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JOB CREATION AND WAGE ENHANCEMENT ACT OF 1995

FEBRUARY 15, 1995.—Ordered to be printed

Mr. BLILEY, from the Committee on Commerce,
submitted the following

REPORT
together with

ADDITIONAL, MINORITY, AND ADDITIONAL DISSENTING
VIEWS

[To accompany H.R. 9]

[Including cost estimate of the Congressional Budget Office]

The Committee on Commerce, to whom was referred title 111 of
the bill (H.R. 9) to create jobs, enhance wages, strengthen property
rights, maintain certain economic liberties, decentralize and reduce
the power of the Federal Government with respect to the States,
localities, and citizens of the United States, and to increase the ac-
countability of Federal officials, having considered the same, report
favorably thereon with an amendment and recommend that the bill
as amended do pass.

The amendment is as follows:

Strike title 111 and insert the following:

TITLE 1HI—RISK ASSESSMENT AND
COST/BENEFIT ANALYSIS FOR
NEW REGULATIONS

SEC. 3001. FINDINGS.
The Congress finds that:

(1) Environmental, health, and safety regulations

have led to dramatic improvements in the environ-

ment and have significantly reduced human health
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risk; however, the Federal regulations that have led to
these improvements have been more costly and less ef-
fective than they could have been; too often, regulatory
priorities have not been based upon a realistic consid-
eration of risk, risk reduction opportunities, and costs.

(2) The public and private resources available to ad-
dress health, safety, and environmental concerns are
not unlimited; those resources need to be allocated to
address the greatest needs in the most cost-effective
manner and so that the incremental costs of regu-
latory options are reasonably related to the incremen-
tal benefits.

(3) To provide more cost-effective and cost-reason-
able protection to human health and the environment,
regulatory priorities should be based upon realistic
consideration of risk; the priority setting process must
include scientifically sound, objective, and unbiased
risk assessments, comparative risk analysis, and risk
management choices that are grounded in cost-benefit
principles.

(4) Risk assessment has proven to be a useful deci-
sion making tool; however, improvements are needed
in both the quality of assessments and the character-
ization and communication of findings; scientific and
other data must be better collected, organized, and
evaluated; most importantly, the critical information
resulting from a risk assessment must be effectively
communicated in an objective and unbiased manner to
decision makers, and from decision makers to the pub-
lic.

(5) The public stake holders must be fully involved
in the risk-decision making process. They have the
right-to-know about the risks addressed by regulation,
the amount of risk to be reduced, the quality of the
science used to support decisions, and the cost of im-
plementing and complying with regulations. This
knowledge will allow for public scrutiny and promote
qguality, integrity, and responsiveness of agency deci-
sions.

SEC. 3002. DEFINITION OF COVERED FEDERAL AGENCY.
As used in this title, the term “covered Federal agency”
means each of the following:

(1) The Environmental Protection Agency.

(2) The Occupational Safety and Health Administra-
tion.

(3) The Department of Transportation (including the
National Highway Transportation Safety Administra-
tion).

(4) The Food and Drug Administration.

(5) The Department of Energy.

(6) The Department of the Interior.

(7) The Department of Agriculture.

(8) The Consumer Product Safety Commission.
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(9) The National Oceanic and Atmospheric Adminis-
tration

(10) The United States Army Corps of Engineers.

(11) The Mine Safety and Health Administration.

SEC. 3003. COVERAGE OF TITLE.

This title does not apply to any situation that the head
of the covered Federal agency concerned considers to be an
emergency.

Subtitle A—Risk Assessment and
Communication

SEC. 3101. SHORT TITLE.
This subtitle may be cited as the “Risk Assessment and
Communication Act of 1995”.

SEC. 3102. PURPOSES.

The purposes of this subtitle are—

(1) to present the public and executive branch with
the most scientifically objective and unbiased informa-
tion concerning the nature and magnitude of health,
safety, and environmental risks in order to provide for
sound regulatory decisions and public education;

(2) to provide for full consideration and discussion of
relevant data and potential methodologies;

(3) to require explanation of significant choices in
the risk assessment process which will allow for better
peer review and public understanding; and

(4) to improve consistency within the executive
branch in preparing risk assessments and risk charac-
terizations.

SEC. 3103. EFFECTIVE DATE; APPLICABILITY; SAVINGS PRO-
VISIONS.

(@) EFFecTive DATE.—Except as otherwise specifically
provided in this subtitle, the provisions of this subtitle
shall take effect 18 months after the date of enactment of
this subtitle.

(b) APPLICABILITY.—

(1) IN GENERAL.—Except as provided in paragraph
(3), this subtitle applies to all significant risk assess-
ment documents and significant risk characterization
documents prepared by, or on behalf of, any covered
Federal agency in connection with Federal regulatory
programs designed to protect human health, safety, or
the environment.

(2) SIGNIFICANT RISK ASSESSMENT DOCUMENT OR SIG-
NIFICANT RISK CHARACTERIZATION DOCUMENT.—(A) As
used in this subtitle, the terms “significant risk as-
sessment document” and “significant risk characteriza-
tion document” include, at a minimum, risk assess-
ment documents or risk characterization documents
prepared by or on behalf of a covered Federal agency
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and included by the agency in, or inserted by the
agency in the administrative record for, the following:

(i) Any major rule, as defined in subtitle B, pro-
mulgated as part of any Federal regulatory pro-
gram designed to protect human health, safety, or
the environment.

(if) A proposed or final permit placing restric-
tions on facility siting or operation, or a proposed
or final cleanup plan, or Federal guidelines for the
issuance of any such permit or plan, under Fed-
eral laws administered by the Environmental Pro-
tection Agency or the Department of the Interior.

(iti) Any report to Congress.

(iv) Placement of a substance or health effects
value on the Integrated Risk Information System
Database maintained by the Environmental Pro-
tection Agency.

(v) Any regulatory action to place a substance
on any official list of carcinogens or toxic or haz-
ardous substances.

Such term also includes any risk assessment or risk
characterization that forms the basis of a final risk as-
sessment or risk characterization guideline or protocol
of general application.

(B) Within 15 months after the enactment of this
Act, each covered Federal agency administering a reg-
ulatory program designed to protect human health,
safety, or the environment shall promulgate a rule es-
tablishing those additional categories, if any, of risk
assessment and risk characterization documents the
agency will consider significant risk assessment docu-
ments or significant risk characterization documents
for purposes of this subtitle. In establishing such cat-
egories, the agency head shall consider—

(i) the benefits of consistent compliance by docu-
ments in the categories concerned with the prin-
ciples under section 3104 and 3105,

(i) the administrative burdens of including doc-
uments in various categories,

(iii) the need to make expeditious administra-
tive decisions regarding documents in various cat-
egories,

(iv) the possible use of a risk assessment or risk
characterization in any compilation of risk haz-
ards or health or environmental effects prepared
by an agency and commonly made available to, or
used by, any Federal, State, or local government
agency, and

(v) such other factors as may be appropriate.

(3) ExcepTioNs.—This subtitle does not apply to
risk assessments or risk characterizations performed
with respect to:

(A) A situation that the head of the agency con-
siders to be an emergency.
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(B) A screening analysis, where appropriately
labeled as such, including a screening analysis for
purposes of product regulation, product reregistra-
tion, or premanufacturing notices.

No analysis shall be treated as a screening analysis
for purposes of this subparagraph if the results of such
analyses are used as the basis for imposing restric-
tions on substances or activities.

(4) LaBeLs.—This subtitle shall not apply to any in-
dividual food, drug, or other product label, or to any
risk characterization appearing on any such label, if
the individual product label is required by law to be
approved by a Federal department or agency prior to
use.

(c) SAviINGs ProvisioNs.—The provisions of this subtitle
shall be supplemental to any other provisions of law relat-
ing to risk assessments and risk characterizations, but
nothing in this subtitle shall be construed to modify any
statutory standard or statutory requirement designed to
protect health, safety, or the environment. Nothing in this
subtitle shall be interpreted to preclude the consideration
of any data or the calculation of any estimate to more fully
describe risk or provide examples of scientific uncertainty
or variability. Nothing in this title shall be construed to re-
quire the disclosure of any trade secret or other confiden-
tial information.

SEC. 3104. PRINCIPLES FOR RISK ASSESSMENT.

(@) IN GENERAL.—The head of each covered Federal
agency shall apply the principles set forth in subsection (b)
when preparing any significant risk assessment document
in order to assure that such risk assessment documents
and all of their components distinguish scientific findings
from other considerations and are, to the maximum extent
feasible, scientifically objective, unbiased, and inclusive of
all relevant data. Discussions or explanations required
under this section need not be repeated in each significant
risk assessment document as long as there is a reference
to the relevant discussion or explanation in another agency
document.

(b) PriNncIPLES.—The principles to be applied when pre-
paring significant risk assessment documents are as fol-
lows:

(1) When discussing human health risks, a signifi-
cant risk assessment document shall contain a discus-
sion, to the extent relevant, of both laboratory and epi-
demiological data of sufficient quality which finds, or
fails to find, a correlation between health risks and a
potential toxin or activity. Where conflicts among such
data appear to exist, or where animal data is used as
a basis to assess human health, the significant risk as-
sessment document shall, where feasible or appro-
priate, include discussion of reconciliation of conflict-
ing information, and as appropriate, differences in
study designs, comparative physiology, routes of expo-
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sure, bioavailability, pharmacokinetics, and any other
relevant factor.

(2) Where a significant risk assessment document
involves selection of any significant assumption, infer-
ence, or model, the covered Federal agency preparing
the document shall, to the extent feasible—

(A) present a representative list and expla-
nation of plausible and alternative assumptions,
inferences, or models;

(B) explain the basis for any choices;

(C) identify any policy or value judgments;

(D) fully describe any model used in the risk as-
sessment and make explicit the assumptions in-
corporated in the model; and

(E) indicate the extent to which any significant
model has been validated by, or conflicts with, em-
pirical data.

(3) No covered Federal agency shall automatically
incorporate or adopt any recommendation or classifica-
tion made by a non-United States-based entity con-
cerning the health effects value of a substance without
an opportunity for notice and comment, and any risk
assessment document or risk characterization docu-
ment adopted by a covered Federal agency on the
basis of such a recommendation or classification shall
comply with the provisions of this subtitle.

SEC. 3105. PRINCIPLES FOR RISK CHARACTERIZATION AND

COMMUNICATION.

In each significant risk characterization document, each
covered Federal agency characterizing the risk shall com-
ply with each of the following:

(1) EsTimMATES OF RIsk.—The head of such agency
shall describe the populations or natural resources
which are the subject of the risk characterization. If a
numerical estimate of risk is provided, the agency
shall, to the extent feasible and scientifically appro-
priate, provide—

(A) the best estimate or estimates for the spe-
cific populations or natural resources which are
the subject of the characterization (based on the
information available to the agency); and

(B) a statement of the reasonable range of sci-
entific uncertainties.

In addition to such best estimate or estimates, the cov-
ered Federal agency may present plausible upper-
bound or conservative estimates in conjunction with
plausible lower bounds estimates. Where appropriate,
the covered Federal agency may present, in lieu of a
single best estimate, multiple estimates based on as-
sumptions, inferences, or models which are equally
plausible, given current scientific understanding. To
the extent practical and appropriate, the covered Fed-
eral agency shall provide descriptions of the distribu-
tion and probability of risk estimates to reflect dif-
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ferences in exposure variability or sensitivity in popu-
lations and uncertainties.

(2) ExPosurE sceNARIOS.—Where relevant, the cov-
ered Federal agency shall explain the exposure sce-
narios used in any risk assessment, and, to the extent
feasible, provide a statement of the size of the cor-
responding population at risk and the likelihood of
such exposure scenarios.

(3) ComparIsoNs.—To the extent feasible, the cov-
ered Federal agency shall provide a statement that
places the nature and magnitude of risks to human
health in context. Such statement shall include appro-
priate comparisons with estimates of risks that are fa-
miliar to and routinely encountered by the general
public as well as other risks and, where appropriate
and meaningful, comparisons of those risks with other
similar risks regulated by the Federal agency result-
ing from comparable activities and exposure pathways.
Such comparisons should consider relevant distinc-
tions among risks, such as the voluntary or involun-
tary nature of risks and the preventability or non pre-
ventability of risks.

(4) SussTITUTION RIsks.—Each significant risk as-
sessment or significant risk characterization document
referred to in clause (i), (ii), or (iii) of section
3103(2)(A) shall include, to the extent feasible, a state-
ment of any significant and clear substitution risks to
human health, where information on such risks has
been provided to the agency.

(5) SUMMARIES OF OTHER RISK ESTIMATES.—If—

(A) a covered Federal agency provides a public
comment period with respect to a significant risk
assessment document or a significant risk charac-
terization document,

(B) a commenter provides the covered Federal
agency with a risk assessment document or a risk
characterization document, and a summary there-
of, and

(C) such risk assessment document or risk char-
acterization document is consistent with the prin-
ciples and the guidance provided under this sub-
title,

the agency shall, to the extent feasible, present such
summary in connection with the presentation of the
agency’s risk assessment document or risk character-
ization document. Nothing in this paragraph shall be
construed to limit the inclusion of any comments or
material supplied by any person to the administrative
record of any proceeding.

SEC. 3106. GUIDELINES.

(a) GuibELINES.—Within 15 months after the date of en-
actment of this Act, the President shall issue guidelines for
Federal agencies consistent with the risk assessment and
characterization principles set forth in sections 3104 and
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3105 and shall provide a format for summarizing risk as-
sessment results.

(b) ReporT.—Within 3 years after the enactment of this
Act, each covered Federal agency shall provide a report to
the Congress evaluating the categories of policy and value
judgments identified under subparagraph (C) of section
3104(b)(2).

(¢) PuBLic COMMENT AND CONSULTATION.—The guide-
lines and report under this section, shall be developed
after notice and opportunity for public comment, and after
consultation with representatives of appropriate State
agencies and local governments, and such other depart-
ments and agencies, offices, organizations, or persons as
may be advisable.

(d) Review.—The President shall review and, where ap-
propriate, revise the guidelines published under this sec-
tion at least every 4 years.

SEC. 3107. JUDICIAL REVIEW OF SECTIONS 3104 AND 3105.

When a significant risk assessment document or a sig-
nificant risk characterization document subject to this sub-
title is part of the administrative record in a final agency
action, in addition to any other matters that the court may
consider in deciding whether the agency’s action was law-
ful, the court shall consider the agency action unlawful if
such significant risk assessment document or a significant
risk characterization document does not comply with the
requirements of section 3104 or 3105.

SEC. 3108. DEFINITIONS.
For purposes of this subtitle:

(1) RISk ASSESSMENT DOCUMENT.—The term ‘“risk
assessment document” means a document containing
the explanation of how hazards associated with a sub-
stance, activity, or condition have been identified,
guantified, and assessed or describing the degree of
toxicity, exposure, or other risk they pose for exposed
individuals, populations, or resources.

(2) RISk CHARACTERIZATION DOCUMENT.—The term
“risk characterization document” means a document
guantifying or describing the degree of toxicity, expo-
sure, or other risk they pose for exposed individuals,
populations, or resources, but such term does not in-
clude a food, drug or other product label.

(3) BEsST ESTIMATE.—The term “best estimate”
means an estimate which, to the extent feasible and
scientifically appropriate, is based on one of the follow-
ing:

(A) Central estimates of risk using the most
plausible assumptions.

(B) An approach which combines multiple esti-
mates based on different scenarios and weighs the
probability of each scenario.

(C) Any other methodology designed to provide
the most unbiased representation of the most
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plausible level of risk, given the current scientific
information available to the Federal agency con-
cerned.

(4) SussTITUTION RISK.—The term “substitution
risk” means a potential risk to human health, safety,
or the environment from a regulatory option designed
to decrease other risks.

