed EPA.
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BEYOND REGULATION

Challenge 3: To move beyond the current regulatory approach,
characterized by command-and-control and defect-finding, with
pro-active policies such as market-based Incentives and
voluntary programs that encourage the pursuit of excellence

During its formative years, EPA assumed the role of regulator,
setting forth rules (in the form of prohibitions) and prosecuting those who
violated the rules. This approach, characterized by “command-and-control”
and “defect-finding” that focused on specific media, resulted in a model
of environmental excellence based on actions to avoid. In the process, EPA
developed an adversarial image as “watchdog” and “cop” that plagues the
Agency today.

Command-and-control is in striking contrast to the quality
assurance approach now pursued by many successful firms and agencies.
Underlying quality assurance is a vision of continuous improvement and
rising standards. The operative language is “even better,” not “good
enough.” Firms and government agencies alike have discovered that a floor
on performance (as embodied in standards) effectively acts as a ceiling to
further improvement. In general, command-and-control stifles innovation
and creativity, erects barriers to entry, and hinders competitiveness.

Importantly, the command-and-control approach poses
environmental decisions as choices between what a firm would like to do
in order to make profits and what it would not like to do but might be
forced into doing. Environmental protection thus is cast as a minefield of
troubles rather than as opportunities to excel. Furthermore, the implication
is that there is necessarily a tradeoff between environmental and economic
benefits, an implication that is contradicted by overwhelming evidence.
That so many people believe there is a tradeoff between the environment
and economic benefits is one of the most costly consequences of the
traditional regulatory/enforcement paradigm.

Moreover, EPA likely will not have the resources to fully
implement regulatory control. Such control is cumbersome—with too many
rules to write, plants to visit, samples to analyze, and lawsuits to
settle—and may eventually crumble under its own weight. EPA might
consider shifting regulatory functions both to state, regional, and
international bodies, as is consistent with the changing locus of decision-
making power, and laterally to other federal agencies if appropriate. The
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Agency also could better capitalize on the innovative approaches now
being pursued in the private sector.

By freeing resources that are now required for regulatory activities,
EPA could devote more attention to developing a new model of leadership
featuring market-based incentives and voluntary programs. As part of this
new leadership approach, the Agency could promote the building of a pro-
environmental culture within firms and agencies. Such a culture would be
motivated by both environmental protection and profits rather than threats
of punishment and the minimum performance that can be “gotten away
with.”

In addition, the Agency could assume the role of a trustworthy and
fair process-engineering consultant, a role that has been assumed
successfully by environmental agencies in many European countries.
Positive consultancy role models also exist in the United States. For
example, a small group of environmental regulators in New York State
have started to teach local governments how to build and operate sewage
treatment plants and water systems, and performance has improved to
levels that far surpass those achieved with the previous system of fines and
compliance orders.

Characterizing environmental responsibility as an accelerated
pursuit of excellence would generate a variety of new policy options for
Agency consideration. While some regulation may still be necessary, it
becomes only one of many instruments from which to choose. In
particular, market incentives and financial engineering (e.g., emissions
trading, revised accounting standards and practices) are likely to play
greater roles as forms of control. The elimination of environmentally
damaging subsidies is already underway in the United States and needs to
continue. Privatization is a trend that is stimulating competition and
resource efficiency elsewhere in the world in some sectors (e.g., water)
and, if pursued more actively in the United States, could profoundly
change the regulatory climate. Another option might, arguably, be moral
suasion.

Importantly, less emphasis on regulation could promote more
industrial experimentation and variation which, in turn, could be treated as
valuable sources of learning rather than as signs of trouble. The
competition to excel, catalyzed by positive incentives and rewards for
performance, would replace compliance as the prime motivator. Public
information could further highlight the competitive performance of firms.
Information also could be collected on interesting state and local
experiments with alternatives to regulation, and the demonstrated
effectiveness of these alternatives could be documented and publicized.
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Experiments with alternatives to command-and-control have proven
to be effective. Examples include emissions-data publication under Title
III and the nonregulatory anti-smoking campaign. Demand management
also offers hopeful opportunities (e.g., if it could reduce the need for travel
rather than aim to reduce emissions from cars). Voluntary programs, in
particular, are appropriate for government sponsorship and have been well-
received; the innovative voluntary programs pioneered by EPA (e.g., the
“Green Lights” program) should be continued and expanded. Overall,
alternatives to command-and-control should be designed to encourage
innovation—now stifled by defect-finding, blame assignment, and coercion
towards a single standard—in an atmosphere of continuing improvement.

Moving beyond compliance does have risks. For example,
command-and-control involves a degree of certainty and predictability of
outcome to which both Congress and the public have become accustomed;
steps will be required to build a constituency for change. In addition,
undoing some regulatory knots (e.g., permitting procedures), addressing
controversial features of the liability system (e.g., joint and several
liability), and resolving questions of business ethics (e.g., many firms now
view making profits on the environment as “unsavory”) may prove to be
institutional hurdles. In general, EPA needs to examine carefully the full
range of implications if the nation’s protection against pollution were to
depend on the will and intentions of people rather than on the fear of a
“cop” or lawsuit. On balance, the potential gains from positive, pro-active
policies would seem to outweigh the risks.
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Challenge 4: To broaden the Agency’s mandate, goals, and
orientation to include not only pollution control and prevention
but also resource protection, preservation, and sustainability

The cutting edge of environmental issues and the institutional
climate in which EPA operates are radically different today from those that
prevailed when the Agency was created. With respect to water resources,
for example, the focus of attention is shifting from point-source pollution
problems caused by industrial or municipal facilities to diffuse pollution
sources such as agricultural run-off and to watershed management issues.
In energy, the focus of attention is moving from the environmental
problems of supply such as Clean Air Act enforcement to the opportunities
for demand management through more efficient use and incentive policies;
there is also a shift in concern from local and regional to global impacts
of energy use that has broad implications for future energy strategies. A
focus on the protection of endangered species is rapidly being replaced by
a broader concem for preserving habitats and ecosystems, with profound
implications for the management of forests, rangelands, and other natural
resources. Urban environmental problems are increasingly viewed as
closely linked to land use, transportation, and infrastructure policies.

All of these trends involve areas that exceed EPA’s present
jurisdiction. In part, changing environmental issues reflect the Agency’s
past success in dealing with straightforward pollution problems. In part, it
also reflects growing sophistication about the ultimate causes and
consequences of pollution and environmental degradation and what must
be done to prevent them. (See box, below, on URBANIZATION). What
is clear, however, is that EPA’s traditional mandate—to regulate
environmental pollution—is inadequate to address the stewardship of
natural resources and the environmental sustainability of economic
systems.

The EPA thus has a clear strategic choice: The Agency must either
successfully seek a broader mandate and orientation or risk a future of
increasing irrelevance. It must develop new partnerships and new
mechanisms of cooperation with other federal agencies. It must lead by
identifying and framing issues rather than merely reacting, by helping to
set the national agenda, by policy research and innovation. The EPA must
make the case that a lead federal agency is essential on coupled
environmental/economic, environmental/infrastructure, or environmental/
natural resource issues and seek to be that lead agency where appropriate.
It may be significant that there appears to be support for the renewal and
elevation of EPA to cabinet-level status.
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A broader mandate, goals, and orientation may be difficult for EPA
to manage if it remains preoccupied with regulatory tasks and issues. One
option worth careful examination is for the Agency to increasingly seek to
delegate much of its regulatory tasks to state and local authorities,
continuing a trend already underway, or to replace the need to regulate
with incentive or cooperative approaches that engage industry, NGOs, and
other institutions as the main actors in the system. Making the case for
such changes to the President and to the Congress will be essential, but so
will demonstrating EPA’s capacity to fulfill a broader mandate, through
innovative policy proposals, non-regulatory initiatives, and articulateness
about the new environmental challenges that the nation faces.

Comprehensive, multidisciplinary, and integrated solutions will be
necessary to future environmental problems. Fundamental reorganization
of the Agency may be desirable, perhaps by sector or by function;
statutory reform may be called for. Integrating EPA’s perspective into the
mainstream of economic activities will be critical.

L4
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URBANIZATION

Community settlement patterns have profound and long-term
effects on air and water quality and biodiverity. The lack of integrated
land-use, transportation, and urban policies in the United States is now
resulting in urban environmental conditions that are, in many respects,
more comparable to those of developing than to Organisation for Economic
Co-operation and Development (OECD) countries. The most likely future
for urbanization in the United States over the next 30 years, in the absence
of fundamental institutional change, is further deterioration of
environmental conditions.

The legal and institutional processes that guide community building
in America today were conceived by the Hoover Commission in the 1920s.
According to the Hoover Commission model, the federal government was
to play no part in how cities, suburbs, and countryside were shaped. In
addition, by 1940, virtually every state had adopted major features of the
U.S. Department of Commerce’s Standard Zoning Enabling Act of 1926
and the Standard Planning Enabling Act of 1928. In adopting these
planning and zoning statutes, the states had effectively relinquished their
authority over community building by giving cities, towns, and counties the
power to prepare plans and manage change through the adoption of zoning,
subdivision regulations, and other related measures. These measures often
have been adopted and enforced without accountability to, or oversight by,
any regional, state, or federal authority. Moreover, environmental impacts
from local land-use practices often spill over local boundaries.

Some state and federal agencies are beginning to understand the
importance of having a state or national strategy for community growth and
change. For example, 10 states have replaced their old planning statutes
with new systems that hold different levels of government both vertically
and laterally accountable. At the federal level, the relationship between land
use, transportation, and air quality has become a key component of the
Intermodal Surface Transportation Efficiency Act (ISTEA). In addition, the
amendments to the Clean Air Act have sought to deal with municipal
spillover and cumulative environmental impacts by addressing air quality
from a regional perspective. Thus, while an increase in regional governance
over large metropolitan areas, at least for some functions (e.g., air quality,
transportation), seems likely, still much remains to be done.

If EPA becomes focused on stewardship and sustainability, it
cannot overlook its stake in the built environment. Working with other
federal agencies, and with states and NGOs, the Agency has the
opportunity to help incorporate environmental safeguards and mitigation
measures into the community planning and land-use management process.
Creation of a national strategy for community growth and change is
essential for avoiding future, costly environmental degradation.
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INTERNAL MANAGEMENT

Challenge 5: To create a world-class scientific capacity within
EPA In order to give the Agency the abllity to develop and
utilize new knowledge and to serve as a catalyst for technology
innovation critical to achieving the nation’s environmental
objectives

Many federal agencies are involved in environmental research and
environmentally-related technology development. As part of these
activities, EPA could provide leadership in two broad areas: (i) research
that relates to the Agency’s stewardship functions including regulatory
activities, and (ii) technology innovation that responds to the nation’s long-
term, strategic environmental and sustainability goals. Overall, this role
would represent a philosophical shift for the Agency towards
experimentation and environmental risk management.

Several alternative models for organizing a scientific capacity
should be explored including the ones used by the National Institutes of
Health (NIH) in support of health-related research and by the Defense
Advanced Research Projects Agency (DARPA) in support of defense-
related research. In any case, the institutional structure selected must be
independent of EPA’s regulatory functions, able to operate across the
Agency, and able to accommodate both the multiplicity of disciplines
involved in environmental issues and the pace of change occurring in still-
young environmental fields.

Opportunities exist for EPA to strengthen its collaborative ties with
other federal agencies and departments, such as the National Aeronautics
and Space Administration (NASA), the National Oceanic and Atmospheric
Administration (NOAA), the National Science Foundation (NSF), and the
Departments of Interior and Energy, whose missions also pertain to the
environment. However, there is a leadership role for EPA to play because
it serves more broadly-based public and private sector constituencies. For
example, EPA could act as coordinator for the collection and dissemination
of scientific information, including environmental statistics, from across
government,

In the area of environmental science, key areas for research include
monitoring (e.g., of emissions and environmental conditions), simulation
and predictive modeling (e.g., to deal with uncertainty and system-wide
effects), and the basic science that could lead to new opportunities or
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technologies for efficient resource use as well as for pollution prevention,
control, and cleanup (e.g., research on microbial contamination and
thresholds for ecological impacts). The validation, documentation, and
dissemination of research results also are essential; one possible model is
the National Library of Medicine’s work on information dissemination.
Importantly, research must have sufficient quality and credibility (e.g.,
neutrality) to guide public sector policy decisions, support private sector
business decisions, and promote public understanding and education.

EPA also could improve the public process both for the
deliberation, acceptance, and integration into policy of research results and
for the setting of wise research policies. Such a process is essential if
results from environmental research are to have their greatest impact on
decision making. Opportunities exist for EPA to assist in incorporating
environmental and social concerns into national research agendas;
enhancing cooperation within the environmental research community; and
improving public understanding of uncertainty and risk.

With respect to technology innovation, EPA, in collaboration with
other federal agencies, could take the lead in designing, implementing, and
managing an ongoing program to stimulate the development of new
technologies on behalf of the nation’s long-term environmental goals. One
task of the program would be to design positive competitive incentives so
that industry will seek to innovate in support of these long-term goals. In
addition, regulatory measures, if properly managed, also can spur
innovation as has been demonstrated in Germany and France. And with the
increased international recognition of environmental issues, there is an
opportunity to stimulate broad sectors of U.S. industry to take the lead in
world markets with environmentally-related goods and services.

The scope of a technology innovation program might encompass:
(i) technologies related to monitoring, instrumentation, and lowering the
cost of implementing regulations, (ii) technologies that stimulate long-term
industrial competitiveness taking into account environmental
considerations, and (iii) the development, demonstration, and assessment
of high-risk technologies that could offer cost-effective, order-of-magnitude
environmental improvements in multiple sectors. To support such
innovations, EPA also might consider activities to provide broad-based
technical advice.

Importantly, any program should catalyze, not subsidize, the
development of new technologies. This implies investing at the margin to
foster advancements in critical areas. The program also should be managed
by an organizational structure that is accountable for the overall return on
investment in the long term but that has sufficient independence to sustain
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a vision, tolerate risk, and handle occasional failure. In general, EPA needs
to improve its understanding of the innovative process as it relates to
environmental technologies. Management principles to be considered relate
to: investing directly at the sources of innovation and at the focal points
for adoption and letting the rest follow; providing regulatory flexibility for
experimentation and innovation (e.g., to ensure that regulations do not
lock-in particular processes or create barriers to entry); and supporting
cooperative efforts such as consortia when specific, identified pre-
competitive technology goals and broad-based industry action are required.

Success of the program will depend critically on the creation of an
enabling regulatory, legal, and financial environment for long-term
innovation and risk taking. This environment could be improved in the
United States, for example, by improving the functioning of legal systems
that determine liability and protect intellectual property rights. Financial
accounting systems also do not fully value long-term environmental
investments.

Science and technology alone cannot solve environmental problems.
But science and technology can improve environmental quality in many
instances. Positive advances already are evident, and some future
breakthroughs could be especially significant for the environment (e.g., in
photovoltaics). Importantly, science and technology will be most effective
if coupled with appropriate managerial, political, and economic initiatives.
Research in the social sciences, too, will be required; for example, there
is a general need to improve understanding of public values and
perceptions concerning environmental matters. Because of its unique
position, EPA has tremendous leverage in helping both to link science and
technology policy to long-term societal goals and to create a policy climate
in which science and technology can flourish.

21
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Challenge 6: To play an expanded leadership role In the
International arena

Threats to the environment are of growing global concern. For
example, environmental problems are increasingly transnational in
character. The environmental prognosis for developing countries is
generally pessimistic, in large part because greater numbers of people live
in poverty. There are widening economic disparities among nations along
with more social strife, factionalization of nation states, and heightened
concerns about international security. The globalization of markets and
industries also is complicating the regulation of potential multinational
polluters.

No one country can solve the environmental problems that affect
the planet, and all countries have a stake in the environmental conditions
of other countries. The trend is towards increasing global
governance—including of the environment—in the form of treaties,
conventions, and trade agreements. The United States will be increasingly
called upon and expected to play its part as a responsible global citizen.

