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EXECUTIVE SUMMARY

THE NEED- FOR INNOVATION

The nation's environmental and risk-related regulatory agenda* has changed
dramatically over the past twenty years, and it will undoubtedly continue
to evolve in the decades ahead. Since the establishment of the Environ-

-mental Protection Agency (EPA), the Occupational Safety and Health Ad-

ministration (OSHA), and the Consumer Product Safety Commission (CPSC)
in the early 1970s, the cost and complexity of federal programs have increased
as environmental and risk-related problems have become less amenable to
straightforward solutions. In response to public demands for cleaner envi-
ronments, healthier workplaces, and safer food and commercial products,

* We define “environmental and risk-related” regulation as regulation conducted by CPSC, EPA, -

FDA, and OSHA. The basis for the Task Force’s decision to examine the environmental and risk-
related subset of regulation, and to focus in particular on EPA and FDA, is discussed on pages 30-33.
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16 ' RISK AND THE ENVIRONMENT

policymakers are striving to develop innovative solutions to increasingly subtle
and intractable problems.

We stand at a crossroads in environmental and risk-related regula-
tory policy, facing critical organizational and procedural questions about -
the future at a time of large budget deficits and escalating demands on the
‘regulatory system. In order to address the challenges of the present and to
anticipate and ameliorate the problems of the future, the nation must de-
velop a more comprehensive and integrative decision-making infrastructure
while maintaining the flexibility to adapt to the new challenges of the next
century. Our report focuses on the interactions of science, technology, ot- -
ganizational dynamics, and law in environmental and risk-related regula-
tory policy and attempts to identify potential reforms. (See pages 35-36
for a “roadmap” to the report.) : “

AFINDINGS AND RECOMMENDATIONS

EXECUTIVE OFFICE OF THE PRESIDENT: POLICY FORMULATION AND
REGULATORY REVIEW

® The Executive Office of the President should expand its capacity to for-
mulate broad environmental and risk-related policies and should better in-
tegrate these policies with other national goals (see pages 43—48).
Federal policies to address environmental, health, and safety hazards
are often inconsistent and fragmented. The need to develop comprehensive
environmental and risk-related regulatory programs and to integrate them
with the nation’s economic, energy, and national security goals is paramount.
As the only entity in the federal government with a view of the whole
regulatory landscape, the Executive Office of the President (EOP) is a logical
focus for regulatory reform efforts. In recent years, unnecessarily high ten-
sion has existed between White House staff and agency regulators. The EOP
has been accused of trying to “micromanage” technical details of rules that
experts in regulatory agencies have prepared. Since the eatly x970s, environ-
mental and risk-related policymaking in the Executive Office has been largely
reactive and at times, some have charged, obsttuctive. Policy activities in
the White House have mainly focused on the economic impacts of regu-
latory actions, and the Executive Office has developed relatively few forward-
looking initiatives to control threats to public health and the environment.
The Executive Office must have the capacity to undertake several
fundamental tasks in the envitonmental, health, and safety policy arena
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(see Box 4, page 42). Of paramount importance is the capacity to identify
and analyze issues of “presidential” significance; to develop integrated pol-
‘icies consistent with statutory mandates; to communicate these policies to
responsible agencies, states, the public, and industry; and to monitor policy
implementation. ' '
In developing environmental and risk-reduction policies, the Exec-
utive Office should rely on the analytical capabilities of departments and
agencies whenever possible. It should help the President to define the broad
contours of the Administration’s environmental and risk-related policy, but
must take care to leave implementation details and day-to-day regulatory
decisions to the regulatory agencies.