(5) DocuMENT.—The term “document” includes ma-
terial stored in electronic or digital form.

Subtitle B—Analysis of Risk
Reduction Benefits and Costs

SEC. 3201. Aél\(gaél_\ggs OF RISK REDUCTION BENEFITS AND
TS.

(@) IN GENERAL.—The President shall require each cov-
ered agency to prepare the following for each major rule
designed to protect human health, safety, or the environ-
ment that is proposed or promulgated by the agency after
the date of enactment of this Act:

(1) For each such proposed or promulgated rule, an
assessment of incremental costs and incremental risk
reduction or other benefits associated with each sig-
nificant regulatory alternative considered by the agen-
cy in connection with the rule or proposed rule. Costs
and benefits shall be quantified to the extent feasible
and appropriate and may otherwise be qualitatively
described.

(2) For each such proposed or promulgated rule, to
the extent feasible, a statement that places the nature
and magnitude of the risk in context. The statement
shall, to the extent feasible, provide a comparison of
any human health, safety, or environmental risks ad-
dressed by the regulatory alternatives to other risks
chosen by the head of the agency, including at least 3
other risks regulated by the agency and to at least 3
other risks with which the public is familiar. The
statement shall also identify relevant distinctions
among categories of risk and limitations to compari-
sons.

(3) For each final rule, an assessment of the costs
and risk reduction or other benefits associated with
implementation of, and compliance with, the rule.

(b) DecisioN CrITERIA.—NO final rule subject to the pro-
visions of this title shall be promulgated unless the agency
certifies that—

(1) The assessment under paragraph (3) of sub-
section (a) is based on an objective and unbiased sci-
entific and economic evaluation of all significant and
relevant information and risk assessments provided to
the agency by interested parties relating to the costs,
risks, and risk reduction or other benefits addressed
by the rule.
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(2) The incremental risk reduction or other benefits
of any regulatory or nonregulatory option chosen will
be likely to justify, and be reasonably related to, the
incremental costs incurred by local and State govern-
ments, the Federal Government, and other public and
private entities.

(3) No regulatory or nonregulatory option considered
by the agency or proposed during the comment period
would be more likely to achieve a substantially equiva-
lent reduction in risk in a more cost-effective manner
or would be more likely to provide flexibility to the
regulated entities in achieving the objectives of the
regulation, along with a brief explanation of why other
regulatory or nonregulatory options that were consid-
ered by the head of the agency were found to be less
cost-effective or less flexible.

(c) EFFECT OF REQUIREMENTS.—

(1) IN ceNerRAL.—Notwithstanding any other provi-
sion of law, the requirements of this section shall sup-
plement and, to the extent there is a conflict, super-
sede the decisional criteria for rulemaking otherwise
applicable under the statute pursuant to which the
rule is promulgated.

(2) ProHIBITION.—Notwithstanding any other provi-
sion of Federal law, no major rule shall be promul-
gated by any Federal agency pertaining to the protec-
tion of health, safety, or the environment unless the
requirements of section 3201 (a) and (b) are met and
the certifications required therein are supported by
substantial evidence of the rulemaking record.

(d) PusLicaTiION.—For each major rule referred to in
subsection (a) the head of each covered Federal agency
shall publish in a clear and concise manner in the Federal
Register along with the proposed or final regulation, or
otherwise make publicly available, the information re-
quired to be prepared under subsection (a) and subsection
(b) of this section.

(e) DEFINITIONS.—FoOr purposes of this subtitle:

(1) Costs.—The term ‘“costs” includes the reason-
ably identifiable and significant direct and indirect
costs to the United States Government, to State and
local governments, and to the private sector prices to
wage earners, consumers, and the economy, of imple-
menting and complying with a regulatory action.

(2) BENEFIT.—The term “benefit” means the reason-
ably identifiable significant benefits, including social
and economic benefits, that are expected to result di-
rectly or indirectly from implementation of a rule or
an alternative to a rule.

(3) MAaJor RULE.—The term “major rule” means any
regulation that is likely to result in an annual in-
crease in costs of $25,000,000 or more. Such term does
not include any regulation or other action taken by an
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agency to authorize or approve any individual sub-
stance or product.

Subtitle C—Peer Review

SEC. 3301. PEER REVIEW PROGRAM.

(a) EstaBLISHMENT.—For regulatory programs address-
ing human health, safety, or the environment, the head of
each covered Federal agency shall develop a systematic
program for peer review of significant risk assessment doc-
uments and economic assessments used by the agency.
Such program shall be applicable across the agency and—

(1) shall provide for the creation of peer review pan-
els consisting of independent and external experts and
shall be broadly representative and balanced to the ex-
tent feasible;

(2) may provide for differing levels of peer review
depending on the significance or the complexity of the
problems or the need for expeditiousness;

(3) shall not exclude peer reviewers with substantial
and relevant expertise merely because they represent
entities that may have a potential interest in the out-
come, provided that interest is fully disclosed to the
agency and in the case of a regulatory decision affect-
ing a single entity no peer reviewer representing such
entity may be included on the panel;

(4) may provide specific and reasonable deadlines for
peer review panels to submit reports under subsection
(c); and

(5) shall provide adequate protections for confiden-
tial business information and trade secrets, including
requiring peer reviewers to enter into confidentiality
agreements.

(b) REQUIREMENT FOR PEER REVIEwW.—Each covered Fed-
eral agency shall provide for peer review of any significant
risk assessment document or cost assessment prepared in
connection with any regulation that is likely to result in an
annual increase in costs of $100,000,000 or more (other
than any regulation or other action taken by an agency to
authorize or approve any individual substance or product.
In addition, the Director of the Office of Management and
Budget may order that peer review be provided for any
major risk assessment or cost assessment that is likely to
have a significant impact on public policy decisions.

(c) REspoNsE To PEER REVIEW.—The head of the covered
Federal agency shall provide a written response to all sig-
nificant peer review comments.

(d) AvaiLasiLiTY TO PuBLic.—All peer review comments
or conclusions and the agency’s responses shall be made
available to the public and shall be made part of the ad-
ministrative record for purposes of judicial review of any
final agency action.
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(e) PrEviousLY REVIEWED DATA AND ANALYSIS.—NoO
peer review shall be required under this section for any
data or analysis which has been previously subjected to
peer review or for any component of any evaluation or as-
sessment previously subjected to peer review.

(f) NaTioNAL PANELS.—The President shall appoint Na-
tional Peer Review Panels to annually review the risk as-
sessment and cost assessment practices of each covered
Federal agency for programs designed to protect human
health, safety, or the environment. The Panel shall submit
a report to the Congress no less frequently than annually
containing the results of such review.

Subtitle D—Agency Priorities

SEC. 3401. PETITION PROCESS

(a) IN GENERAL.—(1) Within 1 year after the date of en-
actment of this Act the head of each covered agency shall
establish procedures for accepting and considering peti-
tions for—

(A) reviewing and revising any health or environ-
mental effects value, such as those values in the Inte-
grated Risk Information System (IRIS) database or
any other compilation of risk, hazard or health or en-
vironmental effects information prepared by the agen-
cy that is made commonly available or is used by any
Federal department, agency, or instrumentality, the
States or local governments as a scientific basis for
regulatory action;

(B) reviewing a risk assessment that supports a
major rule, as defined in section 3201(e)(3), and revis-
ing it to take into consideration new information or
methodologies or to comply with the requirements of
subtitle A;

(C) requiring that a risk assessment that supports a
major rule, as defined in section 3201(e)(3), or other
agency scientific or technical document supporting a
regulatory action be peer reviewed; or

(D) reviewing any major rule, as defined in section
3201(e)(3), promulgated prior to the effective date of
this title and revising it to comply with the require-
ments of this title.

(2) Such procedures be consistent with each of the fol-
lowing:

(A) Any person may petition.

(B) Such petitions shall include adequate supporting
documentation, including, where appropriate, new
studies or other relevant information that provide the
basis for a proposed revision or modified health effects
value and where appropriate a summary characteriza-
tion of the risk complying with the requirements of
section 3105 of this title.
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(3) The agency head shall respond to the petition in the
Federal Register within 90 days from receipt.

(4) The agency shall accept the petition if the new infor-
mation or methodologies or the application of the provi-
sions of this title would significantly alter the result of the
existing risk assessment, health effects value or regula-
tion. If the agency head rejects the petition, the agency
head shall state the reasons for doing so. If the agency
head accepts the petition, he shall publish a notice in the
Federal Register for comment on the substantive issues
raised in the petition. The agency head shall accept and
consider any relevant data of sufficient quality submitted
in response to the notice.

(b) FinAL AGENCY AcTION.—(1) Within 1 year following
the submission of a petition under subsection (a), the agen-
cy head shall take final action either—

(A) initiating the action requested in the petition; or

(B) denying the petition by determining that the
risk assessment, health effects value or regulation
should not be changed, stating in the Federal Register
the reasons therefor.

(2) Rejection or denial of a petition by an agency head
shall constitute final agency action and be subject to re-
view as provided in section 700 and following of title 5 of
the United States Code (the Administrative Procedures
Act). Any person whose petition was rejected or denied and
who can establish that—

(A) the petition included adequate supporting evi-
dence, and
(B) the agency failed or refused to comply with this
section
may bring an action in the appropriate United State dis-
trict court for judicial review of such rejection or denial.

Subtitle E—Plan

SEC. 3501. PLAN FOR ASSESSING NEW INFORMATION.

(@) PLaN.—Within 18 months after the date of enact-
ment of this subtitle, each covered Federal agency shall
publish a plan to review and, where appropriate revise any
significant risk assessment document or significant risk
characterization document published prior to the expira-
tion of such 18-month period if, based on information
available at the time of such review, the agency head de-
termines that the application of the principles set forth in
sections 3104 and 3105 would be likely to significantly
alter the results of the prior risk assessment or risk char-
acterization. The plan shall provide procedures for receiv-
ing and considering new information and risk assessments
from the public. The plan may set priorities for review
and, where appropriate, revision of risk assessment docu-
ments and risk characterization documents based on the
potential to more efficiently focus national economic re-
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sources within Federal regulatory programs designed to
protect human health, safety, or the environment on the
most important priorities and on such other factors as
such Federal agency considers appropriate.

(b) PusBLic COMMENT AND CONSULTATION.—The plan
under this section, shall be developed after notice and op-
portunity for public comment, and after consultation with
representatives of appropriate State agencies and local
governments, and such other departments and agencies,
offices, organizations, or persons as may be advisable.

Subtitle F—Priorities

SEC. 3601. PRIORITIZATION.

(&) IDENTIFICATION OF OPPORTUNITIES.—IN order to as-
sist in the public policy and regulation of risks to public
health, the President shall identify opportunities to reflect
priorities within existing Federal regulatory programs de-
signed to protect human health in a cost-effective and cost-
reasonable manner. The President shall identify each of
the following:

(1) The likelihood and severity of public health risks
addressed by current Federal programs.

(2) The number of individuals affected.

(3) The incremental costs and risk reduction benefits
associated with regulatory or other strategies.

(4) The cost-effectiveness of regulatory or other
strategies to reduce risks to public health.

(5) Intergovernmental relationships among Federal,
State, and local governments among programs de-
signed to protect public health.

(6) Statutory, regulatory, or administrative obstacles
to allocating national economic resources based on the
most cost-effective, cost-reasonable priorities consider-
ing Federal, State, and local programs.

(b) ANNuAL RePorRT.—The President shall annually
issue a report to Congress, after notice and opportunity for
public comment, to recommend priorities, modifications,
elimination, or strategies among existing Federal regu-
latory programs designed to protect public health. Within
6 months after the issuance of the report, the President
shall notify the Congress in writing of the recommenda-
tions which can be implemented without further legislative
changes and the agency shall consider the priorities set
forth in the report when preparing a strategic plan for any
regulatory program.

PURPOSE AND SUMMARY

Title 111 of H.R. 9 seeks to improve the Federal risk assessment
and regulatory decisions in programs designed to protect human
health and the environment. Subtitle A provides for minimum
standards of disclosure, objectivity and informativeness for the as-
sessment and presentation of risk information in significant Fed-



15

eral risk assessment and risk characterization documents. Subtitle
B requires analysis and consideration of costs, benefits, and flexi-
bility among regulatory options when promulgating major rules.
Subtitle C requires independent peer review of certain major risk
or economic assessments. Subtitle D provides criteria to petition
Federal agencies to revise risk assessments in light of significant
new information and under certain circumstances. Subtitle E re-
quires covered Federal agencies to provide an additional plan out-
lining any additional processes for receiving new information and
setting priorities for revising prior risk assessments. Finally, Sub-
title F requires the President to identify and report on priorities
among Federal regulatory programs to protect human health, con-
sider a number of criteria to provide for recommendations to Con-
gress, and to incorporate such priorities into strategic planning.

BACKGROUND AND NEED FOR THE LEGISLATION
1. PERCEIVED PROBLEMS WITH THE STATUS QUO

A. General concerns over excess regulatory costs and inappropriate
priorities

The general problem as perceived by many in State and local
government and in the business community is that Federal regu-
latory costs are too often out of proportion to the problems that the
regulations are designed to address. The concern in the area of
health, safety and environmental regulations is that the Federal
programs require expenditures of substantial economic resources
on reductions in risk which are either too hypothetical, exaggerated
or small. The overall perception from many quarters is that a sig-
nificant portion of Federal health, safety or environmental regu-
latory costs reflect unwise priorities for national economic re-
sources. While estimates vary, many estimates project annual com-
pliance costs of environmental regulations alone at well above $185
billion by the year 2000. Thus, many argue that, while such an
amount may not be too high, $185 billion is too high to spend un-
wisely.

As part of the general problem, there is particular concern over
the Federal practice of risk assessment, characterization and com-
munication.? There is also concern that Federal agencies do not
consider the incremental costs and benefits or regulatory alter-
natives that are, in some instances, not even measured and, in
other instances, not sufficiently considered. These two concerns
formed the basis for substantial controversies during the 103rd
Congress and are the central issues addressed in Title 11l of H.R.
9.

1There are a number of terms and relationships that are useful for understanding the general
issues concerning Title I11. As related to Title Ill, risk assessment is a science/policy tool to syn-
thesize available scientific information on risk to human health, safety or natural resources.
Risk managers consider information on risks, as well as policy, value, and often political judg-
ments, to design and implement strategies to address those risks. Risk managers hire risk as-
sessors to analyze information and answer questions relevant to the risk managers. Risk charac-
terization is the final step in the risk assessment process and constitutes the summary of the
analysis which states the nature and magnitude of the risk. Risk communication is the practice
of reporting the risks or otherwise placing risks in context.
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B. Concerns over Federal risk assessment, characterization and
communication

The concern with Federal risk assessment practices is the per-
ception among many that Federal risk assessment, characterization
and communication is biased and based on a series of hypothetical
assumptions which are designed to overstate the risks. Others
argue that Federal risk assessments fail to consider important fac-
tors and, thus, understate risks in critical ways. Many on both
sides argue that the Federal practice of risk assessment, character-
ization, and communication is not sufficiently transparent or in-
formative. The concern is greatest in situations where there are the
fewest facts. Statistics on automobile accidents, for example, are
generally considered to be reliable from year to year and likely to
reflect the number of projected automobile accidents the next year.
Risks to human health from low levels of chemicals, however, are
much more subtle and difficult to measure.

The uncertainties, themselves, are not the fault of risk manage-
ment or assessment practices—they simply reflect the lack of abil-
ity to prove or disprove the many assumptions needed to fill in the
facts for a given risk assessment. However, the resulting controver-
sies are difficult to address or manage.