As a result, EPA will be drawn into the realm of international
diplomacy and will need to develop a coherent international strategy. As
it works towards international solutions, the Agency’s comparative
advantage lies not only in areas it has traditionally addressed, namely
information transfer and capacity building, but also in the areas of
international negotiations and trade.

Building on EPA’s current activities, the Agency could take a more
active role in assembling, synthesizing, and disseminating information on
a global scale. This information could include data on the creative
experiences that are being amassed worldwide on environmental conditions
and management including the approaches that work or do not work; a vast
knowledge base about U.S. experiences already resides within EPA. Broad
access to, and the interpretation of, these data will influence perceptions
about not only the nature of global problems but also the amenability of
these problems to solution. For example, EPA could make information on
special topics (e.g., testing the emissions of motor vehicles) available upon
request to interested countries as well as to multilateral development banks.
The United States, too, has much to learn from other nations.

With respect to capacity building, many countries lack the
institutions, infrastructure, and personnel to tackle their environmental
problems. The expertise EPA has gained in such areas as CFC alternatives,
marine pollution, and energy efficiency could be increasingly important to
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these countries, Assistance from EPA need not be limited to governmental
agencies; EPA also could help to increase the capability of NGOs and
other local organizations. Similarly, EPA has an opportunity to assist
newly-formed international institutions that are charged with addressing
global environmental problems (e.g., the Global Environmental Facility and
the United Nations Commission on Sustainable Development). In general,
capacity-building expertise could be transmitted in several ways, through
training and technology transfer among others. Capacity-building efforts,
of course, must be responsive to national differences and needs.

The areas where EPA may have the greatest opportunities to
expand its international role are negotiations related to international
agreements and trade. Environmental concerns are becoming more
prominent in both these areas, and a strong, substantive involvement of the
Agency could prove to be vital. For example, EPA could provide the
expertise to help formulate and oversee environmental safeguards in trade
dealings. Free trade also is relevant to the Agency because it serves as a
powerful vehicle for environmental progress both by raising productivity
and income and by providing a channel for diffusing clean, efficient
technology. However, EPA needs to exercise special caution if it promotes
U.S. environmental goods and services, or it could risk losing credibility
to carry out other important activities in the international arena.
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Challenge 7: To become a more responsive, efficient, and
Innovative organization through changes in internal structure
and Improvements Iin management, in order to be able to meet
the challenges ahead.

If EPA is to meet the previous six challenges outlined in this
report, the Agency will need to improve its internal performance. A
strategic realignment will be required that is aimed at the organizational
structure of the Agency and related administrative support systems.
Importantly, such a realignment does not imply modest change, but rather
a complete redirecting of the Agency’s intellectual, creative, and financial
resources. The result should be a vastly different organization than now
exists.

The case is made in this report that the mission of EPA needs to
be re-cast. It is incumbent upon Agency management to clearly articulate
this re-cast mission and to identify an organizational strategy to carry it
out. In addition, qualitative and quantitative measures of performance,
which have critical impacts on operations and on the evaluation of Agency
success, need to be specified.- A clear public statement of mission and
performance measures also will help the public better understand, assess,
and build confidence in the Agency.

In seeking strategic realignment, the EPA will need to assess its
current organizational capabilities. On the basis of this capabilities
assessment, the Agency could identify the new organizational capabilities
it must develop as well as the existing capabilities it must shed in order to
fulfill its new mission. For example, if the Agency exercises a leadership
role in environmental education (Challenge 2), it will likely require
personnel with professional skills different from those currently within the
Agency. Replacing command-and-control with more proactive policy
approaches (Challenge 3) will likely necessitate different communications
skills, review procedures, and geographic deployment of personnel than
now in place. If the Agency gains a broadened mandate and shifts its
orientation to include sustainability issues (Challenge 4), it will likely need
to alter its planning horizons and use professional skills not now available.

The capabilities assessment thus can help the Agency formulate
programs to redeploy existing resources and personnel and to educate,
retrain, and motivate existing staff. Hiring practices may have to be
examined and modified to attract and reward a new mix of professionals.

The capabilities assessment also should give rise to action-oriented
performance measures, i.e., measures that reveal to management both how
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well the Agency is performing and what to do differently when
performance is inadequate. These measures can serve to eliminate sources
of mistrust of the Agency and barriers to achieving public accountability.
For example, performance measures that are disconnected from desired
outcomes (e.g., that only measure environmental quality in terms of
enforceable actions) should be replaced. Some measures might require the
Agency to better organize and keep track of its activities and improve its
ability to communicate and market what it is doing. EPA should better
publicize its current efforts to broaden its view of the environment,
reevaluate its future role, and implement innovative programs (e.g., “Green
Lights”).

Furthermore, innovative performance measures need to be
developed to replace strict adherence to economic and quantitative analysis
as the basis for decision making. Quality of life—and environmental
quality—is about preserving and respecting people and places, which
cannot be captured by efficiency measures alone.

In short, EPA must ensure that its organizational structure and
related administrative support systems are capable of meeting the critical
challenges the Agency faces. Only then will it maximize its chances of
becoming more responsive, efficient, and innovative. If it can become
more of a risk taker, allow for more variation in its programs, and be more
willing to learn by doing, it will be better able to handle change. Through
strategic realignment, EPA can expect to meet its environmental challenges
while achieving the level of public support and accountability its mission
requires.
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APPENDIX

“Megatrends” Workshop Participants

WATER WORKSHOP

PARTICIPANTS

DR. JAMES BROADUS
Director of Marine Policy
Woods Hole Oceanographic Institute

DR. RUSSELL HILL
Center of Marine Biotechnology
University of Maryland

DR. ROBERT M. HIRSCH
Assistant Chief Hydrologist for Research
U.S. Geological Survey

DR. MICHAEL KAVANAUGH
Vice President, Director of Technology
Industrial/Hazardous Waste Services

James M. Montgomery, Consulting Engineers, Inc.

MR. LARRY MACDONNELL
Director, Natural Resources Law Center
University of Colorado School of Law

PROFESSOR PETER ROGERS
Division of Applied Sciences
Harvard University

MR. JOSEPH R. VADUS

Senior Technology Advisor

Office of Assistant Administrator
National Ocean Service

NOAA/US Department of Commerce

WRI “MEGATRENDS” STAFF

DR. ALLEN L. HAMMOND

Director and Editor-in-Chief

Program in Resource and Environmental Information
World Resources Institute

DR. PAULA J. STONE

Senior Associate, “Megatrends” Project Manager
and Facilitator

Program in Resource and Environmental Information
World Resources Institute

EPA STAFF

MR. ARTHUR T. KOINES

Deputy Director

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

MS. ELISABETH S. LAROE

Acting Director

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

MR. DAVID REJESKI

Head, Futures Staff

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

EPA OBSERVERS

MR. TIM KASTEN

Senior Policy Analyst

Office of Water

Office of Science and Technology
U.S. Environmental Protection Agency
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URBANIZATION WORKSHOP

PARTICIPANTS

MR. MICHAEL A. COHEN

Chief, Urban Development Division

Infrastructure and Urban Development Department
Room § 10-131

The World Bank

MR. WILLIAM KLEIN
Director of Research and Education
American Planning Association

MR. ANDREW LEMER
Director, Building Research Board
National Research Council

MR. BLAINE LINER

Chairman, Environmental Opinion Surveys, and
Director, State Policy Center

The Urban Institute

PROFESSOR ELIZABETH MEYER
Graduate School of Design
Harvard University

DR. PHILLIP PATTERSON

Office of Transportation Technology
CE-30

Department of Energy

MR. ROBERT E. STACEY, JR.
Planning Director
City of Portland

MR. ROBERT YARO
Executive Director
Regional Plan Association

WRI “MEGATRENDS” STAFF

MR. JAMES J. MACKENZIE

Senior Associate

Program in Climate, Energy, and Pollution
World Resources Institute

DR. PAULA J. STONE

Senior Associate

“Megatrends” Project Manager and Facilitator
Program in Resource and Environmental Information
World Resources Institute

EPA STAFF

MR. DAVID REJESKI

Head, Futures Staff

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

EPA OBSERVERS

MR. WILLIAM V., GARETZ
Environmental Statistics and Information Division
U.S. Environmental Protection Agency

MS. PATRICIA E. HAMAN
Environmental Protection Specialist
Office of Federal Activities

U.S. Environmental Protection Agency

MS. DOMINIQUE H. LUECKENHOFF
Environmental Scientist
U.S. Environmental Protection Agency - Region 3
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INNOVATIVE TECHNOLOGIES WORKSHOP

PARTICIPANTS

DR. PETER DAY

Director, Center for Agricultural Molecular Biology
and University Professor of Genetics

Rutgers, The State University of New Jersey

Cook College

DR. HENRY KELLY

Senior Associate

Technology and Economic Transition Program
Office of Technology Assessment

United States Congress

MR. BILL LEYDEN
Technology Implementation Manager
South Coast Air Quality Management District

PROFESSOR RUSTUM ROY

Evan Pugh Professor of the Solid State
Materials Research Laboratory

The Pennsylvania State University

PROFESSOR MARK SAGOFF
Center for Philosophy and Public Policy
University of Maryland

DR. WILLIAM SCHERLIS
Executive Director (Software)
DARPA '

DR. RONALD UNTERMAN

Vice President for Research and Development
Envirogen, Inc.

Princeton Research Center

WRI “MEGATRENDS” STAFF

DR. ALLEN L. HAMMOND

Director and Editor-in-Chief

Program in Resource and Environmental Information
World Resources Institute

DR. PAULA J. STONE

Senjor Associate

“Megatrends” Project Manager and Facilitator
Program in Resource and Environmental Information
World Resources Institute

EPA STAFF

MR. DAVID REJESKI

Head, Futures Staff

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

MR. ARTHUR KOINES

Deputy Director

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

EPA OBSERVERS

MR. JAMES B. CUMMINGS

Technology Innovation Office

Office of Solid Waste and Emergency Response
U.S. Environmental Protection Agency

MR. ALFRED W. LINDSEY

Director

Office of Environmental Engineering
and Technology Demonstration

U.S. Environmental Protection Agency
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ENERGY WORKSHOP

PARTICIPANTS.

MS. DEBORAH BLEVISS
President and Executive Director
International Institute for Energy Conservation

DR. ROGER KASPERSON

Professor of Government and Geography

Center for Technology, Environment and Development
Clark University .

DR. WILLETT KEMPTON

Center for Energy and Environmental Studies
Engineering Quad

Princeton University

MR. WILLIAM NITZE
President
Alliance to Save Energy

PROFESSOR MARC ROSS
Physics Department
University of Michigan

DR. CHAUNCEY STARR
President Emeritus
EPRI

DR. TED B. TAYLOR
President
Southern Tier Environmental Protection Society

WRI “MEGATRENDS” STAFF

DR. ALLEN L. HAMMOND

Director and Editor-in-Chief

Program in Resource and Environmental Information
World Resources Institute

DR. PAULA J. STONE

Senior Associate

“Megatrends” Project Manager and Facilitator
Program in Resource and Environmental Information
World Resources Institute

EPA STAFF

MR. DAVID REJESKI

Head, Futures Staff

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency



Challenges Ahead

31

INSTITUTIONS WORKSHOP

PARTICIPANTS

DR. MARGARET B. W. GRAHAM
Manager, Research Operations

& Organizational Learning

Xerox, Palo Alto Research Center (PARC)
3333 Coyote Road

Palo Alto, California 94304

(415) 812-4728

PROFESSOR MARC LANDY

Political Science Department

Boston College, and

Senior Fellow, Gordon Public Policy Center
Brandeis University

PROFESSOR ROBERT LEONE
School of Management
Boston University

PROFESSOR MICHAEL O’HARE
Graduate School of Public Policy
University of California

DR. ROBERT PUTNAM
Consultant

WRI “MEGATRENDS” STAFF

DR. ALLEN L. HAMMOND

Director and Editor-in-Chief

Program in Resource and Environmental Information
World Resources Institute

DR. PAULA J. STONE

Senior Associate

“Megatrends” Project Manager and Facilitator
Program in Resource and Environmental Information
World Resources Institute

EPA STAFF

MR. DAVID REJESKI

Head, Futures Staff

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency
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BIODIVERSITY WORKSHOP

PARTICIPANTS

MR. IAN BOWLES
Program Associate
Conservation Policy Program
Conservation International

DR. DAVID EHRENFELD
Environmental Resources Department
Natural Resources Building 122
Cook Campus - Rutgers University

MS. JUDITH GRADWOHL
Director, Office of Environmental Awareness
Smithsonian Institution

DR. HAROLD MOONEY

W347 Mudd Hall

Neurobiology & Behavior Department
Cornell University

DR. RICHARD NORGAARD
Energy and Resources Program
University of California - Berkeley

DR. ROBERT RICKLEFS

Department of Biology
University of California, Los Angeles

WRI OBSERVERS

MS. JANET N. ABRAMOVITZ
Associate, Forests and Biodiversity Program
World Resources Institute

WRI “MEGATRENDS” STAFF

DR. WALTER REID
Vice President for Program
World Resources Institute

DR. PAULA J. STONE

Senior Associate

“Megatrends” Project Manager and Facilitator
Program in Resource and Environmental Information
World Resources Institute

EPA STAFF

MR. ARTHUR KOINES

Deputy Director

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

MR. DAVID REJESKI

Head, Futures Staff

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

EPA OBSERVERS

MR. BRUCE NEWTON

Chief, Watershed Branch

Office of Water

U.S. Environmental Protection Agency

MR. RICHARD BAUER
Special Assistant to the Deputy Administrator
U.S. Environmental Protection Agency
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MS. DEBORAH BLEVISS
President and Executive Director

International Institute for Energy Conservation

PROFESSOR WILLIAM CLARK
JFK School of Government
Harvard University

MR. LIONEL “SKIP” S. JOHNS
Assistant Director

Office of Technology Assessment
U.S. Congress

MR. WILLIAM KLEIN
Director of Research and Education
American Planning Association

PROFESSOR ROBERT LEONE
School of Management
Boston University

DR. JESSICA MATHEWS
Vice President
World Resources Institute

PROFESSOR MICHAEL Q’HARE
Graduate School of Public Policy
University of California

DR. WALTER REID
Vice President for Program
World Resources Institute

PROFESSOR PETER ROGERS
Division of Applied Sciences
Harvard University

DR. WILLIAM SCHERLIS
Executive Director (Software)
DARPA
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WRI “MEGATRENDS” STAFF

DR. ALLEN L. HAMMOND

Director and Editor-in-Chief

Program in Resource and Environmental Information
World Resources Institute

DR. PAULA J. STONE

Senior Associate

“Megatrends” Project Manager and Facilitator
Program in Resource and Environmental Information
World Resources Institute

EPA STAFF

MR. ARTHUR T. KOINES

Deputy Director

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

MS. ELISABETH S. LAROE

Acting Director

Office of Strategic Planning and Environmental Data
U.S. Environmental Protection Agency

MR. DAVID REJESKI

Head, Future Staff

Office of Strategic Planning and
Environmental Data

U.S. Environmental Protection Agency

(continued)
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EPA OBSERVERS

MR. DAVID FIERRA
Director, Water Division

U.S. Environmental Protection Agency - Region 1

MR. TIM KASTEN

Senior Policy Analyst

Office of Water

Office of Science and Technology
U.S. Environmental Protection Agency

MR. STEPHEN LINGLE

Deputy Director

Office of Environmental Engineering
and Technology Demonstration

U.S. Environmental Protection Agency

MR. ROBERT SPRINGER
Assistant Regional Administrator

U.S. Environmental Protection Agency - Region 5

Background



Personal:

Education:

Employment:

Special
experience
and skills:

Committees:

Recognition
and awards:

Interests:

*

David D. Doniger
2335 California St., NW
Washington, DC 20008

(202) 624-9334 (0) (202) 395-6938
(202) 462-1929 (h)

41 years old, married, 3 children.