" A focal point should be created in the Executive Office of the
President for developing environmental and risk-related policy in the con-
text of other national policy goals (particularly economsic) and for helping
federal departments and agencies to integrate sustainable development and
risk reduction objectives into their activities. By strengthening the existing
Office of Environmental Quality (OEQ) and redefining its mission, this can
be achieved without new legislation (see pages 43—45). (On Februaty 8, 1993,

the White House announced its intention to abolish CEQ, and to replace

it with an “Office of Environmental Policy.” The new Office is to be staffed
at approximately one-third the level of CEQ. It will be headed by a Deputy
Assistant to the President.)

» The Executive Office’s analytical and policymaking processes -

should complement and not supersede the capabilities in departments and
agencies (see pages 45-46). '

W Cabinet-level working groups should be established to formiulate
and oversee the implementation of federal policies for environmenial pro-
section and risk reduction that cut across departmental boundaries. Standing
groups should be created to address persistent concerns, such as the rela-
tionships among energy, environment, and the economy. Ad hoc groups
should be created to address challenges that can be resolved over 4 limited
period of time. (see pages 46—47). .

: ® The Office of Science and Technology Policy (OSTP) should play
4 leading role in developing environmental and risk-related policies by be-
coming more directly involved in policy decisions involving scientific and.
regulatory issues, promoting consistency in the sctentific aspects of risk-
based decistons, and ensuring that federal R&D programs are directed to
the missions of the environmental and risk-related agencies. OSTP's work
in these areas shonld be conducted iné/z:e cooperation with. the Office of
Environmental Quality (see pages 47-48).
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18 . RISK AND THE ENVIRONMENT

® Executive Office review of regulatory decisions made by the presidentially

~ appointed administrators of federal agencies should consist primarily of an -
examination of the extent to which decisions are consistent with statutory

mandates and broad Administration policies (see pages s1—52).

Within broad statutory constraints, the approach a Prestdent takes
to governing is largely a petsonal choice. Therefore, we do not recommend
a precise mechanism for overseeing the activities of federal regulatory agencies.
Nonetheless, general principles of good government should guide the exec-
utive review process in whatever form it takes (see pages si—52).

The President should select appointees with whom a relationship
of mutual trust can be established, and the President should be able to
rely on the judgment of these appointees in implementing policies. If dis-
satisfied with the actions oz progress of federal agencies, the President should
either work with Congress to modify their legislative mandates or make changes
in agency management. The Executive Office should not second-guess agency
interpretations of statutes. It should appraise its capabilities realistically and
should not review complex scientific or techmcal issues where it lacks the
necessaty expertise.

The Executive Office should have a minimum of regulatory review
pomts and the review process should be cleatly described. Except for com-
munication directly related to presidential deliberation, the executive over-
sight process should be open to public scrutiny. Economic analyses should
take place chiefly at the agency level in the context of cleatly stated proce-
dural guidelines developed by the Executive Office.

CONGRESSIONAL, EXECUTIVE, 'AND JUDICIAL INTERACTIONS

® Mechanisms should be devised to promote informal communication
among the branches of government with respect to environmental and risk-
related issues (see pages 59-63).

_ ~ Congressional-Executive gridlock and other interbranch conflicts
have impeded effective policymaking at times in the past. Although polit-
ically divided government has often contributed to this friction, interactions
between Congtess, the Executive, and the Judiciary can be contentious
regardless of partisan differences. Increased informal comrunication among
the branches could help alleviate some of this conflict. We propose two
models designed to increase communication and foster better undetstanding
among the branches. .

R A forum should be created in which Members of Congress, ex-
ecutive branch officials, and judges can meet informally to. discuss broad
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issues raised by the interaction of science and policy in environmental and
risk-relared regulation (see pages 61-62). .

u Informal working groups at both the principal and staff levels
should be organized more frequently to foster communication between the
executive and legislative branches in developing and implementing envi-
ronmental policy (see pages 62-63). '

INTERAGENCY COORDINATION

» Mechanisms are needed to improve consistency in federal regulatory de-
cision making and to facilitate interagency cooperation. One approach to
meeting these needs is to establish a Regulatory Coordinating Committee -
comprised of the administrators of the envitonmental and risk-related reg-
ulatory agencies and representatives of the Executive Office of the President
(see pages 71-72).