In many contexts, Federal agencies explicitly state that their risk
assessment process is designed to produce estimates that “err on
the side of safety” because of scientific uncertainties and to ensure
that the broadest range of the public is protected, consistent with
Federal statutory intent. It is generally believed that these “upper
bound estimates” are highly improbable and differ from the most
plausible level of risk by many orders of magnitude. Moreover, the
practice of only calculating upper bound or worst case estimates of
risk is criticized as inappropriately collapsing scientific findings
with a preconceived policy judgment or bias. The perceived over-
statement of risk is a serious concern among the regulated commu-
nity. Many argue there should also be “best estimates” or estimates
of expected value in addition to upper-bound estimates to provide
a more realistic benchmark.

C. Concerns over the costs and benefits of regulatory programs

Some Federal provisions require consideration of the costs and
benefits of regulatory alternatives, although the specific language
authorizing such consideration differs greatly among statutes. The
resulting regulatory decisions are judicially reviewable. The gen-
eral standard of review is for courts to be deferential to Federal
agencies concerning the analysis of factual issues, especially where
Congress has not specifically stated a course of action. On the other
hand, many Federal statutes prohibit or do not explicitly authorize
consideration of costs and benefits for determining regulatory re-
quirements.

The Reagan Administration issued Executive Order 12291 in
order to encourage agencies to at least try to assess the costs and
benefits of regulatory options where statutes did not otherwise
compel such an assessment. As an executive order, the assessment
was not judicially reviewable. The Clinton Administration has re-
placed Executive Order 12291 with Executive Order 12866 which,
more or less, continues the requirements of 12291.
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Following is a chart from the section on Risk Management Budg-
eting in the Fiscal Year 1992 Budget of the United State Govern-
ment which is a summary of some of the assessments performed
under Executive Order 12291. The chart illustrates the perceived
problem. For some regulations, the costs per theoretical life saved
are in the thousands of dollars. In other cases, the costs per theo-
retical life saved or cancer incidence avoided are in the millions or
billions. Many of the costs associated with the reduction of per-
ceived risks from chemicals are also upper bound estimates and,
thus, the true risk reduction is even less cost-effective—possibly by
several orders of magnitude. Accordingly, many advocate giving
more prominence to the consideration of the relationship between
costs and benefits and setting regulatory priorities to both save
money and increase protection by focusing resources on the great-
est risk reduction opportunities.

RISKS AND COST-EFFECTIVENESS OF SELECTED REGULATIONS

Baseline mor- Cost per pre-

s RO gns Wi e e
posed lions 1990)
Unvented Space Heater Ban 1980 S CPSC 1,890 01
Aircraft Cabin Fire Protection Standard 1985 S FAA 5 0.1
Auto Passive Restraint/Seat Belt Standards .. 1984 S NHTSA 6,370 0.1
Steering Column Protection Standard 2 1967 S NHTSA 385 0.1
Underground Construction Standards 3 1989 S OSHA-S 38,700 0.1
Trihalomethane Drinking Water Standards 1979 H EPA 420 0.2
Aircraft Seat Cushion Flammability Standard 1984 S FAA 11 0.4
Alcohol and Drug Control Standards3 .. 1985 H FRA 81 0.4
Auto Fuel-System Integrity Standard ..... 1975 S NHTSA 343 0.4
Standards for Servicing Auto Wheel Rims3 ... . 1984 S 0SHA-S 630 0.4
Aircraft Floor Emergency Lighting Standard .............. 1984 S FAA 2 0.6
Concrete & Masonry Construction Standards3 .. 1988 S OSHA-S 630 0.6
Crane Suspended Personnel Platform Standard?3 ..... 1988 S OSHA-S 81,000 0.7
Passive Restraints for Trucks & Buses (Proposed) ... 1989 S NHTSA 6,370 0.7
Side-Impact Standards for Autos (Dynamic) w1990 S NHTSA NA 0.8
Children’s Sleepwear Flammability Ban4 1973 S CPSC 29 0.8
Auto Side Door Support Standards w1970 S NHTSA 2,520 0.8
Low-Altitude Windshear Equipment & Trainin 1988 S FAA NA 13
Standards.
Electrical Equipment Standards (Metal Mines) ......... 1970 S MSHA NA 14
Trenching and Excavation Standards3 .............c........ 1989 S OSHA-S 14,310 15
Traffic Alert and Collision Avoidance (TCAS) Systems 1988 S FAA NA 15
Hazard Communication Standard4 ..........c.cccocvvevenne 1983 S OSHA-S 1,800 1.6
Side-Impact Stds for Trucks, Buses and MPVs (Pro- 1989 S NHTSA NA 22
posed).

Grain Dust Explosion Prevention Standards3 ... 1987 S OSHA-S 9,450 2.8
Rear Lap/Shoulder Belts for Autos ... 1989 S NHTSA NA 32
Standards for Radionuclides in Uranium Mines?3 ... 1984 H EPA 6,300 3.4
Benzene NESHAP (Original: Fugitive Emissions) 1984 H EPA 1,470 34
Ethylene Dibromide Drinking Water Standard ... 1991 H EPA NA 5.7
Benzene NESHAP (Revised: Coke By-Products)3 1988 H EPA NA 6.1
Asbestos Occupational Exposure Limit3 ... 1972 H OSHA-H 3,015 8.3
Benzene Occupational Exposure Limit3 ..... 1987 H OSHA-H 39,600 8.9
Electrical Equipment Standards (Coal Mines)3 . 1970 S MSHA NA 9.2
Arsenic Emission Standards for Glass Plants ... 1986 H EPA 2,660 135
Ethylene Oxide Occupational Exposure Limit3 1984 H OSHA-H 1,980 205
Arsenic/Copper NESHAP w1986 H EPA 63,000 23.0
Haz Waste Listing for Petroleum Refining Sludge ..... 1990 H EPA 210 27.6
Cover/Move Uranium Mill Tailings (Inactive Sites) ... 1983 H EPA 30,100 317
Benzene NESHAP (Revised: Transfer Operations) ....... 1990 H EPA NA 329
Cover/Move Uranium Mill Tailings (Active Sites) 1983 H EPA 30,100 45.0
Acrylonitrile Occupational Exposure Limit3 .............. 1978 H OSHA-H 42,300 515



18

RISKS AND COST-EFFECTIVENESS OF SELECTED REGULATIONS—Continued

Baseline mor- Cost per pre-

Year is- Health or tality risk per mature death

Regulation * sued safety? Agents million ex- averted ($ mil-
posed lions 1990)

LOCKOUE/TAQOUL 3 ... 1989 S OSHA-S 4 70.9
Asbestos Occupational Exposure Limit3 1986 H OSHA-H 3,015 74.0
Arsenic Occupational Exposure Limit3 ........ 1978 H OSHA-H 14,800 106.9
Asbestos Ban . 1989 H EPA NA 110.7
Diethylstilbestrol (DES) Cattlefeed Ban ........... . 1979 H FDA 22 124.8
Benzene NESHAP (Revised: Waste Operations) . 1990 H EPA NA 168.2
1,2-Dichloropropane Drinking Water Standard .......... 1991 H EPA NA 653.0
Haz Waste Land Disposal Ban (1St 3rd) ... 1988 H EPA 2 4,190.4
Municipal Solid Waste Landfill Standards (Proposed) 1988 H EPA <1 19,107.0
Formaldehyde Occupational Exposure Limit3 ............ 1987 H OSHA-H 31 86,201.8
Atrazine/Alachlor Drinking Water Standard ............... 1991 H EPA NA 92,069.7
Haz Waste Listing for Wood Preserving Chemicals ... 1990 H EPA <1 5,700,000.0

170-year lifetime exposure assumed unless otherwise specified.
250-year lifetime exposure.

345-year lifetime exposure.

412-year exposure period.

NA=Not available.

Agency abbreviations.—CPSC: Consumer Product Safety Commission; MSHA: Mine Safety and Health Administration; EPA: Environmental Pro-
tection Agency; NHTSA: National Highway Traffic Safety Administration; FAA: Federal Aviation Administration; FRA: Federal Railroad Administra-
tion; FDA: Food and Drug Administration; OSHA-H: Occupational Safety and Health Administration, Health Standards; OSHA-S: Occupational
Safety and Health Administration, Safety Standards.

F6659

Others fear that poorly written cost-benefit provisions could (1)
create computer-like reliance on information that is often highly
subjective and difficult to quantify; (2) create administrative bur-
dens that would slow the issuance or enforcement of regulations
necessary to the Nation's commitment to protecting health, safety,
and the environment; and, (3) fail to reflect a value system where
some degree of protection is a right and not a value to be traded
away by regulatory decisions.

Il. REPORTED PROBLEMS WITH FEDERAL RISK ASSESSMENT,
CHARACTERIZATION, AND COMMUNICATION PRACTICES

In 1983 the National Academy of Sciences made recommenda-
tions concerning risk assessments which included the statement
that:

Regulatory agencies should take steps to establish and
maintain a clear conceptual distinction between assess-
ments of risks and the consideration of risk management
alternatives; that is, scientific findings and policy judge-
ments embodied in risk assessments should be explicitly
distinguished from the political, economic, and technical
considerations that influence the design and choice of reg-
ulatory strategies.

Despite these recommendations, the practice across most Federal
agencies has often been simply to analyze and communicate a sin-
gle “upper-bound,” conservative, or “worst case” estimate of risk.
Generally, this practice has evolved where there is limited actual
information and the agencies must choose a default assumption to
fill the gaps of actual information. In many of these situations, the
assumption chosen is not designed to be the assumption which is
the most scientifically plausible, given the information available,
but rather a ‘“conservative” assumption which is more likely to
overstate than understate the actual risk. Because risk assess-
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ments often involve multiplying the values of assumptions and
data together, Federal risk assessors often compound the conserv-
ative assumptions yielding numerical estimates that can be im-
probable and differ by many orders of magnitude from a best esti-
mate of the risk. This practice has recently been described as
“plausible conservatism.”

Federal agencies, often see this practice of “erring on the side of
safety” as consistent with their statutory missions. Under this
practice, Federal agencies sometimes ignore relevant data because
it may not fit into simple models or would require changes in agen-
cy analyses. This can result in understatement or overstatement of
risks and also tends to inhibit advancements in scientific analyses.
Finally, Federal agencies often fail to explain significant choices
among significant scientific models or assumptions. The result of
these tendencies is poor information concerning the most likely na-
ture and magnitude of the risk; stagnation in development of more
accurate risk assessments; inconsistency between programs; and,
ultimately, regulatory policy that fails to address serious risks,
while requiring the expenditure of billions of dollars on hypo-
thetical and very low levels of risk.

The practices of only presenting upper-bound estimates and plau-
sible conservatism have been criticized for the past 15 years by the
Office of Management and Budget, a number of scientific organiza-
tions, and the regulated community. Moreover, risks that regu-
lators set their sites on today are increasingly subtle, difficult to
document, and entail greater costs relative to the incremental ben-
efits. This has intensified the concerns over Federal risk assess-
ment, characterization and communication practices over the last
five years. The following reports outline a number of the salient
criticisms.

The 1983 Regulatory Policy Guidelines from the Presidential
Task Force on Regulatory Relief includes the following among its
statements of principles:

Regulations that seek to reduce health or safety risks
should be based upon scientific risk-assessment proce-
dures, and should address risks that are real and signifi-
cant rather than hypothetical or remote.

The report included the following discussion about cost-benefit
analysis and the need for objective, unbiased risk assessments
based on best estimates rather than hypothetical situations:

All decisions involving risk—public and private—have
costs as well as benefits, and excessive costs in any one
area can be counterproductive on the whole, reducing re-
sources or incentives for increased health and safety in
other areas. * * * To be useful in determining overall ben-
efits and costs, risk assessments must be scientifically ob-
jective and include all relevant information. In particular,
risk assessments must be unbiased best estimates, not hy-
pothetical “worst cases” or “best cases.” Extreme “best” or
“worst” safety or health results should be weighted (along
with intermediate results) by the probability of their occur-
rence to estimate the expected result implied by the avail-
able evidence. In addition, the distribution of probabilities
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for various possible results should be presented separately,
so as to allow for an explicit “margin of safety” in final de-
cisions.

The 1987-88 Regulatory Program of the United States made
similar points, decrying the inefficiency of misallocating resources
to address hypothetical costs.

[T]here is a pressing need to improve Federal risk as-
sessment and risk management activities used to assess
potential health and safety regulatory actions. Often these
risk assessments so overstate risks that the chance that
they approximate actual risks is remote. This overstate-
ment—and the uncertainty as to the degree of overstate-
ment—are likely to cause policymakers to overestimate the
benefits of regulatory action. As a result, they often select
what are, in fact, the wrong targets for reducing risks to
society and apply stringent and costly regulatory measures
that may actually have little or no risk-reducing benefits,
but that may impose significant costs. * * * This nation
can ill afford to commit limited resources to the wrong tar-
gets. * * * Spending these scarce resources inefficiently
will preclude us from pursuing better opportunities to re-
duce risks and to improve the Nation’'s standard of living.

The 1990-91 version of this document was even more blunt:

Unfortunately, risk assessment practices continue to rely
on conservative models that effectively intermingle impor-
tant policy judgements within the scientific assessments of
risk. * * * This policy environment makes it difficult to
discern serious hazards from trivial ones, and distorts the
ordering of the Government'’s regulatory priorities. In some
cases, the distortion of priorities may actually increase
health and safety risks.

These “upper-bound” estimates are often useful as a
screening device, to exclude from regulatory concern poten-
tial hazards that are insignificant even under worst-case
conditions. Unfortunately, upper-bound risk estimates are
routinely employed for altogether different purposes, such
as estimating the likely benefits of regulatory actions.

To the extent that risk assessments differ in the degree
to which they adopt conservative assumptions, it is dif-
ficult to determine which activities pose the greatest risks
and hard to establish reasonable priorities for regulatory
action. Because conservatism in risk assessment is espe-
cially severe with respect to carcinogens, it is reasonable
to expect that other health and safety risks tend to receive
relatively less attention and weight. As a result, society
may actually incur greater total risk, because of
misordered priorities caused by conservative biases in can-
cer risk assessment.

The public and affected parties also benefit from know-
ing both the expected risk and the margin of safety rather
than being given upper-bound estimates that are probably
very different from actual risks * * * providing informa-
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tion in this way should help improve public confidence in
guantitative risk assessment as the basis for decisionmak-
ing.

In the case of some agencies, there is evidence that institutional
factors may pose a barrier to objective risk presentation and appro-
priate regard for basing regulatory action on credible science. In a
1992 Report, “Safeguarding the Future: Credible Science, Credible
Decisions,” an EPA-appointed panel of experts found a “climate and
culture” within the EPA that cast serious doubt on the quality of
science used by the Agency to justify its programs. Even many
agency personnel perceived that EPA science was "adjusted to fit
policy.” Among the specific findings are:

EPA's science activities to support regulatory development
* * * do not always have adequate, credible quality assur-
ance, quality control, or peer review. EPA has not always
ensured that contrasting, reputable scientific views are
well explored and well documented from the beginning to
the end of the regulatory processes. Instead, studies are
frequently carried out without the benefit of peer review or
qguality assurance. They sometimes escalate into regulatory
proposals with no further science input, leaving EPA ini-
tiatives on shaky scientific ground.

In 1994, the National Research Council’s report on the EPA enti-
tled, Science and Judgment in Risk Assessment, cited the following
observations and problems with the failure to communicate rel-
evant information by only reporting upper-bound point estimates:

EPA does not adequately communicate to its own deci-
sion-makers, to Congress, or to the public the variabilities
that are and are not accounted for in any risk assessment
and the implications for the conservatism and representa-
tiveness of the resulting number.

EPA often reports only a single point estimate of risk as
a final output. * * * Use of a single point estimate sup-
presses information about sources of error that result from
choices of model, data sets, and techniques for estimating
values of parameters from data.