B.A., 1973, Yale College. J.D. and M.C.P. (Masters of City Planning), 1977,
University of California, Berkeley.

Senior Attorney, Natural Resources Detense Council, Air and Energy Program. 1978-
‘present. Focus on Clean Air Act legislation and implementation, domestic and
international processes for protecting the ozone layer and curbing global warming.

Staff Attorney, Environmental Law Institute, 1973.

Strong expertise in the nation’s air quality program, especially concerning toxic and
smog-forming emissions from factories and vehicles. Drafted and secured adoption
of 1990 Clean Air Act Amendments on toxic air pollutants and ozone depletion.

Made first proposal in 1986 for phase-out of CFCs and other ozone-depleting
chemicals. Played key role in forming the U.S. policy in ozone treaty (Montreal
Protocol) negotiations in 1987, 1990, and 1992. Played similar role in EPA’s domestic
regulatory decisions on CFCs.

Represented NRDC in international negotiations on climate change treaty, 1991-92.

Handled more than a dozen major Clean Air Act cases in courts of appeals and district
courts. Argued one Supreme Court case (Chevron v. NRDC).

Strong negotiating skills. Led negotiating teams of environmentalists, state and local
government, and labor in five successful ‘regulatory negotiations’ involving big
industries such as steel, oil, chemicals, and autos, as well as small woodstove
manufacturers. The agreements secured large pollution reductions while giving
industry greater certainty and flexibility.

Able to work well with people from government, business, and labor sectors.

National Academy of Sciences, Committee on Air Pollution Risk Assessment, now
preparing report on risk assessment required by Clean Air Act.

EPA, Clean Air Act Advisory Committee and Stratospheric Ozone Protection Advisory
Committee.

EPA Stratospheric Ozone Protection Award, 1991.
Profiled in Wall Street Journal (1990) and National Journal (1989).

Soccer, piano.

* Since April 1993, Associate Director, White House

Office on Environmental Policy



Kurt D. 2Zwally, Special Assistant.

Mr. Zwally graduated from the University of Massachusetts,
Amherst with a B.A. in Social Thought and Political Economy
(STPEC) including studies in environmental economics. STPEC is
an interdisciplinary major which focuses on issues of race, class
and gender within the fields of economics and sociology. While
attending UMASS Amherst, he competed on the University’s NCAA
Division II Ski team and was active as a leader in the Zeta Psi
Fraternity. His employment includes work as a paralegal of the
National Institutes of Health, Patent Branch. Mr. Zwally served
as an intern in Senator Gore’s office in 1992 for Ms. McGinty,
and before coming to the OEP he was a member of the Vice
President’s scheduling staff.

Mr. Zwally serves as an executive assistant to Ms. McGinty
and Ms. Zoi, coordinates administrative matters, and works with
senior staff on special projects.
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OFFICE ON ENVIRONMENTAL POLICY
STAFE BIOGRAPHIES

KATHLEEN A. MCGINTY, Deputy Assistant to the President and
Director.

Ms. McGinty was appointed by President Clinton on February
16, 1993 to be Deputy Assistant to the President and Director,
White House Office on Environmental Policy. Prior to her
appointment in the Clinton Administration, McGinty served as
Senator Albert Gore’s Senior Legislative Assistant for Energy and
Environmental Policy. 1In this capacity, she was instrumental in
drafting the Clean Air Act, as well as legislation involving
international environmental policy. McGinty served as
Congressional Staff Coordinator for the Senate Delegation to the
United Nations’ Conference on Environment and Development held in
June 1992 in Rio de Janeiro, as well as an Official Member of
U.S. Delegation to Negotiations on the Framework Convention on
Climate Change and the Antarctic Protocol. McGinty was awarded
an American Chemical Society Congressional Fellowship. She served
on Gore’s Senate staff for one year as a Congressional Fellow,
working on environmental technology, and science policy.

McGinty received her J.D. from Columbia School of Law in
1988. Throughout law school, McGinty worked for various law
firms in New York and Philadelphia, including Thelen, Marrin,
johnson & Bridges; Skaden, Arps, Slate, Meagher & Flom; Morgan,
Lewis & Bockius; and Cooper, Dunham & Morgan. McGinty studied
for her B.S. degree at St. Joseph’s University in Philadelphia.
She graduated summa cum laude in 1985 with a degree in Chemistry.
McGinty spent the summers of her undergraduate career as a
laboratory assistant for the Atlantic Richfield Company.

Ms. McGinty directs the Office on Environmental Policy and
advises the President on all matters of international and
domestic environmental policy.

CATHERINE R. 20I, Chief of Staff and Deputy to the Director.

Prior to her work in the Office on Environmental Policy, Ms.
Zoi was head of the Energy Productivity and Pollution Prevention
Branch of the Global Change Division at the Environmental
Protection Agency. She oversaw development and implementation of
a variety of "Green Programs" including EPA’s Energy Star
Computers initiative and the "Green Buildings" effort. Cathy was
also responsible writing the Clean Air Act rules associated with
conservation and renewable energy. Ms. Zoi was the recipient of
the Administrator’s Gold Medal for Exceptional Service for
negotiation the framework convention on climate change for the
1993 FEarth Summit. Before her work at EPA, Cathy was a
consultant with ICF Incorporated where she performed a wide
variety of energy analyses, and she sent two years in San
Francisco working for Pacific Gas and Electric Co in the
corporate planning department. Cathy also held brief stints at



the United Nations Industrial Development Organization in Vienna
and National public Radio in Wisconsin. She holds a B.S. in
Geology from Duke University and a M.S. in Resource Systems from
the Thayer School of Engineering at Dartmouth College.

Ms. Zoi’s duties as Chief of Staff include managing the
Office on Environmental policy, conducting personnel reviews, and
directing the staff of 11. She also is assisting with policy
directives, action plans, and project timelines. She serves as a
liaison with other White House and Executive Agency staff and
represents the Office on Environmental Policy at the deputies
level.

DANIEL P. BLANK, Associate Director for International Trade and
Development.

Mr. Blank formerly served as a Special Assistant to the
Director of EPA’s Office of Atmospheric Programs where he led
initiatives and managed crosscutting issues on stratospheric
ozone protection, global climate changes, and acid rain. He also
served as a Program Analyst in EPA’s Global Change Division,
where he wrote two proposed regulations under Title VI of the
Clean Air Act and supported ongoing negotiation of the Montreal
Protocol. He has also been an Assistant Editor of International
Barometer, and an intern in the Natural Hazards Prevention
Project the Organization of American States. He received his BA
in Regional Development magna cum laude from the University of
Michigan.

Mr. Blank is currently responsible for following and
developing policy on international issues that include trade and
foreign assistance to promote sustainable development,
international forestry issues, desertification, population and
the UN Commission on Sustainable Development. He works closely
with the Senior Director for Global Environmental Affairs on the
National Security Council.

MARC W. CHUPKA, Chief Economist.

Mr. Chupka formerly was a staff economist with the Joint
Economic Committee of the U.S. Congress, working primarily with
Senator Gore on the economic aspects of environmental policy.
Prior to that, Mr. Chupka was a consultant at ICF Incorporated
where he conducted research for EPA primarily on the economic and
environmental benefits of renewable energy technology. He also
served for five years at the Congressional Budget Office where he
analyzed the economic impacts of acid rain control legislation,
fossil fuel taxes, pollution abatement technology, and federal
budget policy. He is the author of several publication on carbon
taxes, acid rain, and the electric utility industry. Mr. Chupka
received his B.A. in economics from Yale College, and his M.A.
and M. Phil. in economics from Yale University.

Mr. Chupka will review economic analysis of Office issues,



and will commission and coordinate environmental economic
research relevant to Administration policy. He has coordinated
work on the economic aspects of a Pacific Northwest Forest
Management Plan, and will work extensively on a Climate Action
plan.

DAVID COTTINGHAM, Associate Director for Natural Resources.

Mr. Cottingham is on detail from the National Oceanic and
Atmospheric Administration, where he is the Director of the
Ecology and Conservation Office in the Office of the Chief
Scientist. He has been with NOAA since 1981. His
responsibilities at NOAA included coordinating NOAA’s compliance
with the National Environmental Policy Act, OCS Lands Act and
other statutes. During his tenure at NOAA, Mr. Cottingham co-
chaired the Aquatic Nuisance Species Task Fore, represented
Administrator Knauss on Endangered Species Committee review of
the northern spotted owl, coordinated NOAA’s involvement in the
U.N. Conference on Environment and Development and was a member
of the US delegation to the Conference, and chaired the
interagency task force on plastic marine debris. Prior to his
work at NOAA, Mr. Cottingham was a resource policy analyst at the
Center for Natural Areas, where he managed contracts with the
U.S. Forest Service and the National Park Service, and was an
aquatic ecologist for Duke Power Company. He received a B.A. in
biology at the University of North Carolina at Chapel Hill and a
M.E.Sfrom the Duke University School of Forestry and
Environmental Science.

Mr. Cottingham’s duties at the Office on Environmental
Policy include coordinating policy on all natural resource
issues, including public lands, endangered species, marine
resources, clean water and ecosystems managemeq&} ME' Cottingham
has been leading the Office’s efforts to c€eate”a Forest
Management Plan for the Pacific Northwest i€ response-te

Ligigggigg~nxe£—%he—ng;%hefﬁ~spetted—ﬁwi7~
DAVID DONIGER, Associate Director for Global Environment.
DAVID -- I need a bio!!

Mr. Doniger is responsible for coordinating policy initiatives
and interagency reviews for a portfolio of international issues
that include climate change, the multilateral development banks,
biodiversity, oceans, nuclear issues, the National Environmental
Policy Act, and Arctic/Antarctic issues.

JOHN SHAFER, Associate Director for Sustainable Development.

Mr. Shafer joins the Office from Arkla, Inc., where he was
the Vice President for Environmental Affairs. He was responsible
for the overall environmental and safety affairs of the Arkla
Pipeline groups, and coordinated the environmental compliance
activities for all other business units within Arkla, Inc. He



spent 16 years working in Rate, Regulatory, Environmental and
Pipeline Operation areas for Arkla, winning numerous
environmental awards including the citations from the Arkansas
Archaeological Society, the Nature Conservancy, and the National
Wildlife Federation. He received the first "Corporate Wildlife
Stewardship Award" from the Fish and Wildlife Service and the
1990 Conservationist of the Year from the Oklahoma chapter of the
Nature Conservancy. Mr. Shafer served on the President’s Council
on Environmental Quality, on the advisory board of the Louisiana
Nature Conservancy and on the environmental committee of the
Interstate Natural Gas Association of America, and was a member
of the Arkansas Federation of Air and Water Users, the Oklahoma
Wildlife Federation, the Arkansas Archaeological Society, the
Texas Wildlife Federation, and the Louisiana Wildlife Federation.
He received a B.A. from Northwestern State University and Baptist
Christian College, and an M.B.A from the Baptist Christian
University.

At the Office on Environmental Policy, Mr. Shafer is
responsible for coordinating regulatory and sustainable
development issues. He has been formulating work on a commission
on sustainable development and serves as a liaison with the
business community.

PAMELA D. MCELWEE, Special Assistant for Legislative and Public
Affairs.

Ms. McElwee was formerly a Legislative Correspondent for

Senator Al Gore, working on environmental issues. She also
served as a Special Assistant to Ms. McGinty, working on research
projects and tracking environmental legislation. She has also

been a Special Assistant at the EPA’s Gulf Task Force, working on
congressional and public outreach, and office management. She has
also worked for several environmental organizations as a
researcher and writer. Pam was graduated with highest
distinction from the University of Kansas with a B.A. in
Political Science and Environmental Studies, where she was the
first dual recipient of federal Truman and Goldwater
Scholarships. She is also a 1992 Rhodes Scholar and plans to
receive a M.Sc in Forestry from Oxford in 1994.

Ms. McElwee plans congressional outreach, tracks bills and
testimony, responds to legislative inquiries and coordinates the
Office’s legislative initiatives, and serves as a liaison to
public interest groups. She also handles the issues of
pesticides, environmental justice, children’s issues, and
national service.

ARNOLD V. LINDSETH, Special Assistant for Correspondence

Mr. Lindseth graduated magna cum laude from Vanderbilt
University in 1992 with a B.A. in Mathematics. He was a member
of Gamma Beta Phi and Phi Beta Kappa scholarship societies, and
sent his third year at the University of Regenburg, Germany. He



has worked for the Clerk and Master’s Office of the Chancery
Court of Shelby County, Tennessee, at the Monotage Corporation of
Memphis and for the Memphis Pink Palace Museum. Mr. Lindseth
served as an intern in Senator Gore’s office in 1992 working for
Ms. McGinty.

Mr. Lindseth responds to all environmental correspondence,
directs agency responses to correspondence, and works with senior
staff on special projects.

CHRISTIAN MARSH, Special Assistant for Scheduling

Mr. Marsh is a graduate of the University of California,
Santa Cruz, where he received his B.A. in economic and politics.
While attending UC Santa Cruz, he worked at various law firms
dealing with land use and endangered species issues.

Mr. Marsh handles all scheduling for the Office on
Environmental Policy, coordinates adminstrative matters, and
serves as an executive assistant to Ms. McGinty.

KURT ZWALLY, Special Assistant

KURT - I need a bio!
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CLINTON ADMINISTRATION PROPOSES STRENGTHENING THE MTION’B-
PESTICIDE AND ¥OOD BAFETY LAWS

EPA ~ Al Heier (202)260-4374
USDA - Tom Amontree (202)720-4623
FDA - Brad sStone (202)205-4144

The Clinton Administration today proposed cbmprehensive
reforms of the nation's pesticide and food safety laws
+o reduce the risks pesticides pose to Asericans, especially
infanfs and children. The reforms were presented at a joint House
and Senate committee hearing by the Environmental Protecticn
Agency, the United States Department of Agriculture and the Food
and Drug Administration.

The reronk package represents the first significant, realistic
attempt to improve and update the nation's food safety and
pesticides laws in the last 20 years. It stems from the three
agencies' joint commitment earlier this year to seek the reforms,
which contain specific provisions to protect inrants_and'children;

> ag well as incentives to achieve a real reduction in the use of
pesticides in the United States.

The Administratlon's reform packﬁge will:

0 Extend the strict FDA health-based standard of a “reasonable
certainty of no harm" for food safety acrass the board for all
pesticide treated foods, including raw fruit and vegetables.

0 Initiate a USDA-EPA one year project to establish commodity
specific pesticide use reduction goals to be met by 2000.

o Require that most high risk pesticides meet the safety
standard within three years and all other pesticides meet the
standard within seven years.

R=196 _ ~mOre=
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° Eliminate the consideration of economic benefits in the
pesticide review and approval process, except in exceptional
cases involving significant disruption of the food supply and
evenn then the benefit consideration would be limited to only
five years.

e Mandate that EPA issue specific findinqs that a tolerance is
safe for infants and childrén.

o  Make it easier to remove from the market pesticides suspected
of posing a risk to health and the environment and make lower-
rigk pesticides a top priority in the approval process.

0 Ssignificantly enhance the enforcement provisions of existing
‘ laws for violations of statutes and regulations.

o Establish a national goal for wuse of Integrated Pest
: Management (IPM).

o prohibit the export of pesticides that have been banned or
voluntarily withdrawn in the United States because of health
concerns.

0 protect farm workers from the hazards of werking with
pesticides. .

wroday's proposal is a giant step toward protecting all
Americans--especially our children--from the risks of harmful
pesticides on the foods we eat," said carol M. Browner, EPA
Administrator. "For the first time ever, the federal government 1is
breaking the logjam of competing and vested interests to ensure
that Americans will be able to rely on a single, rigorous standard
for food safety."