The environmental and risk-related regulatory agencies have man-
dates that overlap in some areas and leave gaps in others. To ensure that
agencies do not duplicate their efforts to reduce some risks while not attending
to other hazards, a Regulatory Coordinating Committee should identify
problems that necessitate ot would benefit from the involvement of mul-
tiple agencies. Agency staff members should seek to build consensus on
‘means for coordinating their efforts, and agency heads should review co-
ordination issues that staff members cannot resolve. The committee should

- ® Examine the relative risks posed by problems or categories of sub-
stances and attempt to identify problems that need additional attention;
_ensure that major risks that cross agency jurisdictions are addressed and that
sufficient data are developed to rank them appropriately; and see that rel-
ative risk rankings are updated regularly as more information becomes avail- '
able (relative risk analysis is discussed in more detail in the next section).
= Develop and articulate a coordinated federal response to high-
priority cross-cutting problems and set common risk reduction goals and
strategies across agencies for these problems. '
= Develop methodologies and guidelines for risk assessment and
risk management and promote the exchange of information among reg-
ulatory agencies. In areas where fully consistent approaches are found not
to be appropriate, committee publications should explain why this is so.
and clearly describe the different approaches used by each agency. All com-
mittee publications should be readily available.

.

® Identify research needs and determine the proper roles of indi-
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vidual agencies in meeting those needs, with agencies utilizing the research
strengths of other agencies to the extent possible.

.SCIENCE, RiSK, AND REGULATORY DECISION MAKING

® Agencies should place problems in broad risk categories and develop
strategies to address risks of high priority. To do this, each regulatory agency
addressing environmental and risk-related issues should develop a broad-
based risk inventory. The agencies should use the inventories’ output to help
develop multidimensional risk rankings. The agencies should experiment
with methods to integrate societal values into relative risk analyses where
statutes do not supply all the value judgments necessary to rank risks. Agen-
cies should repeat relative risk analysis initiatives periodically, readjusting
the process at each iteration in light of lessons learned, new information,
and progress in addressing high-priority risks (see pages 75-90).

Setting priorities is the fundamental problem in regulatory decision
making at the agency level, as at the presidential and interagency level. Com-
paring and ranking individual risks, families of risks, and risk reduction
opportunities present great challenges for science-based regulatory agencies.
The public, the media, industry, the Executive Office of the President,
legislators, and the courts all exert pressure on these agencies, and their
. decisions often appear equal to the vector sum of these forces. While our
regulatoty agencies should be responsive to government institutions and
the public, setting priorities on a “chemical of the month” basis may result
in overregulation of some hazards, underregulation of others, and decreased
agency credibility. '

We see relative risk analysis as 2 promising way to promote scien-
tifically sound decision making about risk. Nevertheless, we recognize that
the technique is still in its infancy. To enhance the accuracy and credibility
" of the process, two components of relative risk analysis must be strengthened:
scientific data must be better collected, organized, and evaluated, and more
attention must be devoted to integrating societal values into the process.

8 Ve recommend that other agencies working to reduce risk con-

duct relative risk analyses of the type done by EPA in Unfinished Business

and Reducing Risks and that both EPA and these agencies periodically up-

date their findings and methodologies (see pages 81-82). .
Vs recommend that each agency develop a risk data inventory
that reflects the agency's mission and that agencies coordinate their efforis
to facilitate exchange of information and interagency comparability of risk
rankings (see pages 84-86).
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LN ongre}_r and regulatory agencies should consider modifying pro-

 visions and practices directed at protection of confidential business infor-

mation in order to produce a better balance between industry's need for
proprietary secrecy and the need for ejﬁciem‘ use of environmenial, health,
and safety data by governmenial agencies, the scientific community, am!
the public (see pages 86-87).