When EPA reports estimates of risks to decisionmakers
and the public, it should present not only point estimates
of risk, but also the sources and magnitudes of uncertainty
associated with those estimates.

The report also cited support for applying uniform risk assessment
processes and procedures:

Without uniform guidelines, there is a danger that the
models used in risk assessments will be selected on an ad
hoc basis, according to whether regulating a substance is
thought to be politically feasible or according to other paro-
chial concerns.

EPA does not always provide a method by which indus-
try, environmental groups, or the general public can raise
guestions regarding the scientific basis of a decision * * *
[and] does not have a procedural mechanism that allows
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those outside EPA to petition for departures from default
options.

11l. COMMITTEE HEARINGS IN THE 103D CONGRESS

On November 17, 1993, the Subcommittee on Transportation and
Hazardous Materials held a hearing on Federal risk assessment
practices and review of risk legislation, including H.R. 2910, The
Risk Communication Act of 1993. While the scope of Title Ill of
H.R. 9, the Job Creation and Wage Enhancement Act, is broader
than in the last Congress, the principles of disclosure providing
best estimates and comparisons from H.R. 2910 form the basis for
Subtitle A of Title II1I.

Testimony relevant to Federal risk assessment, characterization,
and communication practices and H.R. 2910 is highlighted below:

A. Excerpts from the testimony of the Honorable Thomas Grumbly,
Assistant Secretary for Environmental Restoration and Waste
Management, Department of Energy

[Y]ou want to be sure that as you are going forward to
clean up, to spend large sums of money, that the regu-
lators * * * aren't letting their policy choices about what
we think we ought to do * * * influence the actual assess-
ments of risk * * * | think that frankly is something I
think our colleagues in all of the regulatory agencies in the
land need to keep a little more paramount in their consid-
eration.

EPA contractors come in, turn the crank, use a lot of as-
sumptions that * * * tends to cascade conservative as-
sumption upon conservative assumption, and then hit a
particular hazardous waste site with a risk, an estimated
risk that simply doesn’t bear any relationship to what any-
body who is knowledgeable actually thinks is a real risk at
the site.

[O]ne of your former colleagues used to say $1 billion
here, $1 billion there, pretty soon it is real money. We are
going to spend $14 billion next year cleaning up hazardous
waste in this country. And | think that often there are
large questions in a lot of people’s mind whether we are
getting the benefits for that. The only way to really assess
the benefits better is to make some investments in assess-
ing the risks. * * * | think we really need to grapple with
this and make sure they have the resources that are nec-
essary, because the costs to society if not is really tremen-
dous.

B. Excerpts from the testimony of Dr. Lynn Goldman, Assistant Ad-
ministrator for Prevention, Pesticides and Toxic Substances,
U.S. Environmental Protection Agency

I don't think that overall the system is slanted [toward
only answering the question of the upper bound risk level
as opposed to the most plausible level of risk. I do think
that there are differences in the different statutes we use
in terms of whether we are instructed to look at upper
bounds — or upper bound risk level — as opposed to the
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most plausible level of risk] but I don’t think that the cur-
rent practice or policies for doing risk assessment * * * |
would not call them slanted.

I do think, though, there is a lot of concern that assump-
tions may build on each other and that you may end up
with impossible assumptions.

C. Excerpts from the testimony of Dr. Michael Gough, Program
Manager, Biology and Behavioral Sciences Program, Office of
Technology Assessment

Better risk communication among researchers, asses-
sors, and managers will inform the rest of government, in-
dustry, and citizens about the process, the problems, and
the opportunities. It will make little difference if the proc-
ess works to the satisfaction of experts and the decision-
makers, and leaves the public uneasy and wary.

I think that it is fair [to ask for a best estimate]. | think
also it fits in with what the OTA report says that it would
be directing people—direct research in those directions.

D. Excerpts from the testimony of Dr. John Graham, senior sci-
entist, Center for Risk Analysis, Harvard School of Public
Health

We have done at the Harvard Center for Risk Analysis
a systematic study of the way EPA does risk assessment.
And here is the news: The various EPA program and re-
gional offices do not report risk estimates in a consistent
fashion * * * usually only one number is reported. Some
of these numbers are worst-case figures. Some are conserv-
ative yet plausible numbers. Some are central estimates.
And some are simply impossible to interpret how conserv-
ative the number is. So as Dr. Goldman told you, risk as-
sessors don't always do worst-case estimates. The problem
is we are doing different things in different places. Few
programs report the desired lower-bound estimate, central
estimate, and upper-bound estimate that would be helpful.

There are many decisionmakers outside of EPA—States
and localities, environmental advocacy groups, industry
groups and international bodies, that do not appreciate the
single risk number that EPA is generally reporting. Yet
they use this number oftentimes in making their decisions
about risk assessment and risk management.

Practices have emerged in different parts of the agencies
and different fiefdoms based upon influences, people, his-
tory, and institutional history and the laws per se, while
they regulate risk management, do not regulate risk as-
sessment in any particularly strong way.

While EPA is making efforts to correct this problem, I
would characterize the progress as slow and there are
clear institutional reasons why particular program offices
and particular regions won't necessarily benefit from a
more consistent way of reporting risks, and they are going
to put up institutional barriers to making this process
move forward.
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H.R. 2910, the Risk Communication Act, is a very
unique initiative at fostering more accurate, complete, and
consistent reporting of risk estimates.

It is a widely misunderstood point among people who
think they are advocating on behalf of public health and
the environment that in fact the worst-case estimate of
risk will not do the most with our scarce resources for en-
vironmental and public health protection.

I am having conversations with EPA scientists and risk
managers about the bills that we are talking about today.
It is interesting, the kind of reactions you get. On the one
hand, you hear the argument that we are already doing all
these things, why are you requiring us to do what we are
already doing? On the other hand, they will argue to you
that these things add enormous layers of extra expensive
analytical requirements, they are going to drag out deci-
sions for two or three years.

E. Excerpts from the testimony of Dr. John Moore, president, Insti-
tute for Evaluating Health Risks, former Assistant Adminis-
trator, Office of Pesticides and Toxic Substances

Well, if you make a cascading series of default assump-
tions in trying to put together a risk assessment, you can
end up with an outcome that when you step back and take
a hard look at it, it almost doesn’'t pass the laugh test. |
guess what bothers me is that when a risk assessment is
brought to a decision-maker that is replete with these cas-
cading assumptions, that the fact that those cascading as-
sumptions have been used is not made apparent to the de-
cision-maker, | think is wrong.

I think H.R. 2910 comes close to achieving the positive
results that we all maybe would like to see, without creat-
ing undue administrative burdens. | think it remains fo-
cused on the main issue which is the systematic develop-
ment and communication of the scientific basis for identi-
fying and characterizing health risks. | don't think it is
proscriptive in detailing how it is to be done.

F. Excerpts from the testimony of Mr. Ben Maiden, vice president,
Battelle Operations [accompanying Greg Lashutka, mayor of
Columbus, Ohio]

I think one of the major policy issues that the committee
must look at is the full disclosure provision which is a key
element of the Risk Communication Act, as | understand
it, and | tend to endorse the testimony of previous individ-
uals, including Dr. Graham, who indicated that not only
will the Nation save considerable money and have a better
set of results for limited dollar investments, looking at the
best-estimate case rather than the worst case. It is a win-
win situation all around when it comes to that.

But focusing on the central estimates of risk rather than
on the worst case while disclosing the worst case, in my
judgment, would substantially reduce the unfunded man-
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date problem and improve the performance of the results,
the return on our investment.

IV. REPORTED PROBLEMS WITH FAILURE OF FEDERAL REGULATORY
PROGRAMS TO PROVIDE A REASONABLE RELATIONSHIP OF COSTS
AND BENEFITS, SUFFICIENT FLEXIBILITY, AND REALISTIC RISK RE-
DUCTION PRIORITIES

A. General Problems

In a 1992 article, the New York Times summed up the prevailing
criticism of Congress’ and the Environmental Protection Agency'’s
choice of priorities:

In the last 15 years, environmental policy has too often
evolved largely in reaction to popular panics, not in re-
sponse to sound scientific analysis of which environmental
hazards present the greatest risks. As a result * * * bil-
lions of dollars are wasted each year in battling problems
that are no longer considered especially dangerous, leaving
little money for others that cause far more harm.

A 1990 report by EPA’s Science Advisory Board, “Reducing Risk:
Setting Priorities and Strategies for Environmental Protection,”
agrees with this general analysis and states: “There are heavy
costs involved if society fails to set environmental priorities.” The
Center for Resource Economics in a report released May 1992
points out that this failure is currently affecting EPA programs and
estimates that EPA spends just 20% of its own budget on the most
serious risks.

While estimates do vary, many of the estimates place Federal
regulatory costs at over $540 billion per year—a figure that will
grow through the year 2000 even without any additional legislative
mandates. In the area of health, safety, and the environment, regu-
lation is particularly expensive. Federal environmental mandates
drained over $115 billion of national economic resources in 1993
alone.

The health and environmental benefits of Federal environmental
programs vary dramatically in terms of the cost-effectiveness of re-
ducing health and environmental risks. The previous chart from
the FY 1992 Budget document which described the cost efficiency
of several recent regulations is indicative of the wide range in cost-
effectiveness.

The Committee specifically began to address these concerns in
the context of Superfund and Safe Drinking Water Act legislation
in the 103rd Congress.

B. EPA, States, municipalities, and the General Accounting Office
call for more realistic priorities for the expenditure of limited
national economic resources for reducing risks to human health,
safety, and the environment.

1. EPA

In 1990, former EPA Administrator Bill Reilly released a state-
ment entitled, “"Aiming Before We Shoot: The ‘Quiet Revolution’ in
Environmental Policy.” Mr. Reilly stated that “we have to find a
better way of setting environmental priorities * * * Risk is a com-
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mon metric that lets us distinguish the environmental heart at-
tacks from broken bones or indigestion or bruises.” These principles
lead to a report from EPA’s Science Advisory Board titled “Reduc-
ing Risk: Setting Priorities and Strategies for Environmental Pro-
tection.” The first recommendation in the report is that EPA should
target its environmental protection efforts on the basis of opportu-
nities for greatest risk reduction.

2. National Governors Association

In two major policy statements on the cumulative impact of envi-
ronmental regulations, the National Governors Association noted:

Under funded and inflexible environmental regulations
often exceed the financial and technical capabilities of the
governing agencies * * * Resources are finite, but current
regulatory practices—which may not include the flexibility
to adapt to distinctive, specific characteristics of individual
areas—often preclude the intelligent application of re-
sources to problems * * * As recommended by the Science
Advisory Board of the Environmental Protection Agency
(EPA), EPA should set risk-based priorities for environ-
mental protection. EPA should target its efforts to reduc-
ing the most serious remaining risks to the environment
and public health. Risk identification and resulting envi-
ronmental regulation should be the product of scientific
study.

National Governor’s Association Policy, NR-8 Environ-
mental Priorities and Unfunded Mandates.

8.2.1 Federal environmental laws and regulations must
recognize the need to set priorities and focus on the most
important environmental objectives at the national, State,
and local levels. In order to promote risk-based priority
setting, environmental requirements should be based upon
sound science and risk-reduction principles, including the
appropriate use of cost-benefit analysis that considers both
guantifiable and qualitative measures. Such analyses will
ensure that funds expended on environmental protection
and conservation address the greatest risks first and pro-
vide the greatest possible return on investment.

3. Mayors of cities and municipalities

A bipartisan group of 114 mayors from towns and cities across
the United States sent a letter to President Clinton warning of an
“impending fiscal crisis” in trying to pay for the costs of unfunded
Federal environmental mandates. The letter also urges Congress to
assure that environmental protection investments are made where
they accomplish the greatest good.

The report accompanying the letter entitled, “Paying for Federal
Environmental Mandates: a Looming Crisis for Cities and Coun-
ties,” found major shortcomings in the way Congress and Federal
agencies make decisions on environmental protection. These in-
clude:

Environmental issues are addressed in a vacuum with-
out examining the impacts new mandates have on local



27

government costs, personal incomes, private property
rights, and the economy.

Mandates sometimes are not scientifically justified, and
respond to preconceived rather than real risks.

4. National League of Cities

The National League of Cities has adopted a resolution calling on
Congress and the Administration to “review, evaluate, and cal-
culate the total burden unfunded mandates place on State and
local governments * * * and to authorize and fund significant ef-
forts to assess real and scientifically verifiable risk prior to requir-
ing any action.” The League also called on Congress and the Ad-
ministration to “develop guidelines based on the results of scientif-
ically verifiable risk assessment which would authorize regional
authorities, states, and local governments to prioritize the imple-
mentation of national environmental mandates based on the actual
regional, State and/or local environmental problems.”

5. General Accounting Office

In a June 1991 report titled, “Environmental Protection: Meeting
Public Expectations with Limited Resources,” the General Account-
ing Office recommended that the Administrator of EPA work with
Congress to shift resources from problems of less severe risk to
problems whose risks are greater and to educate the public about
relative environmental risks. The report further stated that in au-
thorizing and appropriating funds the Congress should take into
account EPA’s effort to reorder budget priorities so they incorporate
the concept of relative risks to human health and the environment,
including the costs and feasibility of reducing these risks.

V. LEGISLATIVE BACKGROUND ON TITLE 11l OF H.R. 9
A. Efforts in the 103rd Congress

1. Legislation related to subtitles A—risk assessment and
communication

Proposals for risk assessment reform and cost-benefit were a
dominant part of the legislative agenda of the 103rd Congress. Sub-
title A of Title 111 is largely based on H.R. 2910, the Risk Commu-
nication Act of 1993, which was introduced by Representatives
Moorhead, Brown, Bliley, Oxley, Hayes, Lloyd, Walker, and Zim-
mer. The most significant difference between H.R. 2910 and Title
111 is that H.R. 2910 applies only to the Environmental Protection
Agency whereas Title Il as reported by the Committee on Com-
merce applies to a broader list of covered Federal agencies to the
extent they have regulatory programs designed to protect human
health, safety or the environment. An oversight hearing related to
H.R. 2910 was conducted by the Subcommittee on Hazardous Mate-
rials and Transportation on November 17, 1993, but there was no
subsequent legislative action. Nonetheless, H.R. 2910 attracted a
significant amount of support and created political pressure for re-
lated legislation and amendments.

The Science Committee held a number of hearings on related is-
sues and reported H.R. 4306, the Risk Assessment Improvement
Act. H.R. 4306 also only applied to EPA and contained provisions
designed to address the same perceived problems with Federal risk
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assessment and characterization practices. H.R. 4306 was not
brought up for a vote on the floor. Representative Walker, now
Chairman of the Science Committee, did offer a subset of H.R. 4306
as an amendment to H.R. 3870, the Environmental Technologies
Act of 1994. The Walker amendment was approved 286 to 139.

During the 103rd Congress, the Energy and Commerce Commit-
tee adopted several Republican amendments requiring unbiased
presentation of risk information during markups of H.R. 3800, The
Superfund Reform Act of 1994; H.R. 3392, the Safe Drinking Water
Act Amendments of 1994; H.R. 2448, The Radon Awareness and
Disclosure Act, and H.R. 2919, the Indoor Air Act of 1994. The Safe
Drinking Water and Radon legislation were both approved on the
House floor but did not become law. These provisions reflected re-
quirements for transparency and objectivity similar to those in
Subtitle A. H.R. 3800, the Superfund bill, also contained provisions
for a National Risk Protocol designed, in part, to address the per-
ceived problems of unrealistic and probably exaggerated risk esti-
mates in the Superfund program.