Secretary of Agriculture Mike ESPY gaid, "This proposal for
meaningful pesticide reform is another good example of the
interagency cooperation under the clinton Administratiocn. It is a
significant step forward as we continue our effort to make the
world's safest food supply even safer. The agreement also protects
the environment and public health, while maintaining the economic
viability of the American farmer."

"The time has come to streamline and podernize our pesticide
laws," said FDA Commissioner pavid A. Kessler, M.D. "The shift we
have proposed to a strict health-based standard for all pesticide
residues represents real food safety reform.™

Under this proposal, EPA for the first time must identify--
within six months--all pesticide-residue levels on foods that may
exceed the safety standard. within three years, regulatory action

-more-
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pust be taken against the highest risk pesticides. Within geven
years, EPA must officially have reviewed all ypesticide-residue
levels, or tolerances, to ensure that all foods are safe from
unacceptable risks from pesticides.

The legislative proposals call. for setting tolerances cr
allowable pesticide residues at levels that ensure a "reasonable
certainty ©of no harm to consumers of food,® the same strict
standard FDA applies to food additives today and the same standard
recommended by the National Academy of Sciences. The proposal also
calle for a seven year phase-out of all pesticides that do not meet
the *"no harm" standard. If the pesticide is a potential
carcinogen, the residue can pese no more than a negligible risk,

" Currently the negligible risk standard is interpreted to mean
that the increase in risk abeove the background cancer risk is no
greater than one in one million persons exposed over a 70 year
lifetime. Because of the conservative nature of risk assessment,
in reality this means the risk consumers actually face will likely
be far less. Only in exceptional cases invelving indispensable
consumer benefits would EPA have the authority to set time-limited
tolerances (up to five years) that exceed negligible risk.

The Administration called for reducing the use of high-risk
pesticides, particularly through increased use of IFPM techniques,
which utilize a combination of agricultural practices such as crop
rotation, cultivation of predator insects, biological pesticides,
and other practices, together with judicious and limited chemical
pesticide use. By the year 2000, the Administration's goal is that
75% of all farms will use integrated pest management (IPM)
techniques that reduce pesticide use.

The Administration's proposals reccgnize that infants and
children may receive greater exposure to pesticide residues because
they consume more food for their size than adults. Other
provisions call for more comprehensive surveys of food consumed by
children of all ages, races and geographic areas. Under the
proposals, EPA and USDA would more accurately identify the foods
children eat in large quantities and to focus on child safety when
setting tolerances for these foods.

Some of the other major proposals include:

-provisions for giving greater priority to safer and reduced-
risk pesticides;

-a requirement to "sunset" all pesticide reglstrations every '

15 years to ensure they either meet the public health
standards or are automatically cancelled;

—~more~
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-a phase down and phase out of those pesticide uses which
credible science indicates may pose a significant risk to the
public or the environment;

-authority to suspend the immediate use of a pesticide in the
face of significant potential risks without also having to
gimultaneously take a time-consuming cancellation actien;

_incentives to the pesticide industry to support the continued
registration of lower-risk pesticides for use on minor crops;
and .

-expedited cancellation procedures, which currently can take
up to five or more Yyears £o remove a pesticide from the
market. -

The three agencies presented their testimony before a joint

hearing of the Senate Committee on Labor and Human Resources and
the House Subcommittee on Health and the Environment.

[FARVIUS]
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Last June, the Administration announced its commitment to
reducing pesticide use and promoting sustainable agriculture
through the development of legislative, regulatory, and
administrative initiatives. Teday, we are pleased to have the
opportunity to present the results of our efforts to date.

The Administration’s initiatives are designad to paintain
and enhance food safety for all Americans, to addrass
racommendations of a 1993 National Academy of Scliences (NAS)
report on ways to improve pesticide regulation to better assure
that children are fully protected from pesticide risks, and to
strengthen regulatory agencies’ ability to make and enforce
sound, timely, science-based decisions to protact public health
and the eavironment.

The Administration’s pesticide/food safety reform package
includes changas to both the Fedaral Food, Drug, and Cosmetic Act
(FFDCA) and the Federal Insecticide, Fungicide, and Rodenticide
Act (PIFRA), The heart of the proposal is the establishment of a
strong, health-based standard that would apply to all pesticide
residues in food. Existing residus tolerances would have to be
reviewed and brought into conformity with the new safety standard
within fixed time framas. The proposals allow for a transition
pericd under carefully prescribed conditions that will help avoid
undue dislocations in agricultural production but still ensure an
absolute deadlina for all tolerances to meet the new standard.

The principles that guided our work in daveloping
legislative and regulatory proposals included:

° a firm commitment tO reducing risks to pecple and the
environment that may be associated with pesticides, and
especially to providing greater agsurance of protection for
children, while snsuring the avajilability of cost-effactive
pest management techniques;

o recognition of the need to work with American farmers to
davelop and implement improved means of past control, to
reduce use of higher-risk pesticides and promote greater use
of integrated pest managenment (IPM) techniques, including
biological and cultural pest control systems and other
sustainable agricultural practices;

gjuue
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o implementation of regglatory reforms and incentivei for the
dgv;iopment of pesticides that will eliminate or reduce
risks.

Building on the recommendations of the NAS report and the
input we have received from representatives of all interests
concerned about pesticide use and regqulation, we have developed a
comprehensive set of legislative reforms we believe will allow us
to make real progress in enhancing public health and
environmental protection. consistent with the approach of the
National Performance Review, these changes will make government
work better, and establish a more credible pesticide regulatory
system that ia based on sound science and is capable of acting
promptly to reduce pesticide risks whenever they are identified.

The major elements of our reforms are outlined briefly
pelow. oOur formal testimony provides more detail on how these
provisiens would work and the benefits we expect from their
implementation. In addition, the testimony gives an update on
our progress in addressing the NAS report recommendations and
developing pesticide use reduction strategles. '

o] TOLERANCE SETTING
Tolerances for pesticlde residues in all types of food would
be based on a strong, health-based standard, defined as "a
reasonable certainty of no harm® to consumers of the food.
For carcinogens this standard represents an upper-bound risk
of 1 in one million over a lifetime, calculated using
conservative risk assessment methods.

The statute would mandate use of the best available science
and information in decision-making. In the absence of
reliable information that could refine residue level
estimates or other assumptions used in risk assessment,
however, conservative or wyorst case" default agsumptions
would be reguired.

The statute would also specify criteria for the types of
factors EPA should consider in assessing pesticide risks as
part of the tolerance setting process, including, for
exanple, risks to potentially sensitive subpopulations.

o  SPECIAL PROVISIONS YOR INFANTS AND CHILDREM

Our proposals for tolerance setting are directly responsive
to the NAS recommendations that EPA consider unique aspects
of children’s diets and other sources of pesticide exposure.
EPA would ba required to lssue specific findings that a
tolerance is safe for infants and children.
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£PA would also follow the NAS recommendations of looking at
multiple exposures when establishing a tolerance and
vigorously pursuing more accurate data on children’s
consunption habits. FDA would prieritize moniteoring of
residues on the foods children eat most.

REVIEW OF EXIBTING TOLERANCES
EPA would be required to review all existing tolerances and
ensure that they meet the new standard within seven years of
enactment.

Special fast track provisions would require priority raview
of pesticides which, based on currently available data,
appear not to meet the safety standard. EPA would have to
identify these pesticides within 180 days of . enactment. The
review of 75% of these tolerances will be complete within
three years, and the review of all these tolerances will be
completed no later than four years after enactment.

TIMB~LIKITED TRANSITIONAL TOLERANCES

In exceptional cases, EPA could grant time-limited
sransitional tolerances of no more than five years for a
pesticide jdentified during the tolerance review process as
not meeting the safety standard, if the loss of the
pesticide would result in significant disruption in the food

supply.

Under no circumstances would such time-limited tolerances be
granted for pesticide risks that exceed ten times negligible
risk. The total time tolerances for such pesticides could
yemain in effact could not exceed 10 years after enactment,
The burden would ke on the tolerance sponsor to make the
showing needed to support a time-limited tolerance, and to
report biannually to EPA on efforts to reduce risks to
negligible and the continuing existence of the effects that
warranted tha initial extension of the tolerance.

A greater than a time-limited tolerance extended under these
provisions could only bea renewed it Congress enacted a
gtatutory exemption.

Both the tolerance review and transitional, time-1limited
tolerance provisions are responsive to NAS recommendaticons
that tolerance setting be health-based, and that risk
agsessments incorperate improved toxicology and exposure
data. :

FANGVE.
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Both FIFRA and FFDCA should explicitly recognize and require
that changes made to one statute should be raconciled with
complimentary action under the other statute for issues
relating to pesticide use on food. Additienally, FDA should
have enhanced enforcement authorities to recall and embargo
violative fcods as wall as to levy civil penalties, and have
access to certain pesticide-related records.

o -

REGISTRATION "SUNSET"

pesticide registrations and tolerances must be renewad every
15 years to ensure they are in conformity with health
standards. This will apply unless a new application meeting
current scientific standards is received by year 12 after
registration and approved by EPA.

PRASE~OUT/PHASE-DOWN

Whenever credible sciencific avidence indicates that a
pesticide is reasonably likely to pose a significant risk to
humans or the environment, EPA could by rule-making take
steps to limit the potential risk by requiring the phase-out
or phase-down of the pesticide’s use, for example by
imposing producticn caps or eliminating uses. EPA would
consult with USDA in establishing phase-out requirements.

STREAMLINING LABEL CEANGES AND ESTABLISHING A BINGLE,
UNIFORM LABEL COMPLIANCE DATE ("LABEL CALL-IN")

Modeled on the existing "data call-in® provisions of FIFRA
section 3(c)(2)(B), this authority would establish a
streamlined process for achieving relatively small changes
in the conditions of registration (e.d. label changes that
reduce pesticide risks but do not affect tha availability of
a pesticide for use on any particular’ site).

An annual uniform labeling effective date would be
established, and registrants would be able to make label
changes in a pradictable, orderly fashion.

INCENTIVES YOR DEVELOPXENT OF REDUCED RIBK PESTICIDES

EPA would establish criteria for designation of reduced risk

pesticides. Registration applications that appear to meet
the criteria would qualify for priority review, and, if
approved, would bBe accorded two additional years of
aexclusive data use, beyond tha ten years now provided in
FIFRA.

wjuuy
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Also, EPA would be authorized to grant special time-limited
conditional registrations for biologically-based pesticides
posing low potential risks. '

PESTICIDE RISK AKD USE REDUCTION AND S8UPPORT FOR INTEGRATED
PEST MANAGENENT _

The Administration is calling tor a joint EPA-USDA chaired
effort to, within one year, develop commodity-specific
pesticide use reduction goals.

The statute would state a clear policy goal favering reduced
use and direct federal agencies to take a jeadership role in
promoting use reduction and IPM in their programs.

The statute would authorize regional ecosysten-based reduced
use pilot projects and set a goal for development of IPM
programs and implementation strategies for 75% of acreage
within 7 years of enactment. EPA and USDA would be mandated
to work together to idertify the research, education and
extension activities that are most promising in terms of
opportunities for reducing dependence on pesticide use, in
particular targeting pesticides that raise risk concerns.

The current prohibition on requiring IPFM training as part of
certification and training programs would be repealed.

EPA would be authorized to establish criteria for
nprescription usa® of pesticides. such authority could
permit retention of pesticides critical to IPM and pesticide
resistance management programs.

IKPROVED PESTICIDE DATA COLLECTION

Following the model of the 1990 Farm Bill provisions, which
reguires record keeping for restricted use pesticides, the
Administration calls for record-keeping on all pesticide

EPA and HHS will continue to pursue better incident
monitoring and surveillance systems.

PESTICIDE MIEOR USES

Incentives fcr registering minor uses would include priority
raviev and axtended exclusive data use rights. 1In
raeregistration, unsupported minor uses lacking only residue
chemistry data could continue until the last study for the
pesticide is due, and registrants would have until that date

 to supply data for the minor use.

EPA, HHS/PHS, and USDA would collaborate te identify
critical public health piner uses that might otherwise be
lost, and to arrange for necessary data support, with

@uio
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HHS/PRS playing a role analogous to that of USDA in tha IR-4
program for agricultural minor uses.

CANCELLATION, SBUSPENSION, AND TOLERANCE REVOCATION
PROCEDURES

cancellation and tolerance revocation procedures would be

amended to replace formal, trial-type ALJT proceedings with a

notice-and-comment cancellation process. Suspensions would
be decoupled from ecancellation procedures, and the time-
consuming and cumbersome ALJ process for challenging
suspensions would be replaced by a petition procedure and
prompt judicial reviev.

ENPORCFMENT AUTHORITIES

Improvements in enforcement authorities would include
enhanced inspection, record Keeping and lab audit
authorities; "whistle plower" and citizen suit provisions;
and significant increases in penalties for FIFRA violations,
commensurate with the natura of the offense. All
regulations under FIFRA would be fully enforceable.

PREVENTING EXPORT OF PEETICIDES BANNED BY EPA .
Export of any pesticids to 2 country that has decided that
it does not want to raceive shipments under the terms of the
{nternational system of wprior Informed consent® (PIC) would
be prohibited, as would export of any pesticide that has
been denied registration or administratively or voluntarily
canceled for all or virtually all uses in the U.S. based on
nealth concerns or those pesticides that were voluntarily
canceled in U.S. by the manufacturer for health or gafety
reasons. Never-registared food use pesticides could only be
exported if there were 2 U.S. tolerance for the active
ingredient and/or a method capable of detecting residues in
food.

FEES TO SUPPORT FIFRA ‘68 REREGISTRATION

Tha proposal would include authority to impose a new one-
time supplemental reregistration fee assessed on an active
ingredient basis and an individual product reregistration
fea. Annual maintenance fees as required under the current
reregistration program would continue.

September 21, 1993
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o PREVENTING EXPORT OF PESTICIDES BANNED BY EPA )
Export of any pesticide to a country that has decided that
it does not want to receive shipments under the terms of the
international system of "Prior Informed Consent" (PIC) would
be prohibited, as would export of any pesticide that has
been denied registration or canceled for all or virtuall
all uses in the U.S. based on health concerns. ever-
registered food use pesticides could only be exported if
there were a U.S. tolerance for the active ingredient and/or
a method capable of detecting residues in food.

o FEES TO SUPPORT FIFRA '88 REREGISTRATION
The proposal would include authority to impose a new one-
time supplemental reregistration fee assessed on an active
ingredient basis and an individual product reregistration
fee. Annual maintenance fees as required under the current
reregistration program would continue.
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citizen suits under FIFRA, with prior notice to responsible
regulatory authorities at the state and/or federal level.

We would also propose to expand EPA’s record-keeping
authorities under FIFRA with respect to commercial applicators,
pesticide dealers and laboratories that conduct testing to
support pesticide registrations.

Finally, we support FIFRA amendments to make enforceable
under U.S. law prohibitions on the export of certain pesticides.
The Administration proposes enactment of several legiglative
changes in this area.

First, FIFRA should prohibit the export of any pesticide to
a country that has decided that it does not want to receive
shipments under the terms of the international system of "Prior
Informed Consent" (PIC) established under the auspices of the UN
Food and Agriculture Organization and the UN Environment
Programme. The PIC system is designed to cerr pesticides that
have been prohibited for all or nearly all uses by participating
countries, based on human health or environmental risk concerns.

Second, FIFRA should prohibit export of any pesticide that

» has been cancelled for all or virtually all uses in the U.S..

based on health concerns. Approximately 50 pesticides would fall

in this category, including pesticides that have been voluntarily
_cancelled due to risk concerns.

Third, never-registered food use pesticides should only be
allowed to be exported if there is a U.S. tolerance for the

oc hese ‘PCSHcioleS Jhat were vauntoxily cancelled..
indhe US. oy Wt wancfochucer for Reatlh of
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ADMINISTRATION PESTICIDE/FOOD SAFETY LEGISLATIVE REFORMS ¢
EXECUTIVE SUMMARY OF TESTIMONY

Last June, the Administration announced its commitment to
reducing pesticide use and promoting sustainable agriculture
through the development of legislative, regulatory, and
administrative initiatives. Today, we are pleased to have the
opportunity to present the results of our efforts to date.