™ Regularory agencies should report a range of risk estimares when
assessing risk and communicating it to the public (see pages 87-88).

w Agencies should experiment with different mechanisms for inte-
grating societal values into the process of setting risk-based regulatory pri-
orities (see pages 89-90).

® Regulatory agencies should critically evaluate and take deliberate steps

to improve their internal scientific capabilities and their means of integrating
scientific and technological considerations into agency decision-making pro-
cesses (see pages 90-94).

The Environmental Protection Agency rccently convened a group
of distinguished nongovernmental experts to examine its intetnal scientific
capabilities and recommend approaches to improving the Office of Research
and Development and its intramural laboratories. This analysis yielded many
thoughtful recommendations. We believe that other agencies should under-
take similar exercises. '

® Regulatory agencies should seek advice from other government
agencies where appropriate expertise is available (see page 91).

® [ndividuals with both public policy and scientific expertise
should be appointed more frequently to senior positions in regulatory agen-

ctes (see pages 91-94).

® The federal government should use its existing personnel authority to
- create opportunities for selected individuals to rotate in the early years of

their careers through environmental and risk-related regulatory agencies,
Congtess, the Executive Office of the President, and, in some instances, ad-
ministrative offices of the Judiciary (see pages 94-95).

Regulatory policy results from a dynamic mtcrplay among politics,
economics, law, ethics, and the physical and natural sciences. But rela-
tively few scholars or practitioners of regulatory policy have a ttuly broad
view. By providing new opportunities for promising staff members to rotate
among the branches, the federal government will develop a highly trained
and expetienced cadre of individuals with a unique perspective that will
eventually prove a valuable asset to the regulatory process. The protection
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accorded by the civil service system would help insulate these individuals
from political influence.

LONG-RANGE GOALS AND STRATEGIES FOR REGULATORY PROGRAMS

® Regulatory agencies should establish specific long-term research and reg-

ulatory objectives and regularly report their progress toward achieving these

goals to the President and Congress. Congress and the President should

mandate that regulatory agencies justify annual budget and program plans

in the context of explicit long-term regulatory goals. Furthermore, Congress

should work more closely with federal and state regulatory officials and ex-

perts in nongovernmental organizations to devise realistic regulatory goals.
and deadlines for meeting them (see pages 99-102).

Strategic plannmg is an essential but cxcecdmgly dzfﬁcult task for
federal regulatory agencies. Congress and the agencies have traditionally
been reactive rather than proactive in addressing environmental, health,
and safety risks. We encourage Congress and the President to take 2 longcr-
range view in devising broad policy mandates and to give regulatory agencies
more freedom to conduct internal strategic planning exercises.

In setting goals for federal agencies and mandating actions, Congtess
should match responsibilities with resources to ensure that objectives can be
attained. Regulatory agencies should devise work plans and secondary goals to
meet these long-term goals and should monitor progress in achieving them.

® Regulatory agencies should enhance their long-range planning capabil-
ities by strengthening the linkages between research and regulatory policy-
making efforts and by undertaking policy planning exercises in the context
of relative risk analyses (see pages 102-104).
~ The extent of linkages within regulatory agencies between research
and. development capabilities and the planning efforts of regulatory offices
varies considerably. We believe that each regulatory agency should establish
" an anticipatoty research program, closely linked with its regulatory program
offices, to identify emerging problems and ways of addressing them.

™ Regulatory agencies should strengthen their anticipatory research
capabilities and establish and maintain effective linkages besween these efforts
and regulatory planning activities (see page 103).

® Regulatory agencies should undertake long-term planning exer-
cises in the context of the risk-based decision-making processes described
in Chapter s of this report (see pages 103-104).