2. Legislation Related to Subtitle B—Cost-Benefit Analysis

Based on concerns over both risk assessments at EPA and the
perceived failure of EPA regulations to reflect costs and benefits,
the Senate also approved risk and cost-benefit language in the
Johnston amendment by a vote of 95-3 during floor consideration
of legislation to elevate EPA to Cabinet status in early 1993. A less
demanding version of the Johnston amendment was also attached
to legislation reauthorizing the Safe Drinking Water Act in the
Senate. The Johnston amendment basically required: (1) cost-bene-
fit analysis for major rules; (2) comparative risk analysis to place
the risk reduction into perspective; and (3) certifications that the
science used the best reasonably available scientific information
and that the benefits of the rule justified the costs.

Subtitle B of Title 111 is patterned after the Johnston amendment
with at least three substantial modifications. First, Subtitle B ap-
plies to health, safety or environmental regulations regardless of
the Federal agency, whereas the Senate versions of the Johnston
amendment applied only to EPA. Second, Subtitle B applies re-
quirements to all rules whose projected annual compliance cost ex-
ceeds $25 million dollars, whereas the Johnston amendment de-
fined major rules at $100 million dollars annual compliance cost.
Finally, the Johnston amendment contained explicit exclusions
from judicial review, whereas Subtitle B does not.

Despite the lopsided votes in the Senate, the amendment
sparked controversy—with both the Administration and environ-
mental groups expressing concerns. The then chairmen of four
House committees and one Subcommittee, in a letter to President
Clinton, stated that the Johnston amendment would overturn
“carefully considered judgements which Congress designed to fit
the specifics of the problems in question” and complained that the
amendment imposed “insidious and burdensome new mandates de-
signed to undermine [EPA's] efforts to protect our nation’s health
and environment.” Environmental groups, in letters to President
Clinton dated May 20, 1993, stated that the Johnston amendment:
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* * * jntrudes into the carefully crafted analyses al-
ready mandated by numerous substantive environmental
laws. In doing so it clearly treads upon the expertise and
jurisdiction of committees that have, over the past two dec-
ades, fine tuned EPA’s numerous statutory duties * * *

The environmental groups also stated that the amendment:

* * * fails to explain whether the life of a person with
a low income or an elderly person should be worth less
than someone with a high income who is young. It does
not resolve whether a risk imposed on someone involuntar-
ily and unnecessarily by a polluter is different from an
avoidable risk a person has voluntarily and knowingly ac-
cepted. In other words, the Johnston Amendment requires
the agency to give detailed answers to essentially unan-
swerable questions before the agency acts * * *

On the other hand, Dr. John Graham, Director of Harvard’s Cen-
ter for Risk Analysis has said:

[The Johnston Amendment] is necessary and appro-
priate because bureaucratic politics does not naturally
produce scientific candor about the extent of various risks
and the costs of achieving varying amounts of risk reduc-
tion. By injecting such information into environmental
rulemaking, this bill will raise the level of public debate
about the proper course of environmental policy.

Based on this controversy, the Democratic leadership in the
House sought to avoid votes on analogues to the Johnston amend-
ment through a combination of germaneness rules and by propos-
ing a restricted rule for consideration on the House floor. The pro-
posed restrictive rule was defeated by a vote of 227 to 191, and the
House version of EPA Cabinet legislation, H.R. 3425, was never
taken up on the House floor. A less demanding version of the John-
ston amendment, however, was adopted as part of H.R. 3171, the
Department of Agriculture Reauthorization bill. Mr. Tauzin also in-
troduced H.R. 3395 which was referred to the Committee on En-
ergy and Commerce and essentially matched the Johnston amend-
ment.

In the Committee on Energy and Commerce, the major cost-bene-
fit issues were considered in the context of specific statutes. For ex-
ample, in reathorization of both H.R. 3800, The Superfund Reform
Act, and H.R. 3392, The Safe Drinking Water bill, the Committee
modified statutory cleanup and drinking water standards to in-
clude consideration of incremental costs and benefits in more situa-
tions. When costs and benefits are part of standard setting, there
is generally no dollar threshold for applicability, and there is judi-
cial review of the administrative decisions.

3. Legislation Related to Subtitle E—Setting Priorities

Mr. Zimmer and Mr. Slattery introduced H.R. 3111, the Risk Re-
duction Act of 1993. The bill is essentially the analogue to S. 110
introduced by Senator Moynihan. The bill creates three advisory
committees: one, to identify and rank the relative environmental
risks; the second, to quantify the benefits of reducing risks; and the
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third, to develop and implement strategies for communicating risk
information to the public. All of these advisory committees would
provide reports to Congress by 1995 and every two years there-
after. Section 6 of the bill requires EPA to provide general risk as-
sessment guidelines. Section 7 sets out areas for further research.
Section 9 would establish an Interagency Panel on Risk Assess-
ment and Reduction. Finally, section 10 sets out a biennial Report
to Congress which sets priorities for health and environmental
risks, provides options for addressing these risks and corresponding
estimates of costs and benefits. The bill was not marked up, al-
though a version of the bill was adopted as part of Safe Drinking
Water legislation on the Senate Floor.

B. History of Title 11l of the Job Creation and Wage Enhancement
Act and “Contract With America"

The Job Creation and Wage Enhancement Act generally em-
bodies the principles addressed in “Contract with America.” The
Contract is a political and policy document, intended to serve as a
blueprint for legislative action in the House of Representatives dur-
ing the first 100 days of the first session. The political commitment
of the Contract with respect to Title 11 is to bring risk assessment
reform and cost-benefit legislation for a vote on the House floor in
the first 100 days. This commitment does not freeze legislative lan-
guage in place and fully encompasses the need to modify and im-
prove the policy positions and workability in the Title and to gain
greater political consensus where possible.

As discussed previously, Subtitle A of Title 111, as introduced, is
patterned after H.R. 2910, the Risk Communication Act of 1993.
The major difference is an expansion of the applicability of Title I1I
to more Federal agencies than the Environmental Protection Agen-
cy.
As discussed above Subtitle B, as introduced, is patterned after
the Johnston amendment with at least three substantial modifica-
tions. First, Subtitle B applies to health, safety or environmental
regulations across a number of agencies, not just the EPA. Second,
Subtitle B applies requirements to all rules whose projected annual
compliance cost exceeds $25 million dollars, whereas the Johnston
amendment defined major rules at $100 million annual compliance
cost. Finally, Subtitle B does not contain explicit exclusions from
judicial review as did the Johnston amendment.

Draft copies of the Job Creation and Wage Enhancement Act
were publicly available in September and October of 1994. After
the November 1994 election, the draft became subject to public
scrutiny and discourse. On this basis a number of changes were
made between the September 1994 draft of Title 111 and the bill as
introduced on January 4, 1995, to improve the workability of the
Title and, in part, to address a number of concerns from the Ad-
ministration. These included (1) reducing the scope of the bill from
all Federal agencies to regulatory programs addressing health,
safety and the environment; (2) changing the numerical threshold
for applicability of Subtitle B from rules imposing $1 million in an-
nual compliance cost to $25 million; (3) reducing the
prescriptiveness of Subtitle C generally; (4) changing the numerical
threshold peer review requirements to rules imposing annual com-
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pliance costs of $100 million; (5) eliminating the provision affording
peer review panels an effective veto in the rulemaking process and
(6) eliminating a citizen suit provision which would have added a
number of new causes of action.

VI. COMMITTEE HEARINGS ON TITLE IIl OF H.R. 9

On February 1 and 2, 1995, the Subcommittee on Commerce,
Trade and Hazardous Materials and the Subcommittee on Health
and Environment held joint hearings on Title 11l of H.R. 9.

As a general matter, many groups representing State and local
governments and a wide range of businesses appear to support
statutory risk assessment reform and provisions for elevating the
status and consideration of costs and benefits in Federal regulatory
programs. The Administration stated a willingness to work on such
legislation, but has a number of concerns with Title 111 specifically
and H.R. 9 generally. A number of environmental or public interest
groups have also taken issue with H.R. 9 generally. A cross-section
of these parties was represented at the hearing along with a num-
ber of scientists and professional organizations with expertise on
risk assessment.

The regulated community generally considers Title Ill, as draft-
ed, to be a modest “down payment” on regulatory reform. While
these groups appear willing to support modifications to improve the
workability of Title 11l, many have expressed concerns that the
title contains too many loopholes. Several in the business commu-
nity also discussed more far reaching amendments. There was
strong support among the regulated community for maintaining re-
quirements which are enforceable against the Federal agencies in
court.

The Administration has expressed a desire to craft appropriate
risk legislation which is “fair, effective, and affordable” but believes
Title 111 as drafted does not meet these tests. Moreover, the Admin-
istration notes that Title Il is interrelated to other provisions in
H.R. 9, such as Title V's paper work reduction requirements and
Title VI and VII's requirements for regulatory impact analyses.
Thus, the Administration argues that the cumulative impact on
Federal agencies is too broad, too prescriptive, too costly, and cre-
ates too many avenues for excessive review and opportunities for
legal challenge.

The issue of scope is of great concern and was one of the impor-
tant topics during the hearing. By expanding the applicability of
these provisions beyond EPA, the Administration argued that there
are a potentially greater number of unintended consequences and
areas which, one could argue, are not part of the political or policy
problems. The hearing also highlighted the need to redefine terms
in Subtitle A to avoid application of new requirements for risk
characterization to reports or documents stemming from minor in-
spection activities such as food inspections or other actions which
(1) are unlikely to affect actions to impose further regulatory costs
and (2) unlikely to affect public understanding or discourse on risk
issues the way major Federal reports might.

Many of the witnesses stated that the general provisions of Title
111 would provide substantial benefits in terms of greater public
confidence in the Federal risk information system; consistency; con-
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sideration of costs and benefits; and more informed decisionmak-
ing. Administration witnesses, the Environmental Defense Fund,
OMB Watch, and a representative from the United Auto Workers
generally expressed concerns over greater administrative burdens
on Federal agencies, potential delays in rulemakings, and the nega-
tive consequences of adding new areas of law for parties challeng-
ing administrative actions to litigate.

All of the testimony from the hearing helped shape the legisla-
tion reported out of Committee. The following excerpts highlight a
number of significant points of witnesses that encouraged the Com-
mittee to report comprehensive risk assessment and cost-benefit
legislation.

STATE AND LocAaL GOVERNMENTS

A. Excerpts from the testimony of Governor Benjamin Nelson, State
of Nebraska

The science of risk assessment may never be perfect, but
the time has come to fully incorporate consideration of
risks, priorities, public health benefits, and cost-effective-
ness into Federal decisionmaking.

Governors strongly support risk reduction principles in
the development of environmental regulations and com-
mend your pursuit of this legislation. However, we believe
it is essential that such analyses focus on cost effectiveness
by requiring agencies to identify the least costly regulatory
alternatives that achieve risk reductions.

Requirements established under existing laws and regu-
lations are increasingly burdensome, less that cost-effec-
tive, and imbalanced in terms of addressing priority prob-
lems first. The governors believe that the days when we
could afford to "do it all” have long gone, if they ever ex-
isted. Today we have to set priorities, choose among many
competing demands for our resources, and spend the
public’'s money—or use regulations to make the public
spend its own money—more carefully.

Investments on priority needs will optimize the amount
of environmental protection "bought” with the finite re-
sources available by promoting adoption of regulatory al-
ternatives that effectively reduce risks at the least cost. A
comprehensive perspective based upon the best obtainable
scientific, technical, economic, and other information will
better enable Federal and State policymakers to determine
how much, if any, new regulation is appropriate for envi-
ronmental programs.

B. Excerpts from the testimony of Randy Johnson, county commis-
sioner, Hennepin County, Minnesota

We spend a great deal of our taxpayers money solving
problems that, if left to our own decisions, would be placed
much lower on the priority list. We divert resources and
attention from serious local health threats to comply with
Federal laws and regulations that are stapled together and
called national environmental policies.
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The National Association of Counties believes that Con-
gress should adopt legislation which requires Federal
agencies to provide fair, scientifically sound, and consist-
ent assessments of purported health, safety, or environ-
mental risks prior to the imposition of new regulations. It
is just plain wrong to regulate without at least an attempt
to make a scientifically-based assessment of the risk that
is sought to be abated, its relationship to other risks, and
the costs involved.

At a minimum, all regulations imposing costs on local
governments should be peer-reviewed. Risk assessments
should be scientifically objective and should include data
that argues against the need to regulate as well as for it.

Risks should also be compared with those that people
understand and to which they can readily relate. It is also
important to give us the tools to explain to our citizens
why some of these regulations are necessary.

C. Excerpts from the testimony of Barbara Wheeler, the National
School Boards Association

The formulation of public policy on the asbestos issue
was ahead of the scientific evidence to establish an accu-
rate risk assessment; the result was that millions of scarce
educational dollars were wasted. Schools cannot afford to
abate questionable environmental hazards, abate them in
an unnecessary way, or abate them down to a level that
is beyond a meaningful risk.

Inaccurate risk assessment on asbestos has diverted bil-
lions of dollars from schools.

Developing a firm scientific basis for knowing that we
have an environmental hazard and the degree to which it
should be abated are critical to ensuring that educational
dollars are spent wisely—either to protect the health of
children or to educate them.

On asbestos, the public policy was made ahead of the
scientific evidence. The result was that billions of scarce
educational dollars were wasted.

D. Excerpts from the testimony of Donald Schregardus, Director,
Ohio Environmental Protection Agency, Columbus, Ohio

As the larger sources of pollution have been controlled,
environmental laws have shifted to focus on smaller and
more numerous pollution sources and minute quantities of
natural and man-made chemicals in the environment. As
this occurs, the cost of meeting and administering environ-
mental laws has skyrocketed * * * compliance costs are
growing exponentially as the law of diminishing returns
takes over.

In Ohio, for example, Ohio EPA found that of the 52
synthetic organic chemical pesticides that US EPA re-
quires water systems to test for, only 9 were used in the
State in quantities that might be detected. The State and
communities were forced to spend thousands of dollars and
significant time providing to US EPA that those pesticides
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were not a problem instead of using resources to solve real
drinking water concerns.

The provisions in HR 9 will help to ensure that the Fed-
eral Superfund program sets priorities according to the
risks posed by individual sites and the cost effectiveness of
the solutions.

Federal law must include the flexibility to recognize
State and local risk-based priorities because the critical
environmental problems in one area may be of little risk
in another area.

EXPERTS IN RISK ASSESSMENT AND MANAGEMENT PoLicy

A. Excerpts from the testimony of Lester B. Lave, university profes-
sor, Carnegie Mellon University

Congress should instruct regulatory agencies to use the
best scientific knowledge, not “conservative” decision rules.
Agencies should explore all plausible alternative scientific
theories and explain why they chose a particular theory
and data set as the basis of the risk estimates it is relying
on. They should take care to spell out the uncertainties in
the analysis.

There have been far too many instances in which a plau-
sible sounding regulation was adopted and later discovered
to have excess costs, give little or no reduction in risks, or
to be ineffective. Far too often the attention of regulators
and Congress is focused on what turn out to be minor is-
sues, diverting attention from major problems.

Title Il is good in pressing regulators to use the best
scientific understanding and to estimate risks based on
this understanding. A major contribution to risk analysis
policy and providing decision-makers and the public with
information is this insistence on using best scientific un-
derstanding and not simply calculating conservative esti-
mates.

Title 111 mandates benefit-cost analysis as well as risk
analysis. | support this requirement based on the same
reason: good decisions require good information.

I stress again that these [benefit-cost] value judgements
should not be made by bureaucrats and hidden in the
analysis; the analyses ought to be open and permit others
to supply the value judgments that they deem appropriate.