The Administration's initiatives are designed to maintain
and enhance food safety for all Americans, to address
recommendations of a recent National Academy of Sciences (NAS)
report on ways to improve pesticide regulation to better assure
that children are fully protected from pesticide risks, and to
strengthen regulatory agencies' ability to make and enforce-
sound, timely, science-based decisions to protect public health
and the environment.

The Administration's pesticide/food safety reform package
includes changes to both the Federal Food, Drug, and Cosmetic Act
(FFDCA) and the Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA). The heart of the proposal is the establishment of a
negligible risk standard that would apply to all pesticide
residues in food. Existing residue tolerances that may have been
established on a risk/benefit basis would have to be reviewed and
brought into conformity with the negligible risk standard within
fixed time frames. The proposals allow for a transition period
under carefully prescribed conditions that will help avoid undue
dislocations in agricultural production but still ensure an
absolute deadline for all tolerances to meet the new standard.

The principles that guided our work in developing
legislative and regulatory proposals included:

o a firm commitment to reducing risks to people and the
environment that may be associated with pesticides, and
especially to providing greater assurance of protection for
children, while ensuring the availability of cost-effective
pest management techniques;

o recognition of the need to work with American farmers to
develop and implement improved means of pest control, to
reduce use of higher-risk pesticides and promote greater use
of integrated pest management (IPM) techniques, including
biological and cultural pest control systems and other
sustainable agricultural practices;

o implementation of regulatory reforms and incentives for the
development of pesticides that will eliminate or reduce
risks compared to currently registered pesticides.

Building on the recommendations of the NAS report and the
input we have received from representatives of all interests
concerned about pesticide use and regulation, we have developed a
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comprehensive set of legislative reforms we believe will allow us
to make real progress in enhancing public health and
environmental protection. Consistent with the approach of the
National Performance Review, these changes will.make government
work better, and establish a more credible pesticide regulatory
system that is based on sound science and is capable of acting
promptly to reduce pesticide risks whenever they are identified.

The major elements of our reforms are outlined briefly
below. Our formal testimony provides more detail on how these
provisions would work and the benefits we expect from their
implementation. In addition, the testimony gives an update on
our progress in addressing the NAS report recommendations and
developing pesticide use reduction strategies.

FEDERAL fOOD, DRUG, AND COSMETIC ACT (FFDCA) PROPOSALS

o] TOLERANCE S8ETTING
Tolerances for pesticide residues in all types of food would
be based on a strong, health-based standard of "negligible
risk," defined as "a reasonable certainty of no harm" to
consumers of the food.

The statute would mandate use of the best available science
and information in decision-making. In the absence of
reliable information that could refine residue level
estimates or other assumptions used in risk assessment,
however, protective, "worst case" default assumptions would
be required.

The statute would also specify criteria for the types of
factors EPA should consider in assessing pesticide risks as
part of the tolerance setting process, including, for
example, risks to potentially sensitive subpopulations.

o] BPECIAL PROVISIONS FOR INFANTS AND CHILDREN
Our proposals for tolerance setting are directly responsive
to the NAS recommendations that EPA consider unique aspects
of children's diets and other sources of pesticide exposure.
EPA would be required to make specific safety findings for
infants and children in all tolerance decisions.

A high-level interagency task force would be charged with
focusing on the NAS' recommendations to provide a greater
level of assurance of protection for children, and reporting
back to Congress and the President on implementation.

o REVIEW OF EXISTING TOLERANCES
EPA would be required to review all existing tolerances
against the new standard and ensure that risks are brought
down to negligible within seven years of enactment.
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Special fast track provisions would require priority review
of pesticides which, based on currently available data,
appear to exceed negligible risk. EPA would have to
identify these pesticides within 180 days of enactment. To
the extent feasible, the review of these tolerances should
be complete within three years, and in any event no later
than four years after enactment.

-] TIME-LIMITED TRANSITIONAL TOLERANCES _
In exceptional cases, EPA could grant time-limited
transitional tolerances of no more than five years for a
chemical identified during the tolerance review process as
posing greater than negligible risk, if the pesticide
provides direct health benefits to consumers or the loss of
the pesticide would result in significant disruption in the
food supply by substantially decreasing domestic production.

Under no circumstances would such time-limited tolerances be
granted for pesticide risks that exceed ten times negligible
risk. The total time tolerances for such pesticides could
remain in effect could not exceed 10 years after enactment.
The burden would be on the tolerance sponsor to make the
showing needed to support a time~limited tolerance, and to
report biannually to EPA on efforts to reduce risks to
negligible and the continuing existence of the effects that
warranted the initial granting of the tolerance.

A greater than negligible risk tolerance granted under these
provisions could only be renewed if Congress enacted a
statutory exemption.

No new transitional tolerances exceeding negligible risk
could be granted after enactment unless warranted on the
basis of public health benefits. After the seven year
tolerance review is complete, existing tolerances that are
newly-identified as possibly exceeding the negligible risk
standard (e.g. due to new data or changes in risk assessment
assumptions) could be granted transitional tolerances of up
to 5 years. 5

Both the tolerance review and transitional, time-limited
tolerance provisions are responsive to NAS recommendations
that tolerance setting be health-based, and that risk

assessments incorporate improved toxicology and exposure
data.

FEDERAL JINSECTICIDE, FUNGICIDE, AND RODENTICIDE ACT (FIFRA)
PROPOSALS

o REGISTRATION Y“SUNSET"
Pesticide registrations would expir@ in 15 years unless a
new application meeting current sclengific standards is
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received by year 12 and approved by EPA. In between renewal
dates, EPA could also require new data or, if risk concerns
warrant, take action to phase-out, cancel, or suspend the
pesticide.

PHASE-OUT/PHASE-DOWN

Whenever credible scientific evidence indicates that a
pesticide is reasonably likely to pose a significant risk to
humans or the environment, EPA could by rule-making take
steps to limit the potential risk by requiring the phase-out
or phase-down of the pesticide's use, for example by
imposing production caps or eliminating uses. EPA would
consult with USDA in establishing phase-out requirements.

STREAMLINING LABEL CHANGES AND ESTABLISHING A SINGLE,
UNIFORM LABEL COMPLIANCE DATE ("LABEL CALL-IN")

Modeled on the existing "data call-in" provisions of FIFRA
Section 3(c) (2) (B), this authority would establish a
streamlined process for achieving relatively small changes
in the conditions of registration (e.g. label changes that
reduce pesticide risks but do not affect the availability of
a pesticide for use on any particular site).

An annual uniform labeling effective date would be
established, and registrants would be able to make label
changes in a predictable, orderly fashion.

INCENTIVES FOR DEVELOPMENT OF REDUCED RISK PESTICIDES

EPA would establish criteria for designation of reduced risk
pesticides. Registration applications that appear to meet
the criteria would qualify for priority review, and, if
approved, would be accorded two additional years of
exclusive data use, beyond the ten years now provided in
FIFRA.

Also, EPA would be authorized to grant special time-limited
conditional registrations for biologically-based pesticides
posing low potential risks.

PESTICIDE USE REDUCTION AND SUPPORT FOR INTEGRATED PEST
MANAGEMENT

The statute would state a clear policy goal favoring reduced
use and direct federal agencies to take a leadership role in
promoting use reduction and IPM in their programs.

The statute would authorize regional ecosystem-based reduced .

use pilot projects and set a goal for development of IPM
programs and implementation strategies for 75% of acreage
within 7 years of enactment. EPA and USDA would be mandated
to work together to identify the research, education and
extension activities that are most promising in terms of

s
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opportunities for reducing dependence on pesticide use, in
particular targeting pesticides that raise risk concerns.

The current prohibition on requiring IPM training as part of
certification and training programs would be repealed.

EPA would be authorized to establish criteria for
“prescription use" of pesticides. Such authority could
permit retention of pesticides critical to IPM and pest
resistance management programs.

IMPROVED PESTICIDE DATA COLLECTION

Following the model of the 1990 Farm Bill provisions, which
require record keeping for restricted use pesticides, FIFRA
would require USDA to establish record keeplng requirements
for all pesticide use.

EPA and HHS are also pursuing better incident monitoring and
surveillance systems.

PESTICIDE MINOR USES

Incentives for registering minor uses would include prlorlty
review and extended exclusive data use rights. 1In
reregistration, unsupported minor uses. lacking only residue
chemistry data could continue until the last study for the
pesticide is due, and registrants would have until that date
to supply data for the minor use.

EPA and HHS/PHS would collaborate to identify critical
public health minor uses that might otherwise be lost, and
to arrange for necessary data support, with HHS/PHS playing
a role analogous to that of USDA in the IR-4 program for
agricultural minor uses.

CANCELLATION AND SUSPENSION PROCEDURES

Cancellation procedures would be amended to replace formal,
trial-type ALJ proceedings with a notice-and-comment
cancellation process. Suspensions would be decoupled from
cancellation procedures, and the time- consumlng and
cumbersome ALJ process for challenging suspensions would be
replaced by a petition procedure and prompt judicial review.

ENFORCEMENT AUTHORITIES

Improvements in enforcement authorities would 1nc1ude
enhanced inspection, record keeping and lab audit
authorities; "whistle blower"™ and citizen suit provisions;
and significant increases in penalties for FIFRA violations,
commensurate with the nature of the offense. All
regulations under FIFRA would be fully enforceable.
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I. INTRODUCTION

Good afternoon Senator Kennedy, Congressman Waxman, Senate
Committee and House Subcommittee members. We are pleased to
appear before you today to present the Administration’s views on
important issues relating to food safety, pesticide use, and
pesticide regulation.

In late June, the Administration announced itsecommitment to
reducing the use of pesticides and promoting sustéinable
agriculture in this country. We stated our.intention to work to
reduce risks associated with pesticides for all Americans, and
especially, to ensure appropriate protection for children.

We also pledged to intensify our efforts to facilitate the
availability of alternative and effective pest management tools.

Since that announcement, the Environmental Protection Agency
(EPA), U.S. Department of Agriculture (USDA), and Food and Drug
Administration (FDA) have been meeting together and with a number
of interested parties, including farmers, environmentalists,
consumer groups, state agencies, industry, and others to discuss
the meaéures-that need to be taken to achieve the goalé we set
forth in June. We have developed a three part program involving
both legislative and administrative initiatives.

First, we want to strengthen existing legislative
anthorities governing pesticides. Second, we pledge to upgrade
the science related to pesticides and food safety, especially as
it applies to children. We are addressing the recommendations
put forth in the National Academy of Sciences (NAS) report,

"pesticides in the Diets of Infants and Children." Third, we are



reorienting our efforts to focus on preventing problems at the
source, through appropriéte reduction of pesticide use. History
teaches us that in all aspects of life, prevention saves time,
energy, and resources. By stressing prevention, we not only'
safeguard today’s children, we look beyond to protect the health

and environment of future generations.

II. PESTICIDE/FOOD SAFETY LEGISLATIVE REFORMS

Soon after the inauguration, the Administration began
focusing on pesticide matters. Earlier this year, key members of
Congress turned to the Administration for leadership in resolving
the very complex administrative and legislative issues posed by
current agricultural, public health, and environmental laws and
policies. Under the auspices of the White House Domestic Policy
Council, representatives of EPA, USDA, the Department of Health
and Human Services (HHS) and its FDA have worked closely together
over the last seven months to develop a comprehensive set of
reforms that can provide a new direction and depolarize much of
the debate about pesticide/food safety legislation that has too
long prevented enactment of meaningful legislative change in this
area. The progress we have made is significant, and we are
pleased to have the opportunity to present our views to you
today.

It is important to acknowledge at the outset that the issues
wé will be discussing today, and that have been debated in the

halls of Congress and elsewhere for several years, are
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exceedingly difficult and complex. Many stake holders are
involved: individual citizens concerned about the potéﬁtial
effects of pesticide use on their health and the environment; the
public health, environmental and consumer communities; the
agricultural production, pesticide manufacture, and food
processing and distribution industries; scientists; and officials
at all levels of government who are charged with dezg{pping and
implementing our pesticide and food safety laws. The scientific
and technical cqnsiderations are complicated and evolving, and
require dealing with uncertainties. This is why it has been so
difficult in the past to achieve broad consensus on the reforms
that will best reflect sound science and our common goals of
environmental and public health protection within a growing
economy.

The proposals we are presenting today would change how
pesticides are used and regulated in this country, and offer the
promise of far-reaching public health and environmental benefits..
They will complement and help ensure the success of our ongoing
ladministrative jnitiatives to reduce pesticide use, encourage the
development and use of safer alternatives, respond to the |
recommendations of the NAS report on hbw to improve our assurance
that children are protected from potential pesticide risks, and
streamline regulatory programs to improve our ability to act
promptly and effectively.

— Our proposals require amendment of both major pesticide

regulatory laws: the Federal Food, Drug, and Cosmetic Act



(FFDCA) and the Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA). Only by reforming both statuteé can we achieve our
food safety, health and environmental protection goals and
establish a consistent framework for timely regulatory decision-
making.

Clearly, we will need to work closely with all four
Congressional committees who have jurisdiction overi,these
statutes in order to ensure passage of sound legislation.
Interagency deliberations are ongoing, and we welcome the
opportunity to work with you, our sister regulatory agencies in
the states, and others in the public health, environmental,
consumer, agricultural, and food marketing and processing

communities to refine our proposals in the coming weeks and

. months.

FEDERAL FOOD, DRUG, AND COSMETIC ACT (FFDCA) PROPOSALS

The Administration’s key proposals for amendments to the
Federal Food, Drug, and Cosmetic Act are central to our goal of

maintaining and enhancing the safety of our food supply from

» pesticide risks, with particular emphasis on ensuring that our

children are protected. We will achieve these objectives by (1)
establishing a strong, protective and science-based safety
standard for pesticide residues in all types of food, (2)

providing for a timely review of all existing tolerances to

ensure they meet that standard, and (3) strengthening the



authorities of our food safety regulatory agencies to carry out

their responsibilities under the law.

TOLERANCE SETTING

The standards for tolerance setting under FFDCA need to be
reformed and updated in order to allow EPA to use the best,
state-of-the-art science in establishing and reassessing
tolerances for pesticide residues in food that will fully protect
public health. This can best be achieved by amendi;§.£he law to
require_EPA to set tolerances based on a strong, health-based
standard of “negligible risk." We believe the safeﬁy standard
generally applied to food additives is appropriate: pesticide
residue tolerances should be set at levels that ensure "a
reasonable certainty of no harm" to consumers of the food.

The new standard should replace the coﬁflicting standards
that now apply to pesticides found in raw and processed food,
including the Delaney clause which governs residues of pesticides
that concentrate in processed food or are added in food
processing. The Delaney standard may have been appropriate when
first enacted over 30 years ago, when our abilities to quantify
potential risks and detect minute residue levels in food were far
less sophisticated than they are now. The consensus among
authorities today, however, including the National Aéademy of
Sciences and many other food safety experts, is that Delaney

should be replaced. For example, in its 1987 report on pesticide

regulation, the NAS recommended "a negligible risk standard for



carcinogens in food, applied consistently to all pesticides in
all forms of food" as an effective means to reduce risk.
Legislation introduced in recent Congresses, including the two
bills pending before your committees this session, further
demonstrate the consensus on the need to replace this out-dated
provision with a science-based negligible risk standard.