™ Regulatory agencies should sponsor extramural policy studies to
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expand and enhance agency intramural long-range planning processes (see
page 104). : : '

RULEMAKING PROCEDURES

» Regulatory agencies should experiment actively with the variety of means

available under existing authority to reduce rulemaking ossification. Care

should be taken with all experiments to preserve adequate opportunities
for analysis and public participation (see pages 109-11r).
The rulemaking process appears to have “ossified,” becoming so

_ time-consurning and expensive that agencies increasingly turn to perfunc-

tory vehicles for promulgating policy, like policy statements, manuals, and
regulatory letters. Any solution to the problems of “rulemaking ossification”
must balance two sets of factors. Increased public participation and careful
analysis of all aspects of a policy is desirable, but can lead to lengthy

 procedures— the very length and complexity of which may defeat the de-
' sirable ends of rulemaking itself. Although no “perfect” balance exists, pro-

viding a range of choices and criteria for making the proper choice would
allow agencies to select the appropriate approach for each rule on a case-
by-case basis. , - .

The drafters of the Administrative Procedure Act intended it to pto-
vide agencies with a great deal of flexibility. Although judicial interpreta-
tions of the act have yielded a seties of procedural requirements that some-
what constrain agency freedom, the zone of discretion remains wide. We
present a set of suggestions for using this discretion to de-ossify the rule-
making process.

w Regulatory agencies should create a “menu” of procedures,
ranging from highly simple to more complex, calling for various degrees
of public participation and comment, which may be subject to varying de-
grees of fudicial review, and whose legal status may also vary. Agencies could
choose the kind of procedure they believe best fits the rype of policy problem
at hand from among the menu's oprions (see page 110).

w Agencies should search for ways 10 diminish the complex, time-
consuming nature of the informal rulemaking process (see pages TI0—III).

® Agencies should attempt to negotiate rules where i 15 poisible
to do so without prejudicing unrepresented third parties (sce page ).

® Mechanisms should be explored to keep appropriate congressional com-

" mittees informed of the interpretation made and ambiguities found by courts

in the statutes that authorize rulemaking (see pages 1rr—1r2).




24 A RISK AND THE ENVIRONMENT

Such efforts show promise in promoting clarity in the drafting of
statutes. One approach is to have nonpartisan analysts perxodxcally appnse
relevant committees of statutes or statutory passages that have gtvcn rise
to divergent interpretations. Another possible method is for committees
with jurisdiction over regulatory statutes to devote one or two days per year
to informal conferences with representatives of thc agencies ot the Executive
Office of the Presxdcnt for this purpose.

. Executive Office officials should communicate less formally, earlier, and
more directly with agency officials (see page 1r2).

The current process—agencies submitting rules to the Executive
Office, followed by EOP review for compliance with presidential policies—
can create an adversarial relationship between the agencies and the White
House, sometimes resulting in delay. Increased informal consultation and
discussion eatlier in the rulemaking process among staff members of agencies
and the Executive Office would prove beneficial and would 11kely lead to

. faster approval of more effective regulations.

ROLE OF NONGOVERNMENTAL ORGANIZATIONS

® The extensive capabilities of nongovernmental otrganizations (NGOs)
should be used more frequently to evaluate the regulatory process, suggest
ways to improve existing regulatory strategies, and aid federal agencies in
establishing regulatory priorities. Nongovernmental policy research orga-
nizations should establish stronger ties with scientists and engineers in uni-
versities to bolster their capacities to examine issues pertaining to environ-
mental and health risks (see pages 115-116).

Nongovernmental policy research centers can be particularly effec-
tive in convening a diverse group of practitioners and scholars for sustained
reflection on problems of organization and decision making in environ-
mental and risk-related regulation. The immense environmental challenges
and health risks we face in the future, coupled with existing and anticipated
constraints on the federal budget, will necessitate a considerable expansion
of act1v1ty in the nongovcmmcntal SECtor. Nongovcmmental policy research
organ1zat10ns should establish stronger ties with scientists and engineers
in universities to bolster their capacities to. examine issues pertaining to
environmental and health risks.