B. Excerpts from the testimony of Dr. Gilbert S. Ommen, Chair,
Commission on Risk Assessment and Risk Management

The Commission supports the flexibility that Section
3105, Principles for Risk Characterization and Commu-
nication, provides * * * Section 3105(1) provides enough
flexibility to avoid being prescriptive and enough guidance
to be useful in the treatment of nhumerical estimates; how-
ever, this section misses a critical element of risk charac-
terization, namely a qualitative assessment of the nature

of the adverse effects and the strength of the evidence.
* * *
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The Commission supports the provision of Section 3104,
Principles for Risk Assessment, that would distinguish sci-
entific findings from other considerations. This provision
would make risk assessments clearer and more relevant
both to risk managers and to stakeholders.

Using of risk comparisons in partnership with the public
and all levels of government is consistent with the current
legislative goal of achieving the maximal reduction of over-
all health and environmental risks with whatever expendi-
tures are made. * * * we invoke the Committee to con-
sider encouraging more widespread priority setting exer-
cises and implementation of the results of those exercises
to improve environmental health in this era of decreasing
public funds.

C. Excerpts from the testimony of John A. Moore, president, Insti-
tute for Evaluating Health Risks, Washington, D.C.

The preoccupation with theoretical cancer risk that has
dominated regulatory activity, diverted attention from
other adverse effects that may be of equal or greater public
health importance.

The greatest impediment to the development of a strong
base of support for risk assessment within the scientific
community has been the procedures many Federal agen-
cies use to derive quantitative estimates of cancer risk.
The risk characterization language in HR 9, including esti-
mates of risk and the requirement to discuss other plau-
sible alternate assumptions, will result in a more balanced
presentation of information and foster reconciliation of cur-
rent differences.

Throughout my career peer review, when properly used,
has consistently demonstrated its value. Peer review can
provide a dispassionate analysis as to the quality and bal-
ance of the risk assessment and economic assessment that
are key components of risk management decisions.

D. Excerpts from the testimony of Dr. John D. Graham, Harvard
Center for Risk Analysis

New legislation can help in numerous ways but the two
most urgent needs are (1) a statutory requirement that
Federal agencies report realistic estimates of risk based on
the best available science, and (2) a statutory requirement
that regulators explain how their decisions reflect a rea-
sonable balance between the benefits of reducing risk and
the costs ( and unintended risks) of regulation.

In fact, the choice of regulatory priorities is rarely in-
formed by formal analysis. EPA, for example, now openly
acknowledges that its budgetary priorities are not in synch
with the seriousness of risks and only modest reallocations
from overblown (e.g., pesticides residues) to neglected (e.g.,
indoor air pollution) dangers have occurred since EPA ac-
knowledged this perversity in 1987. Former EPA Adminis-
trator William Reilly commented in a recent speech at
Harvard that the fraction of EPA’'s budget devoted to
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“high-risk” threats increased from 15% to 30% during his
four-year tenure at EPA.

When scientific information about risk is uncertain,
some agencies are inclined to publish “worst-case” esti-
mates of risk without providing any realistic indication of
what the actual risk is likely to be.

The important practice of subjecting agency analyses to
independent peer review by qualified experts is sporadic in
some agencies and absent entirely in other agencies.

E. Excerpts from the testimony of Dr. Roger O McClellan, president,
Chemical Industry Institute of Toxicology, Research Triangle
Park, N.C.

Risk assessments must make maximum use of available
scientific data, with default options utilized only in the ab-
sence of specific scientific information. The use of default
options in the risk assessment process should be clearly
documented and the scientific rationale provided for their
use.

Scientifically sound risk characterizations should be
used to compare and prioritize risks for subsequent action
and to assure consistency across legislative and agency
boundaries.

Provision must be make for public comment and exter-
nal peer review of risk assessments. The principal criteria
for selection of peer reviewers must be their scientific com-
petence and knowledge of the risk assessment process. All
peer review comments, including minority views, should be
documented and forwarded to the risk manager.

F. Excerpts from the testimony of Jeremiah Lynch, president, Amer-
ican Industrial Hygiene Association

To the extent practical and appropriate, agencies should
provide descriptions of the distribution and probability of
risk estimates to reflect differences in exposure variability
in populations and uncertainties. The priority setting proc-
ess must include scientifically sound, objective, and unbi-
ased risk assessments.

AIHA has reviewed the proposed requirements for risk
assessment found in HR 9. AIHA supports the use of
human health risk assessment techniques in regulatory
decision making, in the making of public health policy, and
in the allocation of government resources to environmental
issues. AIHA believes risk assessment should be conducted
with the best available scientific data. In the absence of
scientific data, AIHA supports the use of health protective
but reasonable default values which are selected using
well-defined principles.

G. Excerpts from the testimony of Don Ritter, chairman, National
Environmental Policy Institute

We have also wasted vast media-sensitive resources
chasing down infinitesimally small amounts of high profile
substances; resources that might have been used more ef-
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fectively or used to boost jobs and American competitive-
ness here and abroad, when applied to other environ-
mental problems and opportunities.

Risk assessment that is open, transparent, rigorously
peer reviewed, democratized and demystified can go a long
way to changing a broken system.

One of the main policy conclusions of our work is that
the risk assessment process should be transparent and
peer-reviewed so that Congress, policy makers in agencies,
and the public can easily understand the risks we are pro-
tecting against.

THE REGULATED COMMUNITY

A. Excerpts from the testimony of Kenneth W. Farber, Food Industry
Environmental Council

Federal agencies should be required to use sound risk
assessment methodologies, including appropriate best esti-
mate analyses, when conducting and reviewing risk assess-
ments. Whenever possible, policy and value considerations
should be separated from scientific analyses and should be
articulated clearly. Subtitle A of Title 11l of H.R. 9 accom-
plishes these objectives.

The Federal Government treats risk inconsistently with-
in and across agencies. Agencies do not always base policy
decisions on sound science, and in some instances, they
blur the underlying science with other policy and value
considerations in making regulatory decisions.

In many government decisions, policy and value consid-
erations are left vague or are mixed inappropriately with
the scientific rationale of a decision. This bill will help to
ensure the scientific basis for risk-based decisions is found-
ed on current and reliable scientific principles and as-
sumptions, and that policy and value considerations are
articulated clearly.

EPA’'s means of addressing risk should be consistent
with that of FDA and the U.S. Department of Agriculture.
This is not necessarily the case today. Specifically, the way
EPA may make a “weight of the evidence” determination
is not consistent in many cases with FDA’s approach.

B. Excerpts from the testimony of Jerry J. Jasinowski, Alliance for
Reasonable Regulation

Risk assessments, when they are conducted at all, tend
to be unrealistic, overly conservative, and reflective of
unstated policy choices or default assumptions which, if
they must be included in the risk assessment at all, should
be explicitly acknowledged and fully explained.

In most cases, health and environmental risks are inad-
equately characterized and communicated to
decisionmakers and interested members of the public.

In most cases, the scientific and technical assessments
on which regulations are based are not subjected to inde-
pendent external peer review. As a result, the scientific
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and technical underpinnings of agency actions that may
hgve enormous consequences often are not adequately test-
ed.

Environmental regulations sometimes are set at a level
of stringency that imposes exceedingly large costs but
achieves little, if any, incremental environmental or public
health benefit.

The economic and other adverse impacts of agency rules
(including the creation of what H.R. 9 refers to as “substi-
tution risks”) frequently are not evaluated adequately or
are not factored into the ultimate regulatory decision.

Agency rules tend to be relatively inflexible, reflecting a
penchant for command-and-control specification, rather
than a performance-based orientation. This results in reg-
ulations that are far less cost-effective than they could be,
and it frequently precludes the adoption of environmental
management practices that would actually be more protec-
tivle and less costly than the actions required under the
rule.

Alternatives to proposed regulatory actions (whether
they be non-regulatory, voluntary, market-based, or regu-
latory in nature) frequently do not receive the attention
they deserve.

In order to ensure that risk-based decisions have a
sound scientific and technical underpinning, any risk as-
sessment that may potentially serve as the basis for a
major rule should be subjected to independent, external
peer review.

CoMMITTEE CONSIDERATION

On February 8, 1995, the Committee on Commerce met in open
session and ordered reported the bill H.R. 9 with an amendment
by a recorded vote of 27 to 16, a quorum being present.

RoLL CALL VOTES

Pursuant to clause 2(1)(2)(B) of rule XI of the Rules of the House
of Representatives, following are listed the recorded votes on the
motion to report H.R. 9 and on amendments offered to the meas-
ure, including the names of those Members voting for and against.

ROLL CALL VOTE #3

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mr. Markey re: level of protection.

Disposition: Not agreed to, by a roll call vote of 16 ayes to 30
nays.

Representative Aye  Nay  Present Representative Aye  Nay  Present

M, BIBY oo s X Mr. DINGell ..o X ..
Mr. Moorhead ... e X Mr. Waxman ...
Mr. Fields ... e X Mr. Markey ......
ME. OXIBY oo e X ME TAUZIN o X
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Representative Aye  Nay  Present Representative Aye  Nay  Present

Mr. BIlIFAKIS ..o e X M WYAEN s X
Mr. Schaefer ... s X Mr. Hall D e X
M, Barton ... e X Mr. Bryant .. X
Mr. HaSEert ... s X Mr. Boucher X
MEUPLON oo e X Mr. Manton . X ..
Mr. SEEAMS ..o s X Mr. Towns ... X
ME, PAXON oot s X Mr. Studds .. X ..
ME GIlIMOT oo e X Mr. Pallone X
MEKIUG e s X Mr. Brown X
M, FRaNKS oo e X MIS. LiNCOIN oo e X
Mr. GreenWood .......c.ccoveemiesiiseiines e X M, GOFAON ..o s X
..... X Ms. Furse X

..... X Mr. Deutsch ... v X

..... X Mr. Rush ..... X

e ———————— X Ms. Eshoo X .

Mr. Whitfield ... s X Mr. Klink X ..
MF. GANSKE ..oovevveveirerieeerireniins e X Mr. Stupak .. X ..
L 5 TR X . e
M, NOPWOO oo s X it s e s
M WRITE v e X e o
M, COBUIM e s X i e e e

ROLL CALL VOTE #4

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.

Motion: Motion by Mr. Stearns to move the previous question on
the Amendment to the Oxley-Bilirakis Amendment in the Nature
of a Substitute by Mr. Brown re: exceptions for “imminent
endangerment.”

Disposition: Agreed to, by a roll call vote of 24 ayes to 21 nays.

Representative Aye  Nay  Present Representative Aye  Nay  Present

MP. BIIIRY oo X Mr. DINGEl oo X
Mr. Moorhead ... X e Mr, WaXman ... e X
Mr. Fields ... X ME. MAIKEY oo X
Mr. Oxley . X .. ME, TUZIN oo s X
Mr. Bilirakis X e e MEOWYARN e s X
Mr. Schaefer ... X e M HAID X
Mr. Barton ... X ME, BIYANE oo s X
Mr. Hastert .. X . ME. BOUCHET ..o e X
Mr. Upton ... X ME, MaNEON ..o e X
Mr. Stearns . X ME TOWNS oo e X
Mr. Paxon ... X Mr. SEUAAS oo X
Mr. Gillmor .. X Mr. Pallong ..o e X
Mr. Klug . X ME. BIOWN oo e X
Mr. Franks ... X MIS. LINCOIN oo e X
Mr. Greenwood . X . ME, GOFAON vovvveivveiseresseiseiens e X
Mr. Crapo ... X MS. FUISE oo s X
Mr. Cox ... X ME. DEUESCH ..o e X
Mr. Burr .. X M RUSH oo X
Mr. Bilbray .. X MS. ESNOO ....oooneieieieerisescnisciees e X
Mr. Whitfield ... X e INK e e X
Mr. Ganske .. X e ME, SEUPAK oo e X
Mr. Frisa ..... X

Mr. Norwood X

Mr. White.

M. COBUM et X
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ROLL CALL VOTE #5

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mr. Brown re: exceptions for “immi-
nent endangerment”.

Disposition: Not agreed to, by a roll call vote of 20 ayes to 25

nays.
Representative Aye  Nay  Present Representative Aye  Nay  Present

M, BIBY oo s X Mr. DINGell .o X ..
Mr. Moorhead ... s X Mr. Waxman .. X ..
M, FIeldS oo s X Mr. Markey . X ..
Mr. OXIBY oo e X ME. TAUZIN oo X
Mr. BIlIFAKIS ..o e X Mr. Wyden .. X
Mr. Schaefer ... o X Mr. Hall ... X
M, Barton ... s X Mr. Bryant . X
Mr. HaSEErt ..o e X Mr. Boucher X .
MEUPLON oo e X Mr. Manton X ..
ME, SEEAMS .o e X Mr. Towns .. X .
ME, PAXON .o s X Mr. Studds . X .
M, GIlIMOE e s X Mr. Pallone X ..
MEKIUG e s X Mr. Brown .. X
M, Franks ... e X Mr. Lincoln X .
Mr. Greenwood ......cccoveemivsciieiines s X Mr. Gordon . X
M, Crap0 ... s X Ms. Furse ... X
ME. COX o e X Mr. Deutsch X
M BUIT s e X Mr. Rush ... X .
ME. Bilbray ....cooocvvvivnnvciiisiiiiiiens e X Ms. Eshoo .. X
Mr, Whitfield ... e X Mr. Klink ... X
MF. GANSKE ..oovevvvvirereererirerins e X Mr. Stupak . X ..
M, FFISA oo s X . et e e
M, NOTWOO oo s X it s e s
MEWRIEE oo e v v et e s
M, COBUM e s X it e e s

ROLL CALL VOTE #6

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act

Amendment: Amendment to the Oxley-Bilirakis Amendment in

the Nature of a Substitute by Mr. Bryant re: exceptions for prod-
uct/substance approvals, certifications, and for enforcement
Disposition: Not agreed to, by a roll call vote of 19 ayes to 27

nays.
Representative Aye  Nay  Present Representative Aye  Nay  Present

ME. BIIIRY oo e X Mr. Dingell X
Mr. MoOrhead .......ccovvvvmremmeiseiiniiies e X Mr. Waxman .. X .
MEFIEIdS oo e X Mr. Markey X ..
ME. OXIEY oo e X ME TAUZIN e e X
Mr, BIlIraKIS .oooveoceeeriecserscieiiees s X Mr. Wyden .. X
Mr. Schaefer ... e X ME Hall e X
M, Barton ..o s X Mr. Bryant . X

Mr, HaSEert ... s X Mr. Boucher X

ME UPLON oo s X Mr. Manton X

ME, SEEAMS .o s X Mr. Towns .. X

L e R X Mr. Studds . X

M, GIlIMOE e s X Mr. Pallone ... X
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Representative Aye  Nay  Present Representative Aye  Nay  Present

..... X e Mr. Brown X

..... X . .. Mrs. Lincoln X

. GrEeNWOOd ... e X Mr. Gordon . X

ME. CraPO ovooeeereeerseeeseeeesssssenerees aeeee X Ms. Furse ... X

ME COX o e X Mr. Deutsch X

ME BUIT e e X Mr. Rush .... X

Mr. BIlBray ..o e X Ms. Eshoo .. X

Mr. Whitfield ... e X Mr. Klink ... X

MF. GANSKE ..o e X Mr. Stupak X
M, FFISA oo e X
Mr. NOTWOO v e X
ME, WHIE oo s X
Mr. COBUM oo e X

ROLL CALL VOTE #7

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Ms. Eshoo re: level of protection rel-
ative to women’s health issues.

Disposition: Not agreed to, by a roll call vote of 14 ayes to 24
nays.

Representative Aye  Nay  Present Representative Aye  Nay  Present

Mr. Bliley X Mr. Dingell X
Mr. Moorhead .. X Mr. Waxman X
Mr. Fields ... X Mr. Markey . X
Mr. Oxley ..... X Mr. Tauzin .