We believe the statute should enable EPA to change
procedures as science advances. Therefore, we propggg a
narrative negligible risk standard rather than a numerical one.
Té prescribe current standards in statute may inhibit further
scientific progress. We do support, howevér, clear report
lathage and legislative history indicating how the negligible
risk standard is intended to be interpreted and implemented,
given the current state of the science. For potential
carcinogens for which mainstream scientists believe it is
appfopriate to estimate a probability of risk, we believe the
reasonable certainty of no harm/negligible risk standard means an
upper bound risk in the range of one in one million (10%) over a
lifetime or lower. In evaluating threshold effects, defined as
effects that are not expected to occur below certain exposure
levels, the agency would generally use the equlvalent of a 100-
fold uncertalnty or "safety" factor, applied to the No Observed
Effect Level (NOEL) derived from animal studies, unless the
available data supported using a different factor for a
particular chemical or until improved methods of quantifying

threshold risks are developed. Any future modifications in




EPA’s implementation of the negligible risk standard would have
to be based on sound science and provide assﬁrance of the same,
or greater, level of protection as these current approaches.

In order to ensure that future EPA decisions and risk
assessments will reflest the best of evolving science, the
statute itself should not prescribe the risk assessment
assumptlons and methodology that the agency should yse in
evaluating whether a pesticide meets the negllglble risk
standard. Rather, the agency should have a mandate to use the
best available information in its decision-making. In the
absence of reliable information that could refine residue level
estimates or other assumptions used .in risk assessment, the law
should require EPA to make "worst case" default assumptions:
e.qg., that residues are present at tolerance levels and 100% of
the crop is treated. Thus, in the absence of adequate data and
information, the agency would make protective assumptions that
would tend to overstate potential risks.

The statute should also specify criteria for the types of
considerations -EPA should také into account in assessing
pesticide risks as part of the tolerance setting process. For
example, EPA should consider other potential routes of exposure
to the same or related chemicals, through drinking water or non-
dietary exposures, risks of other chemisals causing the same |
effect(s) and risk to potentially sensitive subpopulations.
Where appropriate, EPA should also consider food distribution

patterns in assessing potential exposure.



SPECIAL PROVISIONS FOR INFANTS AND CHILDREN

The Administration is absolutely committed to maintainin§
and enhancing food safety for infants and children. We would
support legislation requiring EPA, as a part of any tolerance
evaluation, to take into account the potential risks to infaﬁts
and children, who eat relatively larger quantities of food for.
their size and therefore may have higher exposures on a body
weight basis. . '

our proposals for tolerance setting are directlyv;esponsive
to recommendations in the NAS report on "Pesticides in the Diets
of Infants and éhildren" that EPA consider unique aspects of
children’s diets and nondietary sources of pesticide exposure.
They would also ensure implementation of NAS recommendations that
tolerances be based on health considerations and that risk
assessments incorporate use of improved toxicology and exposure
data, consistent with evolving science. By requiring protective
default assumptions and consideration of multiple exposures, as
well as mandating the use of the best available data and
information, the statutory scheme will work to provide the
necessary margin of safety for our children..

To further ensure that children receive appropriate
attention, we would support provisions requiring EPA to make
specific safety findings for infants and children whenever the
agency sets or reviews tolerances. While we do not believe
implementation of this provision would need to be delayed pending

the development of new data, we support additional funding for



USDA to collect imprerd food consumption data to support better
identification of foods consumed by children.

As you know, we are also working administratively to address
the recommendations of the NAS report. A detailed description
of our current progress is provided later in this testimony. We
believe it would be appropriate to include in legislation a
mandate for a high-level interagency task force charged with
focusing on the NAS recommendations and reporting b#ck to
congress and the President on the progress of implementation and
the improvements we will be making in order to provide a greater
level of assurance of protection for children.

Finally, we are committed to improving the openness and
accessibility of our regulatory decision-making. The bases for
all our tolerance decisions should be clearly documented and open
to public scrutiny. If EPA, on the basis of sound information
and data, refines the assumptions made in risk assessments to
more closely approximate actual exposure, rather than assuming
that 100% of the food contains residues at the tolerance level,
that should be cléarly laid out for public notice and comment as
part of thé tolerance decision. We would also support proviéions
authorizing EPA to reexamine such tolerances periodically, to

ensure that the refined assumptions remain valid, and providing

'authority for the agency to require tolerance sSponsors to

generate additional data when needed as part of the re-
examination or to assure EPA that the major factors impacting

exposure (and therefore risk) are still valid.
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TIMELY REVIEW AND ACTION ON EXISTING TOLERANCES TO ENSURE
COMPLIANCE WITH THE NEGLIGIBLE RISK STANDARD

FFDCA reform legislation should provide for the review of
all currently established tolerances and elimination of
tolerances that do not meet the new statutory standard within a
fixed_timé frame. The Administration proposes that all
tolerances be reviewed within seven years after enagpmgnt of a
legislative reform package, and that pesticide tolerances that
now appear to exceed negligible risk be subject to special "fast
track" review procedures.

Under our proposal, EPA would be required to complete review
of all existing tolerances to ensure that they meet the
negligible risk standard within seven years of enactment. The
~ burden is on the tolerance sponsor to show that the statutory
standard is met. If the agency determines that this burden has
not been met, the tolerances would expire and complementary FIFRA
cancellations would be triggered without furthér analysis or
proceedings. In some cases, a "pipeline" period may be
permitted for legally treated food to clear the channels of
commerce or for unavoidably persistent residues to dissipate.
EPA’s determinations would be judicially reviewable if challénged
within 60 days, but the revocations and cancellations would take
effect unless a court orders otherwise.

If EPA failed to complete the tolerance reviews within the
séven-year time frame, the Administrator would have the authority

to extend tolerances for up to two additional years to allow

11




completion of review and a determination by the agency whether
the.standards are met. This extension could-only be granted if
the Administrator makes a finding that tolerance sponsors have
fulfilled their commitment to supply the information required for
agency review in a timely fashion.

In summary, this approach ensures re-evaluation of all
tolerances within seven years. For pesticides subject to
reregistration under amendments to FIFRA enacted in*1§88 (FIFRA
188),-we expect tolerance review will track reregistration
schedules. For newer tolerances established since 1984, EPA will
have to develop a schedule to complete review within the seven-
year period. |

SPECIAL ’FAST TRACK’ REVIEW. Special expedited review

provisions would apply to pesticides which,.based on information
available at the time of enactment, appear to exceed negligible
risk. Within 180 days of enactment, EPA would identify such
potentially higher risk pesticides for priority attention. To
the extent feasible, review of these tolerances should be
complete within three years, and in any event no later than four
years after enactment.

of course, independent of these new tolerance review and
“fast track" provisions and the time-limited transitional
tolerance proposal outlined below, EPA would be able to act at
any time to revoke or modify tolerances using standard procedures
or to parallel action taken to suspend or cancel registrations

under FIFRA.
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TIME-LIMITED TRANSITIONAL TOLERANCES

Under the reforms we propose, EPA would.generally only
establish tolerances that pose no more than negligible risk. So
long as the negligible risk standard is met, no other factors
would be considered in'establishing (or reassessing) tolerances.

In exceptional cases, however, we would prépose to give EPA
the authority to grant non-renewable, time-limited';p;grances of
no more than five years for a chemical that is identified during
the tolerance revie& period as posing greater than negligible
risk, but only if the pesticide provides direct health benefits
to consumers or the loss of the pesticide would result in
significant disruption in the food supply by substantially
decreasing domestic production.

Under no circumstances would such time-limited tolerances be
granted for pesticide risks that exceed ten times negligible
risk. The total time tolerances for such pesticides could remain
in effect copld not exceed 10 years after enactment. The burden
would be on the tolerance sponsor to make the showing needed to
support a time-limited tolerance, and to report biannually to EPA
on efforts to reduce risks to a negligible level and the
continuing existence of the circumstances that warranted the
initial granting of the tolerance.

In the future, after the seven-year tolerance review is
complete, EPA may identify additional pesticide tolerances as
possibly exceeding negligible risk, either because new data

raise risk concerns or because of a change in EPA policy (for
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example, the agency could revise its risk assessment assumptions
or decide additional uncertainty/safety factors are warranted in
some circumstances.) In these cases, non-rehewable transitional
tolerances could be granted for up to five years. If the risks
are not brought down to negligible within the period of the
transitional toleranceé, they would be revoked.

After enactment, new tolerances would have to meet the
negligible risk standard, and transitional tolerancgs could not
be granted except when warranted by public health benefits, which
could justify nonrenewable tolerances of up-to five years.

If at any time during the period of any time-limited or
transitional tolerances the agency concludes that circumstances
no longer justify exceeding the negligible risk standard (e.g.,
if a safer alternative pest control method were developed for
some or all uses), EPA would revoke the tolerances before the
expiration date. FIFRA product registrations would be
automatically cancelled upon the expiration or revocation of the
corresponding tolerances.

Tolerances posing greater than negligible risk under any of
the transitional tolerance provisions could only be renewed if
congress enacted a statutory exemption.

Both the tolerance review and transitional, time-limited
tolerance provisions are responsive to NAS recommendations that
tolerances be based on health considerations, and that risk -
assessments incorporate use of improved toxicology and exposure

data. They will ensure that all tolerances meet the new
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statutory standard within fixed time-frames, unless Congress

intervenes.

PROVIDING REGULATORY AGENCIES WITH IMPROVED TOOLS

In addition to strong new standards for tolerance setting
and the tolerance review program, we are proposing additional
authorities to improve our agencies’ ability to carry out their
regulatory responsibilities. For example, we would‘édbport a
provision in FFDCA analogous to the provision in Section
3(c) (2) (B) of FIFRA that would authorize EPA to require new
studies whenever needed to support an existing tolerance,
including studies on improved testing procedures and actual
residue monitoring data when appropriate. This concept is
included in the bills sponsored by Chairmen Kennedy and Waxman.
While in most instances EPA can use the "data.call-in" authority
of FIFRA to require such information, a parallel FFDCA provision
could be useful in cases where a pesticide has U.S. tolerances
under FFDCA but no U.S. registration under FIFRA.

The interagency group is continuing to review additional
proposals to enhance the regulatory and enforcement tools
available to EPA and FDA under FFDCA. We look forward to working

with Congress in these areas.
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FEDERAL INSECTICIDE, FUNGICIDE, AND RODENTICIDE ACT (FIFRA)

PROPOSALS

The focus of FFDCA reform is on food safety and potential
dietary risks. Our proposals for reforming FIFRA would
complement FFDCA initiatives and expand on them to enhance our
ability to improve pesticide regulation and use across-the-board.
The two sets of proposals form a balanced packagé and in our view
are inextricably linked. We must have a consistent t -
comprehensive scheme for addressing all pesticide risks.

The major goals of our FIFRA reforms are to strengthen our
efforts to reduce pesticide use, better enable us to identify and
act to reduce or eliminate potential pesticide risks to health or
the environment, make development of safer alternatives a clear
priority, and provide a broader range of regulatory and
- enforcement authorities to improve compliance with pesticide
regulations. The Administration’s proposals would not only
improve food safety, they would also enhance our ability to deal
with farm worker risks, groundwater contamination, hazards to
endangered species, and exposures of children and othérs to

pesticides used for lawn care or residential pest control, or

that may in any way affect our daily lives and our environment.
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REGISTRATION "SUNSET"

our policy goal in proposing a "sunset" for pesticide
registrations is to ensure that all pesticides are reviewed
periodically and are taken off the market if the data supporting
their continued registration do not meet up-to-date scientific
standards for safety testing.

Currently, pesticide registrations generally have no fixed
expiration or renewal dates. Even the massive rere%}gFration
program EPA is currently implementing under FIFRA ‘88, covering
all pésticides first registered before November 19#4, does not
involve any automatic "sunset" or sanction against'pesticides
that are found ineligible for reregistration. We propose to
amend FIFRA to provide for a sunset for all pesticide
registrations. Future registrations would expire in 15 years
unless a new application meeting the then-current scientific
standards is received and approved by EPA.

For existing pesticide registrations subject to FIFRA ‘88,
the 15-year period would begin on the date EPA issues a
reregistration eligibility decision, or "RED"; for new
pesticides, it would generally begin on the date of initial
registration. Applications for renewed registration would be
due to EPA in the twelfth year of the 15-year period, to allow
time for agency review of the new data submitted.

In order to maximize efficiency, we are considering setting
sunset dates on an active ingredient basis. The sunset date for

an active ingredient would apply to all products containing that
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active ingredient. As a practical matter, this would mean that
jndividual product registrations could have varying terms. For
example, if a new producer registers a product containing active
ingredient A in 2010, and active ingredient A was initially
registered ip 2000, the new product’s registration would only be
good through the 2015 expiration date for the active ingrediént.
It could be renewed only if an application for renewed
registration of the active ingredient were submitte;-b; 2012 and
approved by EPA before the expiration date.

This approéch will place the burden 6n registrants to
identify and supply all the data needed to keep their
registrations up to date with current EPA standards. If they do
not submit a new application by year 12, or if the application is
deficient, the registrations will simply expire in year 15,
without additional time for data development or the need for EPA
to initiate cancellation proceedings. Like the FIFRA ’88
reregistration program, EPA will need authority to charge fees to
help cover the costs of reviewing renewal applications.

Like our proposal for tolerance review, if registrants
submit complete, timely applications but EPA does not complete
its review and issue a registration renewal decision By year 15,
the agency would have the authority to extend the registration
for an additional two years, contingent on a finding that the
registrant had submitted a complete and technically adequate

application on time. Also, at any time before the sunset date,
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EPA could initiate action to cancel or suspend the registration,

or to require additional data under FIFRA Section 3(c) (2) (B).

PHASE-OUT/PHASE-DOWN

our phase-out/phase-down proposal would give EPA an
important new regulatory tool to begin to reduce potential
pesticide risks in the face of uncertainty when new questions
arise about safety of registered products. Whenevei éredible
scientific evidence indicates that a pesticide is'reaéonably
likely to pose a significant risk to humans or the environment,
EPA could, by rule-making, take steps to limit the potential risk
by requiring the phase-out or phase-down of the pesticide’s use,
for example by imposing declining production caps or elimination
of uses. EPA would consult with USDA in establishing phase-out
strategies to avoid unnecessary dislocations in agricultural
production.

The purpose of this authority is to begin to reduce exposure
and potential risks while efforts to resolve the scientific
uncertainty proceed. Under current FIFRA, full pesticide
production and use often continue for years while data are
generated té resolve scientific questions, and the public bears
the potential risk. -

The phase-out could be complete over time (e.g., production
caps down to zero production by year 5 of a five year phase-ouﬁ
rule), or less than complete. If, during the phase-out process,

the risk concerns are resolved, phase-out controls would be
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removed. Alternatively, at any point during the phase-out, if
the data support a cancellation or suspension finding, EPA could
invoke those procedures.

Phase-out authority is an intermediate sanction that can
provide time for gradual readjustment of pesticide users and for
the development of alternatives, easing the transition for users
as compared to total cancellation. It allows EPA to act to
reduce potential risks while scientific uncertaintifs-are being
resolved. We also believe it would increase incentives for
prompt data development and voluntary interim risk reduction
measures early in the process, once new perceptions of risk were

identified.

IMPROVING PESTICIDE LABELS, STREAMLINING LABEL CHANGES, AND
ESTABLISHING A SINGLE, UNIFORM LABEL COMPLIANCE DATE

Pesticide labeling plays an important role in ensuring food
safety, public health and environmental protection. The label
specifies application rates, directions for use, including
special steps required for applicator or environmental safety.
Ccurrently, EPA lacks a streamlined mechanism to require minor
labeling, packaging, or formulation changes and may have to .
resort to cancellation procedures. EPA has also often been
criticized for a lack of uniformity in besticide labeling. Our
proposal would streamline procedures, improve consistency and
establish a single annual compliance date for most required

changes.
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Full cancellation'procedures are a wasteful and
inappropriate way of achieving relatively small changeé_in the
conditions of registration (i.e., label chaﬁges that reduce
pesticide risks but do not affect the availability of a pesticide
for use on any particular type of crop or site). We expect many
such changes to flow ffom FIFRA ’88 reregistration decisions, and
registrants may not always agree to make the changes voluntarily.
A streamlinéd mechanism for implementing label changes would
help ensure that the benefits of reregistration are realized
without undue delay. Examples of the types of changes that could
be made through the streamlined process include requirements for
protective clothing and equipment, limitations on applications to
protect endangered species or groundwater, increases in pre-
harvest or worker re-entry intervals, and additional warning
statements. Changes that would essentially eliminate the use of
the pesticide on any use site could not be implemented through
the new process, but would remain subject to cancellation
procedures.

coupled with the streamlined process would be the
establishment of a single, uniform effective date each year for.
all EPA-required labeling changes, except in instances where the
agency believes the change is too urgent to delay. This will
' give registrants ample notice and time to arrange for new labels
to be printed in an orderly, predictable fashion.