Mr. Bilirakis X Mr. Wyden .. X
Mr. Schaefer X Mr. Hall ...

Mr. Barton ... X Mr. Bryant .

Mr. Hastert .. X Mr. Boucher

Mr. Upton ... X Mr. Manton X
Mr. Stearns . X Mr. Towns .. X
Mr. Paxon ... X Mr. Studds .

Mr. Gillmor .. X Mr. Pallone X
Mr. Klug ... X Mr. Brown .. X
Mr. Franks ... X Mrs. Lincoln

Mr. Greenwood X Mr. Gordon . X
Mr. Crapo ... X Ms. Furse ...

MECOX oo X
Mr. Burr . X X
Mr. Bilbray .. X X
Mr. Whitfield X X
Mr. Ganske .. X X
Mr. Frisa ..... X

Mr. Norwood X

Mr. White ... X

Mr. Coburn X

ROLL CALL VOTE #8

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mr. Markey re: peer review.

Disposition: Not agreed to, by a roll call vote of 17 ayes to 25
nays.
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Representative Aye  Nay  Present Representative Aye  Nay  Present
ME, BIBY oo s X M. DINGell ..o X
Mr. Moorhead .........ccouvvvvmmmvcimmmiiririns e X Mr. Waxman.
ME, FIeldS oo s X Mr. Markey .. . X
ME. OXIBY oo e X ME TAUZIN e e X
Mr. BIlIraKIS ..o s X Mr. Wyden ... X
Mr. Schaefer ........cocimirinins e X Mr. Hall.
M, Barton ..o s X Mr. Bryant X
Mr. Hastert ... s X Mr. Boucher X
MEUPLON oo s X Mr. Manton . X
M. SEEAMS ..o e X Mr. Towns ... X
MEPaXON oo o Mr. Studds.
M, GIlIMOT e s X Mr. Pallone . X
MEKIUG e s X Mr. Brown ... X
M, FRankS .o s X Mrs. Lincoln X
Mr. Greenwood ........ccoccvmmmviinmiiisniins s X Mr. Gordon .. X
M. Crapo ... e X Ms. Furse .... X
M COX oo e X Mr. Deutsch X
MEBUIT s e X Mr. Rush . X
Mr. BilDray ..o s X Ms. Eshoo X
Mr, Whitfield ..o s X Mr. Klink ..... X
M, GANSKE ..o s X Mr. Stupak .. X
M, FFISA oo s X
Mr NOTWOO .. e X
ME, WHIE oo s X
Mr. CoBUM oo X

ROLL CALL VOTE #9

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mrs. Lincoln re: relationship of Title
11 requirements to small business.

Disposition: Not agreed to, by a roll call vote of 21 ayes to 22
nays.

Representtive Aye  Nay  Present Representative Aye  Nay  Present
ME. BIIIRY oo e X Mr. Dingell X
Mr. Moorhead ... s X Mr, WaXman ... e e
ME IS oo e X Mr. Markey X .
ME, OXIBY oo s X Mr. Tauzin .. X ..
Mr. Bilirakis X Mr. Wyden X
Mr. Schaefer X Mr. Hall .. X .
Mr. Barton ... X Mr. Byrant .. X
Mr. HaSert ... s X Mr. Boucher ... X
MEUPLON oo e X Mr. Manton X .
Mr. StEAMS ..ovevevereeeeeeeereriiseeies e X ME TOWNS oo e e
L e R X ME SEUAAS oo e
ME, GIlIMOE e s X Mr. Pallone . X .
M KIUG s s X Mr. Brown ... X
ME, Franks ..o e X Mrs. Lincoln X
Mr. GreenWood ........oceveevvemimreniriins e X Mr. Gordon .. X .
O O o OO X Ms. Furse ... X
ME COX v e X Mr. Deutsch X .
MU BUIT e s X Mr. Rush ..... X
Mr. BIlBray ..o e X Ms. Eshoo X .
Mr, Whitfield ... s X Mr. Klink ... X .
MF. GANSKE ..oovvvvevverevierrierrreriins e X Mr. Stupak .. X .
M, FFISA oo s X . et e s
M, NOPWOO oo e X it s e s
ME, WHIE oo e X it s e s
M, COBUIM e e X it s e s
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ROLL CALL VOTE #10

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mrs. Lincoln re: unfunded mandates
and State laws.

Disposition: Not agreed to, by a roll call vote of 17 ayes to 27
nays.

Representative Aye  Nay  Present Representative Aye  Nay  Present
M, BIBY oo s X Mr. DINGell .o X ..
Mr. Moorhead ... s X Mr, WaXman ... e s
M, FIeldS oo s X Mr. Markey . X ..
Mr. OXIBY oo e X ME. TAUZIN oo X
Mr. BIlIFAKIS .vvooveevciicins e X Mr. Wyden .. X
Mr. Schaefer ... oo X M HAIL X
M, Barton ... e X Mr. Bryant . X .
Mr. HaSEert ... e X Mr. Boucher X .
MEUPLON oo e X Mr. Manton X ..
ME, SEEAMS .o e X Mr. Towns .. X .
M, PAXON oot e X M, SEUAAS oo s
M, GIlIMOE e s X Mr. Pallone X
MEKIUG e s X Mr. Brown .. X
M, Franks ... s X Mrs. Lincoln X ..
Mr. Greenwood ... s X Mr. Gordon . X .
M, Crap0 ..o e X Ms. Fuse X .
ME COX oo s X Mr. Deutsch X .
MU BUIT e s X Mr. Rush X ..
ME, BilDray oo e X Ms. Eshoo X
Mr, Whitfield ... s X Mr. Klink X
ME, GANSKE ..o s X Mr. Stupak X .
M, FFISE oo e X it s e s
Mr. NOTWOO v e X e o
ME, WHItE oo s X i e e s
M, COBUIM e e X it s e s

ROLL CALL VOTE #11

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.

Amendment: Substitute Amendment to the Oxley-Bilirakis
Amendment in the Nature of a Substitute by Mr. Brown.

Disposition: Not agreed to, by a roll call vote of 16 ayes to 26
nays.

Representative Aye  Nay  Present Representative Aye  Nay  Present

Mr. Bliley Mr. Dingell

Mr. Moorhead .......covevmeeneennciisiiiens s X Mr, WaXMAN oo e s
ME RIS oo e X Mr. Markey . X
ME, OXIBY oo s X ME, TAUZIN oo e X
Mr. BIlIraKIS ..o s X Mr. Wyden .. X
Mr. Schaefer ... oo X M HAIL X
MF. BAtON oo e X Mr. Bryant . X
Mr, HaSEEM ..o e X Mr. Boucher X ..
MEUPLON oo s X Mr. Manton X .
ME, SEEAMS .o s X Mr. Towns .. X ..
ME. PXON e e X ME SEUAAS oo e s
ME GIlIMOT oo e X Mr. Pallone X .
MEKIUG e s X Mr. Brown X o
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Representative Aye  Nay  Present Representative Aye  Nay  Present
ME. FrankS ..o o X MIS. LINCOIN .vvooveveicceiiiviseiiiiiinns e e
Mr. Greenwood ........ccoccvmmeivinniciiniins e X Mr. Gordon . X
M. Crapo ... e X Ms. Furse ... X ..
ME COX ot e X Mr. Deutsch X
M BUIT s e X Mr. Rush ... X o
ME. BIlBray ..o e X Ms. Eshoo .. X ..
Mr. Whitfield ... o X Mr. Klink ... X
M, GANSKE ..ot s X ME, SEUPAK oo X
M, FFISA oo s X . et e s
ME NOTWOOM .ooovvvvevciisiiiiiiess X i e s
M WhIte e X i s o
Mr. CODUM oo e X it s e s

ROLL CALL VOTE #12

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.
Amendment: Amendment in the Nature of a Substitute by Mr.
Oxley and Mr. Bilirakis for Title I1I.
Disposition: Agreed to, as amended, by a roll call vote of 26 ayes

to 16 nays.
Representative Aye  Nay  Present Representative Aye  Nay  Present

Mr. Bliley ..... X Mr. DINGell ..o X
Mr. Moorhead .. X . Mr. WaXman ... e e
Mr. Fields ... X ME. MAFKEY oo X
Mr. Oxley ... X Mr. Tauzin . X .
Mr. Bilirakis X M WYAEN v X
Mr. Schaefer X . Mr. Hall ... X
Mr. Barton X ME. BIYANE oo e X
Mr. Hastert X . Mr. BOUCHET ..o e X
Mr. Upton ... X . M. MANEON oo X
Mr. Stearns . X ME. TOWNS oo e X
Mr. Paxon ... X M, STUATS oo o e
Mr. Gillmor .. X Mr. Pallong ..o X
Mr. Klug ...... X ME, BIOWN <o e X
Mr. Franks X . MIS. LINCOIN oo e v
Mr. Greenwoo X MF. GOFAON oo X
Mr. Crapo X MS. FUFSE vvvveeeereeereeesssnesesneiinenes e X
Mr. Cox ... X . ME. DEUESCH ..o e X
Mr. Burr X M RUSH o X
Mr. Bilbray .. X MS. ESNOO ....oovnieierierisescnisciies e X
Mr. Whitfield X . MEKINK e e X
Mr. Ganske .. X MF. SEUPAK oo X
Mr. Frisa ..... K e e e e e
Mr. Norwood K e ———————————————— o o
Mr. White ... X i i e e s
Mr. Coburn K e e e e

A

ROLL CALL VOTE #13

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement

ct.

Motion: Motion by Mr. Oxley to order H.R. 9 reported to the
House, as amended.



45

Disposition: Agree to, by a roll call vote of 27 ayes to 16 nays.

Representative Aye  Nay  Present Representative Aye  Nay  Present
M. BIBY oo X M, DINGell oo X
Mr. Moorhead .. X Mr. WaXman ... e e
Mr. Fields ... X ME. MArkey ..o s X
Mr. Oxley ... X Mr TAUZIN e K
Mr. Bilirakis X Mr. Wyden X
Mr. Schaefer X CHall . X
Mr. Barton .. X . Byrant .. X
Mr. Hastert . X . Boucher X
Mr. Upton ... X . Manton . X
Mr. Stearns X . . Mr. Towns ... e X
Mr. Paxon ... X Mr. Studds .. e
Mr. Gillmor . X Mr. Pallone . e X
Mr. Klug ... v X Mr. Brown ........ PR X
Mr. Franks ...... v X Mrs. Lincoln e
Mr. Greenwood X Mr. Gordon .. PR X
Mr. Crapo ... X Ms. Furse .... [ X
Mr. Cox ...... X Mr. Deutsch RPN X
Mr. Burr ... X e MERUSH Lo s X
Mr. Bilbray . X MS. ESNOO ..ooouverreeeceeirenriseriieces e X
Mr. Whitfield ... X ME,KINK s e X
Mr. Ganske . X ME, SEUPAK oo e X
Mr. Frisa ... X s e s
Mr. Norwood v X [RRTRN RPN
Mr. White ........ v X e et
Mr. CODUM oo X R e

VOICE VOTES

Bill: Title 111, Risk Assessment and Cost/Benefit Analysis of New
Regulations, of H.R. 9, the Job Creation and Wage Enhancement
Act.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mr. Fields re: definition of covered
Federal agencies.

Disposition: Agreed to, by a voice vote.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mr. Barton re: principles for risk as-
sessment.

Disposition: Agreed to, by a voice vote.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mr. Rush re: judicial review.

Disposition: Not Agreed to, by a voice vote.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mr. Barton re: judicial review of Sec-
tions 3104 and 3105.

Disposition: Agreed to, by a voice vote.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mr. Stupak re: risk comparison.

Disposition: Agreed to, by a voice vote.

Amendment: Amendment to the Oxley-Bilirakis Amendment in
the Nature of a Substitute by Mr. Barton re: petition process.

Disposition: Agreed to, by a voice vote.

CoMMITTEE OVERSIGHT FINDINGS

Clause 2(1)(3)(A) of Rule Xl requires each committee report to
contain oversight findings and recommendations required pursuant
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to Clause 2(b)(1) of Rule X. The committee has had several hear-
ings on the subject matter of Title 111 of H.R. 9, including a hearing
on November 17, 1993, in the Subcommittee on Transportation and
Hazardous Materials. The findings of these hearings are reflected
in the committee report.

CoMMITTEE ON GOVERNMENT OVERSIGHT AND REFORM

Pursuant to clause 2(1)(3)(D) of rule XI of the Rules of the House
of Representatives, no oversight findings have been submitted to
the Committee by the Committee on Government Oversight and
Reform.

CoMMITTEE CoOST ESTIMATE

Pursuant to clause 7(a) of rule X1l of the rules of the House of
Representatives, the Committee is required to estimate the costs
that would be incurred in carrying out Title 111 of H.R. 9. The Com-
mittee adopts as its own the cost estimate prepared by the Director
of the Congressional Budget Office, pursuant to section 403 of the
Congressional Budget Act of 1974, with the following concerns.

First, Title 11l is drafted to provide covered Federal agencies
with flexibility in complying with the requirements of the Title.
Specifically, the legislation provides that “[c]osts and benefits shall
be quantified to the extent feasible and appropriate and may other-
wise be qualitatively described.” Section 3201(a)(1). This language
provides Federal agencies with flexibility in complying with the re-
quirements of the legislation. It is not apparent that this flexibility
has been taken into account in the information provided by the
Federal agencies to the Congressional Budget Office for the pur-
pose of its estimate.

Second, it is not apparent that the Congressional Budget Office
cost estimates take into account the savings to the Federal govern-
ment resulting from this legislation. For example, pursuant to Sec-
tion 3201(b) and (c), this legislation could result in savings in haz-
ardous waste cleanup programs, some of which would accrue to the
Federal government.

Finally, the Congressional Budget Office estimate does not pur-
port to identify savings to Federal, state and local governments and
the national economy that are expected to occur as a result of im-
proved risk assessment and cost-benefit legislation. The Committee
believes it is important to consider these savings when evaluating
estimates of costs.

CONGRESSIONAL BUDGET OFFICE ESTIMATE

Pursuant to clause 2(1)(3)(C) of rule Xl of the rules of the House
of Representatives, following is the cost estimate provided by the
Congressional Budget Office pursuant to section 403 of the Con-
gressional Budget Act of 1974:
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U.S. CONGRESS,
CONGRESSIONAL BUDGET OFFICE,
Washington, DC, February 15, 1995.
Hon. THomAs J. BLILEY, JR.,
Chairman, Committee on Commerce, House of Representatives,
Washington, DC.

DearR MR. CHAIRMAN: The Congressional Budget Office has pre-
pared the enclosed cost estimate for Title 111 of H.R. 9, the Job Cre-
ation and Wage Enhancement Act of 1995.

Enactment of Title 111 of H.R. 9 could affect direct spending or
receipts. Therefore, pay-as-you-go procedures would apply to the
bill.

If you wish further details on this estimate, we will be pleased
to provide them.

Sincerely,
JamESs L. BLum
(For Robert D. Reischauer, Director).

CONGRESSIONAL BUDGET OFFICE COST ESTIMATE

1. Bill number: Title 111 of H.R. 9.

2. Bill title: Job Creation and Wage Enhancement Act of 1995.

3. Bill status: As ordered reported by the House Committee on
Commerce on February 8, 1995.

4. Bill purpose: This title applies to 12 federal agencies with reg-
ulatory programs designed to protect human health, safety, or the
environment. The provisions of subtitle A would apply to any risk
assessment or risk characterization document prepared in connec-
tion with a rule that is expected to have direct or indirect costs to
the federal government, state or local governments, or the private
sector of at least $25 million annually. Subtitle A also would apply
to permits issued by the Environmental Protection Agency (EPA)
and the Department of the Interior (DOI). Subtitle B would apply
to agency rules expected to have a direct or indirect cost of at least
$25 million annually, regardless of whether or not a risk assess-
ment or characterization document is prepared.