The process we envision for this streamlined "label call-

in" provision would be modeled on EPA’s existing data call-in
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authority in Section 3(c) (2) (B) of FIFRA. Once EPA has -
determined that a change is necessary, the agency would notify
affected registrants of the new requirement and explain the basis
for the agency’s determination. Registrants would have 60 days
to object to the requirement. The basis for objection could be
the registrant’s contention that the change essentially
eliminates an entire use site and thus requires full cancellation
procedures. Alternatively, the registrant could prédsent data and
information demonstrating that the change is not necessary or
appropriate for -the particular product or that another change
would be equally or more effective in addressing EPA’s concerns.
EPA would then have 90 days to respond to the registrant’s.
submission and state its reasons for continuing, modifyiné or

withdrawing the proposed requirement in light of the arguments

" made by the registrant. EPA’s decision would be judicially

reviewable if challenged within 60 days. The basis for review
would be the record of written exchanges between the agency and
the registrant. |

Unless ordered otherwise by a court (or EPA determines that

urgency requires more expeditious action to address significant

risk concerns), changes will take effect on the next applicable
uniform effective date. (At present, we are considering setting
effective dates that would provide no less than 12 months notice
before the change would be required in the normal course of:
events.) Fallure to make changes would result in suspension, and

products without updated labels that enter commerce after the
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relevant effective-date would be subject to seizure or mandatory
recall, and other appropriate enforcement action;

Following the data call-in authority model, the only grounds
for challenging enforcement action would be a factual dispute as
to whether the required change was made. We would expect
judicial feview of EPA’s final decision to be completed and the
issue resolved in time for registrants to meet the 2p%form

compliance effective date.

INCENTIVES FOR DEVELOPMENT OF REDUCED RISK PESTICIDES

The Administration is committed to reducing pesticide risks
and encouraging the development of safer alternative means of
pest control, including nonchemical control. alternatives. A
legislative'reform package should include pr6visions to give
greater priority to these efforts in both EPA and USDA programs.
Just as we need to take expeditious action to remove from the
market products that pose unacceptable risks, we must also
speed the development and approval of safer substitutes so that
pesticide users will have access to the pest control alternatives
they need.

our proposal would direct EPA to establish criteria for
designation of reduced risk pesticides. Registration
applicatiohs that appear to meet the criteria will qualify for
priority review, as described further below. Once approved,
pésticides meeting the criteria will be accorded two additional

years of exclusive data use, beyond the ten years provided in
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current FIFRA. EPA would also be authorized to grant time-
limited conditional registrations for biologically-based
pesticides, if, before a full data set is developed, thé agency
determines that the pesticide is unlikely to pose a risk of
unreasonable adverse effects on health or the environment during
the period.fequired for full data development and review.
EPA’s registration program review priorities would be set as
follows: €
(1) FIFRA Section 18 emergency exemption applications
(2) Pesticides that reduce riSk compared to currently
registered alternatives (e.g., by replacing a
pesticide subject to phase-out or cancellation
proceedings or that has been identified as posing
greater than negligible dietary risk)
(3) Pesticides that meet EPA criteria for designation
as "reduced risk"
(4) Minor use registration applications

(5) Other applications

PESTICIDE USE REDUCTION AND SUPPORT FOR INTEGRATED PEST
MANAGEMENT

Promoting pesticide use reduction through increased use of
Integrated Pest Management (IPM) techniques and expanding
sustainable agriculture programs is another goal of our
legislative proposals, and of the initiatives we are already

pursuing administratively. These initiatives are firmly grounded
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in an environmental ethic of pollution prevention, a keystone of
Adnministration policy in all sectors, including agriculture.

Strengthening USDA program mandates to develop, demonstrate
and disseminaté alternative pest control practices, and
eliminating impediments to IPM under FIFRA, should be.aimed at
effecting changes in agricultural production methods that reduce
pesticide use and risk. | e -

The statute should direct federal agenqies to take a
leadership role and to adopt in their own pest management
activities the same risk reduction and IPM approaches that
private interests are being encouraged to adopt. EPA and USDA
should also be directed to institute a process for coordinating
environmental risk reduction efforts with research efforts,'.
through identification of pesticides that raise risk concerns and
for which development of safer alternative means of pest control
should be high priority for USDA research programs.

The statute should set a goal for USDA, in consultation with
EPA, to develop IPM strategies that would cover a certain
percentage of total crop acreage by a fixed date; for example,
requiring the development of IPM programs and implementation
strategies for 75% of acreage within 7 years of enactment. A
provision authorizing the establishment of several pilot
ecosystem-based reduced use programs, tailored to specific
regions and involving all stakeholders (growers, homeowners,
government officials, industry and others) could facilitate such

efforts as well.
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We also support the use of market-based incentives to help
achieve environmental progress, and we will explore additional
options to bring these incentives to bear as part of our use
reduction initiatives.

Two other legislative changes would further our use
reduction initiatives. First, FIFRA’s current prohibition on
requiring IPM training as part of certification and training
programs should be repealed. Second, to ensure that adequate
tools are_available to carry out IPM programs, some pesticides
should remain available for use under selective and controlled
circumstances. Thus, EPA should have the authority to establish
criteria for "prescription use" of pesticides. Such authority
could permit retention of pesticides critical to IPM and
resistance management programs or otherwise to reduce pesticide
risks, and could be modeled on the state management plan approach
EPA is currently implementing for groundwater protection. Under
this approach, EPA would limit registration of certain pesticides
to states which have developed appropriate management plans aimed
at ensuring that they are only used in appropriate circumstances,

upon “"prescription" of qualified pest control advisors.

IMPROVED PESTICIDE USE DATA COLLECTION

Sound pesticide regulation depends on high quality data and
information to support decision-making. The changes in the
regulatory system we are proposing will create greater incentives

for the timely submission of data from registrants. By the same
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token, we must also ensure that information collected and used by

government agencies is current, complete and reliable.

We propose the following measures to help ensure that data

collected and generated by the federal government is

comprehensive and valid for use in making decisions about

pesticides and their ihpacts.

(o]

In keeping with the recommendations of the NAS, we plan to
enlarge and improve the data base on foods con;u@ed by
infants and children. We look forward to working with
Congress to find the funding to increase USDA’s survey
efforts in compiling consumption data, especially for
children. This information will help us to fulfill our
objective of increasing our assurance that children are
protected from pesticide risks.

The availability of accurate pesticide use information can
help refine "default" assumptions and enable EPA to make
more realistic exposure estimates in setting tolerances.
USDA proposes to expand the scope and detail of its
pesticide use surveys to include more crops and more states
and, in addition, to conduct a national baseline survey of
all pesticide use on a perioaic basis. Given the importanée
of reliable information in making percent-of-crop-treated
assessments, we also propose to expand current record-
keeping requirements to include all pesticides used in
agricultural production. While protecting confidentiality,

followihg the model of the 1990 Farm Bill, this new record-
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keeping authority will help ensure the reliabilify'of

information used in decision-making. It can also be

important in diagnosing and following up on problems and
developing targeted risk mitigation strategies for
vulnerable areas.

In addition, we want to enlist the support of health
professionals and others in identifying risks to-health and the
environment, particularly with respect to worker eﬁﬁdéures. The
Administration expressed its commitment to better incident
monitoring earlier this year, and EPA has already undertaken
efforts to strengthen programs in this area. We want to explore
addiﬁional avenues for making our systems more useful and
effective.

The Administration is also looking into the role of HHS
" research and surveillance programs related to the health effects
of pesticides on farm workers. EPA and HHS need to work closely
together to identify and collaborate on the highest priority
research needs. Current HHS surveillance activities are focused
on the collection, analysis and field investigation of reports of -
pesticide-related illnesses and injuries. HHS is working with
three states testing various approaches, including physician,
laboratory, and migrant clinic reporting. Better surveillance
data, follow-up, and analysis should help identify pesticides
posing the greatest risks to workers. This kind of information
is useful in targeting pesticides for further review. It could

help guide risk reduction efforts, and be directly relevant to
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regulatory decisions, for example, with respect to evaluating
application rates and methods, the adequacy of personal

protective equipment, and worker re-entry intervals.

PESTICIDE MINOR USES

Generally, pesticide minor uses are considered to be those
agricultural or public health uées for which anticipated sales
revenues do not.justify the expense of registering or
reregistering a pesticide product. €

The Administration supports the creation of incentives for
registration of new pesticides for minor uses by giving
applications that include three or more minor uses priority for
review and extending exclusive data use rights for two édditional
years under FIFRA.

Existing minor uses are also at risk fér lack of support in
reregistration. The best solution to this problem is to ensure
that the data needed_for reregistration are developed, so that
EPA can make timely decisions on these uses as well as on major
uses on the basis of sound science and an adequate data base.
For this reason, the Administration supports full funding of
USDA’s cooperative IR-4 program, which has undertaken support of
many residue field trial studies needed to support minor
agricultural uses. In addition, we would support legislation to
give minor uses the maximum time for development of residue

chemistry data required under the FIFRA ‘88 reregistration

program (until the last study due date for the chemical) and
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allow full time for data development when a minor use waiver
request is denied by EPA.

Even with these proposals, some minor uses may be lost.
Therefore, we would support legislative changes designed to ease
growers’ transition to alternatives, by allowing minor crop uses
to continue until the due date of the final study required in the
reregistration process. This extension would only&pq_permitted
if no risk concerns have been raised, other uses of the pesticide
are being supported; and only residue chemistry data related to
the minor use are lacking support.

Finally, we recognize that some public'health uses of
pesticides may lack adequate economic incentives for registration
and reregistration. We support legislation providing for the
Department of Health and Human Services/Public Health Service and
EPA to collaborate in identifying critical public health minor
uses that might otherwise be lost, and to arrange for necessary

data support, with HHS/PHS playing a role analogous to that of

USDA in the IR-4 program for agricultural minor uses.

CANCELLATION AND SUSPENSION PROCEDURES

Cancellation procedures under FIFRA should be improved
through the adoption of a notice-and-comment type cancellation
process, to replace adjudicatory hearings before an
Administrative Law Judge (ALJ). Final cancellation orders could
be challenged in court, but the pesticide would be off the market

unless the court overturned the cancellation.
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Trial-type formal ALJ procedures as required under existing
law are not the best way to resolve scientific issues. They are
cumbersome and extremely time and resource-intensive for all
parties. This change, combined with the other regulatory tools
outlined above; will enable EPA to implement the benefits of
reregistration review more effectively and expeditiously. 1In
addition, a notice and comment procedure will be more.épen to
public participation and will be more aécessible totall
interested groups, such as agricultural producers who may have an
interest in the -issue but not be prepared to participate in a
formal hearing.

While we are not advocating a change in the standards for
suspension under FIFRA, we would propose that EPA’s authority to
issue suspensions in cases of "imminent hazard" be decoupled'from
cancellation procedures. Under current law, suspension orders
must be issued at the same time as, or be preceded by, a proposed
cancellation. We believe EPA should be able to issue the
suspension in the absence of a proposed cancellation, provided
that the cancellation proposal is issued within six months of the
suspension. Failure to issue the proposed cancellation within
the six-month period would result in automatic termination of the
suspension.

We would also replace the time-consuming and cumbersome ALJ
process with a petition procedure for challenging suspensions,
with prompt judicial review. Petitions could be filed within 30

days by anyone who would be adversely affected by the suspension,
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and EPA would have to respond within 120 days. 1If EPA failed to
respond within that time period, the suspension would be
invalidated automatically. Any petitioner who is dissatisfied
with EPA’s response could seek judicial review. - Alternatively,
adversely affected persons could go directly to court for revigw
of the suspension within 10 days, bypassing the petition
procedure. We believe these expedited procedures are appropriate

when EPA has determined that an imminent hazard exikts.

ENFORCEMENT AUTHORITIES AND PREVENTING THE EXPORT OF PESTICIDES
BANNED BY EPA

Any legislative reform package must include major
improvements in enforcement authorities and a strengthened
penalty structure under FIFRA. Among the key provisions should
be improved inspection and lab audit authorities and significant
increases in penalties for FIFRA violations, commensurate with
the.nature of the offense. All regulations promulgated under
FIFRA should be fully enforceable. Farmers or private
applicators should in most cases still receiye warning letters
for first violations, unless there is a knowing violation.

The Administration supports."whistle blower" provisions to
help ensure that employees who report potential violations do not
suffer recriminations from their employers. 1In addition,
compliance with our pesticide laws and regulations would be

enhanced by inclusion of a carefully-crafted provision for
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active ingredient and/or if there is a method determined by EPA

to be capable of detecting residues in food.

FEES TO SUPPORT FIFRA ‘88 REREGISTRATION

Timely completion of EPA‘s FIFRA ‘88 reregistration review
program is a critical component of all our efforts to make
certain that pesticide risks are fully assessed and appropriate
regulatory action taken. It is now clear that addigiqnal
resources will be required for this program. An immediate $20
million shortfall has been projected through the end of 1997.

To meet these program needs, the Administration supports
enactment of a one-time supplemental reregistration fee assessed
on an active ingredient basis, calculated on average market share
over the three year period of FY 1990 - FY 1992, an individual
product reregistration fee, and continuation of annual
maintenance fees.

Provision of these fees will enable EPA to reduce its
dependence upon outside contractors for science data reviews, to
maintain in-house expertise during the critical decision-making .
years of the reregistration program, and to respond effectively

to the new requirements of this legislation.

NATIONAL PESTICIDE ADVISORY COMMITTEE
The Administration also supports the creation in statute of
a National Pesticide Advisory Committee. This should be a

broadly representative committee comprised of 15 members serving
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three year staggered terms. The Committee should meet at least
twice a year to review progress in carrying out our pesticide

laws and policies.
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III. NAS CHILDREN’S STUDY FOLLOW-UP INITIATIVE

We would now like to turn to a discussion of the
administrative initiatives that are underway to address the
recommendations of the recent NAS report, "pesticides in the
Diets of Infants and Children."

The NAS report recommended a number of changes in the
regulation of food-use pesticides to provide a greater level of
assurance that our children are protected from pesticide risks.
Ccommissioned by EPA and Congress in 1988, the report examines how
EPA regulates pestieides in foods, with special emphasis on the
foods regularly eaten by infants and children. The
recommendations cover all three of the basic-elements of our
traditional approach to evaluating food safety: toxicity
testing, or the identification of the potential to cause harm;
exposure analysis, or the determination of how much of a
pesticide residue we are exposed to when we eat; and risk
assessment, or the ways we combine and interpret the toxicify and
exposure data to determine whether our foods are safe.

Not surprisingly, the Academy confirmed that there are age-
related variations in susceptibility to the toxicity of
environmental agents such as pesticides. For example, both
anatomical and physiological differences are the basis for
different rates of metabolism, respiration and growth. Anyone
who holds a sleeping child notices that the child is breathing
faster than an adult would, just as anyone who has lunch with an

average pre-schooler knows how much food a child can consume and
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still be hungry two hours later. Because of these and other
differences, the Academy recommended modifying current
reproductive, developmental, and carcinogenicity testing
protocols and adding studies to test for pesticide neurotoxicity,
immunotoxicity, and hormonal effects.

The Academy reaffirmed age-related differences in the amount
of exposure to pesticide residues for infants and children. For
their size, children consume more food than adults do, eat fewer
types of foods, and drink more water. To address.these
differences, the Academy recommended more and better food
consumption data targeting specific age groups from infancy
through adolescence, more and better pesﬁicide residue data on
pasic foods (raw agricultural commodities) and processed foods,
standardized methods for reporting residue monitoring and
maintaining residue data bases, and characterization of exposure
from nondietary sources in assessing tolerances under FFDCA.

To better characterize exposure and risk, the Academy
recommended use of a statistical procedure for determining
potential distributions or ranges of pesticide exposure based on
limited actual exposure data. This procedure, if supported by
sufficient "real" data, could allow better assessment of
subpopulations which may be at greater risk than is%possible with
current methods. The Academy also recommended considering all_
routes of exposure to a pesticide in assessing risk, combining
exposure through the diet with environmental sources such as air,

indoor surfaces, lawns, and pets, as well as combining exposures
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to pesticides with common toxic effects. Finally, where toxicity
data are incomplete or there is evidence of frank developmental
toxicity in animal studies, the Academy recommended use of an
additional uncertainty, or "safety" factor when .defining
acceptable exposure limits.

These recommendations, taken as a whole, present a great
challenge in terms of higher standards for the quality, quantity,
sensitivity, and scope of the data we use for evaluating risk.
This is a challenge we are prepared to meet. We want to ensure
that the decision making process for setting tolerances is based
on health considerations, incorporating improved exposure
estimates and better hazard characterization. We must not
overlook the fact, however, that demands for more and better data
development will also have important resource implications, for
government agencies and the private sector. We must work to
effect needed changes efficiently to minimize these burdens,
while assuring that protective standards are maintained and
enforced.

Efforts are well underway to assess and implement the
Academy’s recommendations where appropriate. We are ready to
tackle the numerous issues. We have already accomg}ished a

number of key tasks, and we will be initiating others in the near

future.
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Organization |

The Office of Pesticide Programs (OPP) within EPA has the
lead in organizing this initiative, with very significant
participation from USDA and FDA. 1In addition, OPP has an array
of outside participation in our NAS study work groups, including
representatives of other HHS offices, Department of Commerce,
Department of Defense, state regulatory agencies, and the U.S.
Census Bureau. It is evident from the sheer size of our task
that we will need to elicit the help and cooperation of a wide
variety of outside groups, and we have already met with
organizatibns who have offered their support and assistance,

particularly in the area of pesticide use reduction.

Progress

EPA, FDA, and USDA are committed to making real progress and
expect to achieve tangible results within thé coming year. While
this initiative represents a new frontier for the federal |
government, we began work even in advance of the NAS report, with
the goals of improving the science base for pesticide decisions
very much in mind. The impetus of the NAS report and the
Administration’s commitment to reducing pesticide use imparted
increased energy, tenacity, and enthusiasm to our e;forts. Some
of the relevant programs that are now in place, our actual
accomplishments, short-term plans, and near-term goals are

described below.
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Toxicology

As part of the registration or reregistration of a
pesticide, EPA requires a battery of toxicological tests to be
performed. Registrants must subnit a number of studies including
acute, subchronic, and chronic toxicity studies; carcinogenicity
(cancer or tumor causing effects), developmental toxicity (e.g.,
birth defects), .and mutagenicity (genetic effects) studies; and
reproductive effects and metabolism studies. We also require
data on environmental fate and ecological effects..

The NAS report recommended expanding the scope of this
testing. Several of the recommendations in the report for
additional or modified study requirements are in their final
stages of development, while a few will require further work.
EPA is reviewing and researching each new study suggestion.
While it may be ideal to have as much data as possible from a
purely scientific standpoint, we realize that in a regulatory
setting, decisions must be made in a timely fashion based on the
best available scientific information. Our decisions on new
testing requirements will be subject to scientific peer review

and open to comment by the general public.

Immune Function Testing. The NAS committee considered the
human immune system to be among the more robust ofe;ystems in |
terms of resistance to pesticides or other chemical toxicity. In
general, NAS concluded that EPA’s current approach is sufficient.
If abnormalities are found during histopoathologic examination of

the spleen, lymph nodes, thymus, and bone marrow, they suggest
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that more detailed and specific studies should be conducted on a
case-by-case basis relevant to the types of effects initially
seen in immune system tests. -

EPA agrees with the committee’s findings. We have prepared
proposed protocols for immune system testing and will present
these guldellnes to a public meeting of EPA’s Scientific Advisory
Panel (SAP) this fall. EPA’s guidelines are more comprehensive
than NAS recommended and consider a variety of endpoints,
including changes in cell profile and thymus weights as well as
histopathological changes. The guidelines will be finalized
following SAP review.

Neurotoxicity Testing. 1In March 1991, EPA issued new and
revised guidelines for conducting studies to determine the
effects of pesticides on the nervous system. They include a
description of how to assess the effects of pesticides on the
developing nervous system both before and after birth. EPA.also
proposed requiring data for acute and subchronic neurotoxicity
testing. Following the issuance .of the guidelines, EPA required
the development of such data for certain pesticides such as
organophosphates and carbamates. Data call-ins (DCIs) were
issued beginning in early 1991, and DCIs for over 66 chemicals or
chemical cases have gone out to date. The NAS committee
encouraged EPA to require neurotoxicity testing for all food-use
pesticides as a general data requirement. This question will be
presented for public review when we propose revised requirements

for all pesticide regulatory testing. Current plans call for

41



review of this proposed rule by the SAP and publication for
public notice and comment in 1994.

Visual System Testing. The NAS committee recommended that a

general guideline for visual system toxicity testing be
established that can be modified and applied on a case-by-case
basis. EPA has been working to design suitable protocols for
sensory testing which will reliably predict visual system
toxicity and has developed testing guidelings whiéh are in the
final stages of internal review. These guidelines.will also be
presented to EPA’s Scientific Advisory Panel in 1994 and
finalized following SAP review.

Other NAS recommendations for added or modified
toxicological studies will require more investigation into tﬁeir
feasibility and compatibility with our regulatory needs. Age-
related physiological studies, pharmacokinetic studies on
immature animals, in utero exposure studies to assess cancer, and
hormonal measurements are very complex and often controversial
studies. Adding them to our current battery of routine
toxicology testing will require more detailed scrufiny into
issues such as degree of difficulty in performing the study and
the value added of the data in making risk assessme;t and

management decisions.

Residue Data and Tolerance Setting

Use of Field Trial Data in Exposure Estimation. Results

from multiple pesticide field trials are currently used by-EPA in
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setting tolerances. The tolerance is often used in dietary
exposure estimates for acute effects and is also the initial
value used in chronic risk assessments. Tolerances facilitate
enforcement of the use directions on registered.products and will
overestimate actual dietary exposure over a lifetime because they
are set to cover maximum residue levels found in'unpeeled, |
unwashed, uncooked commodities collected at the farm gate
following treatments made at the maximum label rates and
harvested at the minimum allowed interval following treatment.

Oon the other hand, the tolerance value may, in some cases,
underestimate acute exposure because it is based on composite
samples that represent an average value for individual items
collected.

The NAS report suggests that data from pesticide field
trials be utilized to provide a basis for estimating potential
maximum residue levels for acute effects and that more and better
data be used for estimating dietary exposure for chronic or long
term effects. We agree with these recommendations. EPA already
uses field trial data as a basis for estimating maximum residue
levels. It has also published for comment draft guidelines for
the generation of better residue daté'to be used in' both chronic
and acute dietary risk assessments. These new guidelines will
complement existing residue field trial guidelines and will
document a more formal and uniform approach to assessing both

short and long-term dietary health risks. Public comments have
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been solicited and EPA will finalize these guidelines in 1994,
following SAP review.

Monitoring Pesticide Residues in Foods. The NAS committee

emphasized the importance of obtaining more and better monitoring
and processing data for use in estimating dietary exposure of
children to pesticide residues. The Academy outlined a number of
potential areas for improvement, including standardized reporting
formats; the establishment of a national monitoring data base;
market basket surveys designed around infants and children with
an independent validation process; the institution of sampling
strategies; and more sensitive analytical methods for detecting
residues. Substantial changes in these areas are likely to be
costly and will therefore need to be examined carefully for their
added value compared to current practices and the many other
possible improvements which could be made at increased cost.
Nonetheless, advances have been made in several of these
areas. For example, significant progress has been made in recent

years to standardize reporting of pesticide residue monitoring

‘data. FDA’s monitoring data reporting system has been adopted,

to some extent, by many states and by USDA’s Agricultural
Marketing Service in its Pesticide Data Program. Recording of

multiple residues in a single food sample is currently standard

operating procedure in the FDA Pesticide Program, the USDA

Agricultural Marketing Service’s Pesticide Data Program, and the
USDA Food Safety and Inspection Service’s monitoring of meat and

poultry. Since 1986, FDA has had a contract with Mississippi
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State University to compile state data into a data base. 1In
1989, EPA developed the Pesticide Residues Information Systemn,
which uses this state monitoring data base, as well as data
generated by the National Food Processors Association,
Agriculture Canada (now the Department of Agriculture and Food),
and Scientific Certification Systems. The data base has been
recently updated and is now available to the public.

In October, FDA will implement a statistically designed
incidence level monitoring program for apples and rice. Both are
l]isted in the NAS report as high consumption items for children.
FDA will ensure that rice destined for baby food is included in
this program. Last year’s statistically based incidence level
program included pears, another food identified by NAS as a high-
consumption food for children.. Currently, FDA’s "Total Diet
Study" looks at eight subgroups of the population, including two
children’s age groups, 6 to 11 months, and 1-2 years. Soon, the
study will be expanded to 14 subgroups with more groups for

children.

Food Consumption

Dietary Surveys. One elememt of assessing dietary exposure

to pesticides is a determination of how much and wﬁét types of
food are consumed. EPA uses the computerized Dietary Risk
Evaluation System (DRES) to estimate the amount of the pesticide
in the daily diet, using national food consumption survey data

from USDA. DRES allows us to assess the potential risks to a
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number of age-based population groups including infants and
children; several different ethnic groups; and regional
populations.

While DRES represents a significant advance over -earlier
methods of utilizing food consumption data, we agree with the NAS
recommendation that more and better data are needed, especially
on children in different age groups. Data in DRES currently are
derived from USDA’s 1977-78 Nationwide Food Consumption Survey
(NFCS). Because of the apparent changes in America’s eating
habit; since that time, and the relatively 1imitedisamp1e sizes
for children in the 1977-78 NFCS, we need a more up-to-date data
base.

We are evaluating several existing surveys, such as USbA’s
Continuing Survey of Food Intakes by Individuals (CSFII) and-the
Department of Health and Human Services’ National Health and
Nutrition Examination Survey (NHANES), which contains water
consumption information. EPA is considering using one of these
two surveys in the near term for an interim upgrade of DRES,
although there are certain age groups for which sample sizes may
not be fully adeguate and NHANES excludes infants less than two
months of age. USDA and EPA, along with HHS and the Bureau of
the Census, are currently designing a special supprémental surQey
to acquire data adequate for EPA’s purposes with respect to
understanding the dietary patterns of infants and children.

These data would provide better support for special findings with
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respect to children as part of the tolerance setting process
described in the legislative portion of our testimony.

Additional future surveys will be designed to provide better
data, but we need to explore whether a single survey design can
simultaneously meet the needs of nutrition and food safety
agencies, both of which need well-designed survéys. EPA will be
working with USDA, FDA and other federal agencies on the design
of future food consumption studies to help make sure that these
studies provide the-information needed for more precise estimates
of risk for the general population, as well as infants and
children.

Food Composition. EPA uses DRES to estimate food
consumption. The foods reported are evaluated in terms of their
individual ingredients. For example, a chocolate chip cookie may
be made up of flour, eggs, sugar, vegetable (soybean and/or
cottonseed) oil, cocoa, whole milk, corn syrup, and molasses.
This breakdown of foods is necessary because the pesticide
residues in the foods as they are eaten are the sum total of
residues in the individual components of the food. The NAS
committee recommends that a simple, uniform method be developed.
for conversion of a product as consumed to its compgnents in
terms of raw agricultural commodities (RACs).

The Human Nutrition Information Service’s (HNIS) Food
Grouping System, which has been under development for some time,
is envisioned as the means of providing a simple, uniform method

for converting foods to RACs. This system will allow for
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standardized conversion. While HNIS is completing work on the
Food Grouping System, EPA is developing an improved list of raw
agricultural commodities so that all HNIS recipes can be

standardized to the new DRES RAC list.

Risk Assessment

Additional Uncertainty Factor(s). The NAS committee

recommended that an additional uncertainty factor of up to 10 be-
uséd when there is evidence of developmental toxicity following
birth and/or when data from toxicity testiné relative to children
are incomplete. |

Current EPA practice prefers to derive guidelines or
benchmarks for chronic exposures from a complete, "jdeal" set of
toxicology studies. These studies include two or more chronic
studies in different species along with one or more acceptable
studies which evaluate the potential for reproductive effects and
two or more (prenatal) developmental studies in different
species. The Agency usually applies the standard 100-fold
uncertainty factor to the most appropriate toxicological endpoint
identified in these studies. When the existing data base does
not include the "ideal" set, EPA uses additional uncertainty
factor(s) to accommodate for incomplete knowledge of the
pesticide’s toxicity potential. Our current methodology provides
flexibility for application of uncertainty factors of lesser of

greater magnitude, if the data warrant it. We will evaluate
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whether our standard practice should be further modified in light
of the NAS recommendation.

Oother Sources of Exposure. The NAS committee concluded that

to properly evaluate potential pesticide risks, other avenueé of
exposure should be included in an overall risk assessment. Risks
from multiple pesticides known to have comhon mechanisms of
action, nondietary exposures, and water consumption should be
considered. Many of these recommendations have merit; however,
further research and analysis are needed to better characterize
certain exposure scenarios and to jidentify scientifically valid
methods for combining multiple exposures. It is clear that
people can be, and in fact are, exposed to multiple pesticides
and to pesticides by more than one route, depending upon the use
pattern of the product. The recommendation to combine exposures
across similar chemicals has great appeal, yet is really a very
complex issue. Currently EPA’s general practice is to evaluate
each pesticide and pesticide use separately, with the exception
of multiple food uses of a pesticide, where we evaluate the total
dietary risk. Changing the current risk management approach from
a one-chemical or one-route focus to a multiple-chemical or
multiple-route one will require further analysis. +«In our
analysis, we will draw on the California Department of
Environmental Regulations’ experience in conducting multi-route
risk assessments and evaluate their program for applicability to

EPA’s.
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In addition, OPP will be working with EPA’s Office of Water,
which is developing a policy proposal which attempts to provide a
consistent approach toward "allocating" allowable levels of
exposure from various sources such as air, water, and food.

Use of the Benchmark Dose. EPA fully accepts the NAS

committee’s recommendation that we should explore the use of the
benchmark dose.approach for risk assessment applications
involving infants and children. The benchmark dose concept has
been developed as an alternative methodology for deriving
guantitative measures of hazard and is argued to have several
advantages over current methods. Work is underway on the
feasibility of the use of benchmark doses as an intégrated
approach to cancer and noncancer risk assessment, with.initiél
emphasis on the specific definitions, assumptions, decision
points, and science policy required for its implementation in
noncancer risk assessment. Potential applicability to specific
subpopulations such as the young is being considered. EPA, the
International Life Sciences Institute, and the American
Industrial Health Council are sponsoring a public workshop at
which the work done with respect to developmental toxicity will
be discussed. In addition, OPP has acquired necessary computer
software and will be developing case studies during the next
fiscal year.

Use of Probability Distribution Curves. EPA also agrees

with the NAS recommendation to use probability distributions

based upon actual data rather than simple summary statistics.
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