Subtitle A would require these 12 agencies to apply specified
principles when preparing risk assessments in connection with
their regulatory programs. The bill would establish a list of compo-
nents that agencies must include in risk characterization docu-
ments. Within 15 months following enactment, the President is to
issue guidelines to agencies that are consistent with the risk as-
sessment and risk characterization principles described in the bill.

Subtitle B would require these agencies to assess the incremen-
tal costs and incremental risk reduction or other benefits associ-
ated with proposed or promulgated rules designed to protect
human health, safety, or the environment. The bill also would re-
quire a review and analysis of other regulatory or nonregulatory
options considered by the agency. In addition, this subtitle would
prohibit the promulgation of any final rule unless the agency cer-
tifies that the incremental risk reduction or other benefits of the
regulation will be likely to justify, and be reasonably related to, the
incremental costs.
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Subtitle C would require the specified agencies to establish peer
review procedures for risk assessments and economic assessments
associated with rules expected to have annual costs to the economy
exceeding $100 million. Subtitle D would require these agencies to
establish procedures for considering petitions by individuals for re-
viewing existing rules and revising them to comply with the provi-
sions of this bill.

5. Estimated cost to the Federal Government: We estimate that
enactment of this title would increase the cost of issuing and re-
viewing regulations by affected federal agencies by at least $250
million annually, if the number of federal regulations is not af-
fected by the bill. The title may also lead to additional legal chal-
lenges of proposed federal regulatory activities; federal agencies
and the courts would incur additional costs to defend and process
these cases, but CBO is unable to estimate the increase in the
number of legal proceedings or the amount of additional costs. En-
acting Title 111 of H.R. 9 could lead to the delay or loss of federal
receipts expected under current law; therefore, pay-as-you-go proce-
dures would apply to the bill. CBO is working with federal agencies
to determine the amount of the loss in receipts but cannot now pro-
vide an estimate.

Few of the agencies that would be affected by this bill have had
time to systematically study the additional costs that its implemen-
tation would impose. The risk analysis work, the cost/benefit com-
parisons, and the peer review provisions are similar to the work
most agencies now conduct for some regulations expected to have
an economic impact greater than $100 million annually. This esti-
mate assumes that agencies will try to adhere to their current
schedules for implementing new regulations and revising existing
rules. This estimate does not include any costs for analyzing per-
mits issued by EPA and DOI, nor does it include any funds for car-
rying out subtitle D of the bill, because we currently have no basis
for estimating such impacts. None of the agencies we contacted
could predict the number of petitions that they might receive for
reviewing and revising current regulations. Several agencies noted,
however, that the petition process outlined in the bill could poten-
tially result in significant costs for additional risk assessments and
analysis and for increased litigation.

EPA currently spends about $120 million annually on risk as-
sessment and cost/benefit assessments to support rule making ef-
forts for regulations expected to have an economic impact greater
than $100 million annually. Based on information from the agency,
we estimate that the volume of work that would be added by Title
111 would double the agency’s cost for these studies. Based on its
current regulatory workload, the agency estimates that lowering
the threshold for detailed risk assessments and cost/benefit analy-
sis from regulations with economic impacts of $100 million annu-
ally to $25 million annually would triple the number of regulatory
actions requiring detailed study. Because it is not clear how the
provisions of the bill would be applied to the permits issued by the
agency, this estimate does not include any additional costs for risk
assessments and cost/benefit analysis of permits. The agency han-
dles hundreds of permit applications and modifications each year.
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The Department of Agriculture (USDA) currently prepares regu-
latory impact assessments, environmental impact statements, and
risk analyses for all regulatory actions affecting human health,
safety, or the environment that are expected to result in annual
costs to the economy of more than $100 million. Based on informa-
tion from USDA, we estimate that lowering the threshold for these
analyses would increase the number of risk assessments and cost/
benefit studies by about 200 each year. The additional costs associ-
ated with such assessments and studies range from less than
$100,000 for a relatively routine rule to several million dollars for
a major regulatory change. CBO estimates that most of the addi-
tional work would cost $150,000 to $250,000 per analysis, or an ad-
ditional $30 million to $50 million annually for the department.

The cost to the Department of Transportation (DOT) of imple-
menting Title 111 of H.R. 9 also could be large. The agency cur-
rently spends about $300 million annually on formal rule-making
proceedings. We cannot estimate the additional costs the bill would
impose on DOT because the agency is currently unclear about how
to implement the legislation. The type of risk assessments and
characterizations conducted by DOT are generally quite different
from the type defined in Title I11.

Based on information from the Food and Drug Administration
(FDA), CBO estimates that the requirements in Title 111 of the bill
would add about $20 million annually to the agency's current
spending of pre-market regulatory activities. The agency estimates
that the additional analysis required by the bill would add an aver-
age of about $700,000 to an additional 25 rules each year.

The Department of Energy (DOE) also would incur additional
costs to implement Title Il of H.R. 9. CBO has been unable to
quantify the impact, but we expect that the incremental cost of risk
assessment on both the environmental, safety, and health program
and the environmental management program would be significant,
perhaps hundreds of millions of dollars.

The Department of the Interior (DOI) currently spends about $50
million per year for regulatory analysis. This work is carried out
primarily by the Office of Surface Mining, the Minerals Manage-
ment Service, and the Bureau of Land Management as part of their
overall regulatory enforcement activities. DOI estimates that lower-
ing the threshold for regulatory analyses from $100 million to $25
million would significantly increase the number of analyses these
agencies would have to prepare, resulting in additional annual
costs of about $20 million.

Requirements in H.R. 9 also would increase costs of the Occupa-
tional Safety and Health Administration (OSHA), the Mine Safety
and Health Administration (MSHA), and the Consumer Product
Safety Commission (CPSC). Based on information from these agen-
cies, CBO estimates that Title 111 would result in total additional
costs of less than $20 million per year for these agencies.

6. Comparison with spending under current law: CBO estimates
enactment of this title would add at least $250 million annually to
the cost of issuing regulations.

7. Pay-as-you-go considerations: Section 252 of the Balanced
Budget and Emergency Deficit Control Act of 1985 sets up pay-as-
you-go procedures for legislation affecting direct spending or re-
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ceipts through 1988. Enactment of Title 11l of H.R. 9 could affect
lggﬁeipts; therefore, pay-as-you-go procedures would apply to the
ill.

It is possible, depending on how the provisions of Title Ill are in-
terpreted and implemented, that enactment of this title could re-
sult in a loss of receipts to the federal government, such as those
from commercial activities on public lands. CBO estimates that
DOI and USDA collect about $1 billion annually from new sales of
federal resources that could be affected by Title Ill. If the leasing
and sale activities of these agencies were significantly delayed,
some of these receipts would also be delayed.

If provisions of the title are interpreted to apply to agency ac-
tions governing the sale of federal resources such as oil, gas, and
timber, then additional time would be needed to prepare cost/bene-
fit analyses and environmental impact statements associated with
these activities. These additional tasks would probably delay some
sales. It is also possible that the requirements of Title 111 could be
the basis for lawsuits against an agency’s leasing or sale program,
thus delaying some sales and associated receipts to the federal
Treasury. At this time, CBO cannot estimate the loss of receipts
that could occur if these activities are delayed by enactment of this
bill.

8. Estimated cost to State and local governments: How enact-
ment of Title 111 would affect the budgets of state and local govern-
ments is unclear. If regulations that would impose additional re-
quirements on state and local governments are either delayed or
precluded by the enactment of these provisions, then costs to these
entities would be less. It is also possible, however, that some regu-
latory actions that would otherwise provide relief to state and local
governments could be delayed or precluded, thereby increasing
their costs for various activities. CBO has no basis for predicting
the direction, magnitude, or timing of such impacts.

9. Estimated comparison: None.

10. Previous CBO estimate: None.

11. Estimate prepared by: Kim Cawley and Connie Takata.

12. Estimate approved by: Paul N. Van de Water, Assistant Di-
rector for Budget Analysis.

INFLATIONARY IMPACT STATEMENT

Clause 2(1)(4) of Rule XI of the Rules of the House of Representa-
tives to include an analytical statement describing what impact en-
actment of the measure would have on prices and costs in the oper-
ation of the national economy. The Committee has determined that
Title 111 of H.R. 9 has no inflationary impact on the nation’s econ-
omy, because the bill will make Federal regulations more cost-effec-
tive and insure that Federal and national resources are used to ad-
dress the most serious risks to public health and the environment.

SECTION-BY-SECTION ANALYSIS

Section 3001. Findings

Under this section, Congress finds that environmental, health
and safety regulations have dramatically improved the environ-
ment and significantly reduced risks to human health, but that
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those regulations have been more costly and less effective than
they could have been. Too frequently, they have not been based on
a realistic consideration of risk. This section further finds that pub-
lic and private resources are not unlimited, and that resources
need to be allocated to address the greatest needs in the most cost-
effective manner, and so that incremental regulatory costs are rea-
sonably related to incremental benefits. This section further finds
that regulatory priorities should be based upon realistic consider-
ation of risk and sound, objective, and unbiased risk assessments.
Risk assessments should be based on better science and must be
communicated more effectively and objectively to decision makers
and the public. Public stakeholders must be fully involved in the
risk decisionmaking process.

Section 3002. Definition of covered Federal agency

This section defines the term “covered Federal agencies” to in-
clude the following agencies: the Environmental Protection Agency;
the Occupational Safety and Health Administration; the Depart-
ment of Transportation (including the National Highway Traffic
Safety Administration); the Food and Drug Administration; the De-
partment of Energy; the Department of the Interior; the Depart-
ment of Agriculture; the Consumer Product Safety Commission; the
National Oceanic and Atmospheric Administration; the United
States Army Corps of Engineers; and the Mine Safety and Health
Administration.

Section 3003. Coverage of title

This section provides that the title does not apply to any situa-
tion that the head of the covered Federal agency concerned consid-
ers to be an emergency.

In determining whether an emergency exists, an agency head
should be guided by applicable statutory definitions and, unless
otherwise prohibited, ordinary notions of urgency and necessity
constituting an emergency. The mere existence of the usual kind
and level of risk which any statute subject to this title is designed
to regulate does not constitute an emergency. [Moreover, there are
situations where the Federal agency can and should comply with
the provisions of the Title after the period of time which constitutes
the emergency].

SUBTITLE A—RISK ASSESSMENT AND COMMUNICATION

Section 3101. Short title

This section sets forth the short title of Subtitle A, the “Risk As-
sessment and Communication Act of 1995.”

Section 3102. Purposes

This section sets forth the following purposes of the subtitle: (1)
to present the public and the executive branch with the most sci-
entifically objective and unbiased information about the nature and
magnitude of health, safety and environmental risks to provide for
sound regulatory decisions and public education; (2) to provide for
full consideration and discussion of data and methodologies; (3) to
require explanation of significant choices in the risk assessment
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process; and (4) to improve consistency in Federal risk assessments
and risk characterizations.

Section 3103. Effective date, applicability, savings provisions

This section provides that the subtitle shall take effect 18
months after the date of enactment, except as otherwise specified.
This section specifies that Subtitle A applies to all significant risk
assessment and significant risk characterization documents pre-
pared by covered Federal agencies. It defines “significant risk as-
sessment document” and “significant risk characterization docu-
ment” to include the following risk documents prepared by or on
behalf of a covered Federal agency: (1) any major rule designed to
protect human health, safety or the environment; (2) proposed or
final permits restricting facility siting or operation, or proposed or
final cleanup plans, or guidelines for the issuance of such permits
and plans, under laws administered by the Environmental Protec-
tion Agency or the Department of the Interior; (3) reports to Con-
gress; (4) inclusion of substances on the Integrated Risk Informa-
tion System database; (5) regulatory actions placing substances on
official lists of carcinogens or toxic or hazardous substances; and (6)
any risk assessment or risk characterization forming the basis of
a final risk assessment or risk characterization guideline or proto-
col of general application. The term “regulatory program designed
to protect human health, safety or the environment” does not in-
clude internal personnel matters or programs regulating the provi-
sion of health care services.

Subsection 3103(b) recognizes that agency policy relating to risk
assessment and risk management is established not just in formal
regulations, but also in final guidances and protocols. All of these
forms of documents that are intended to have general application,
rather than to be limited to an individual substance, product, or
permit, are required to comply with the principles established in
subtitle A. Second, Section 3103(b) is intended to exclude any ac-
tion where an individual substance, product, or permit or its label-
ing, is reviewed and authorized or approved by an agency for some
type of use. For example, FDA licensing of individual new drugs,
devices or biologics would be excluded as would EPA approvals for
individual pesticides or items under the Toxic Substances Control
Act.

The guidance documents or protocols on which such a review is
conducted will be subject to subtitle A, but the individual review
or individual compliance actions are not themselves actions subject
to subtitle A unless otherwise specified in paragraph 3103(b).

Paragraph 3103(b)(2) further requires covered Federal agencies
to promulgate a rule within 15 months of the date of enactment
listing other risk assessment and risk characterization documents
deemed to be significant, and sets forth criteria to be considered in
promulgating the rule. It provides that the subtitle does not apply
to emergencies, screening analyses, or food, drug and product la-
bels requiring Federal approval prior to their use. It clarifies that
the provisions of the subtitle do not modify and are supplemental
to existing Federal health, safety and environmental standards. It
further clarifies that nothing in the title requires disclosure of
trade secrets or confidential information.



53

In promulgating regulations under section 3103(b)(2)(B), the
Committee expects the head of each covered Federal agency to
place substantial value on the consistent application of the prin-
ciples in sections 3104 and 3105 to provide for sound decisionmak-
ing and public discourse. The Committee expects that the more
likely a category of documents is to affect significant regulatory de-
cisions or public discourse, the higher the presumption for inclu-
sion.

Decisions under 3103(b)(2)(B) and the minimum documents de-
scribed in 3103(b)(2)(A) work in conjunction with the several rules
of reason, such as the phrases “to the extent feasible” or “where
relevant” in sections 3104 and 3105. Moreover, section 3104 states
that discussions or explanations required under that section need
not be repeated in each significant risk assessment document as
long as there is a reference to the relevant discussion in another
agency document. Thus, each document category may have some-
what different requirements. However, the phrase “to the extent
feasible” means that where it is feasible to comply with one compo-
nent of a requirement and not another, there must be compliance
with the component of the requirement which is feasible.

Section 3104. Principles for risk assessment

Subsection 3104(b) provides principles that describe a scientif-
ically objective and unbiased risk assessment. These principles will
make risk assessment processes more transparent, allowing risk
managers and the public to understand the evaluation and selec-
tion of data, models, and assumptions in a risk assessment.

Paragraph 3104(b)(1) requires that significant risk assessment
documents contain discussion of certain data where relevant. Fed-
eral agencies often use default assumptions when actual data exist.
Default assumptions allow risk assessors to make quantitative esti-
mates of risk when available data are incomplete. Often agencies
choose default assumptions which, given the available scientific in-
formation, tend to overstate risks in the resulting risk estimate.
One such default assumption concerning risks to human health is
to simply base risk estimates on studies which find a positive cor-
relation. Agencies often persist in using these defaults, even when
chemical- or situation-specific data are available. The bill addresses
this problem by requiring significant risk assessment documents to
include discussions of relevant data. Subparagraph 3104(b)(2) will
remove the current disincentive for organizations to develop data
that will increase the accuracy of risk assessments.

Paragraph 3104(b)(2) requires that significant risk documents
provide or refer to an explanation for certain significant choices
made by the agency. The paragraph further requires that the docu-
ment provides or refers to a description of any significant model
and the extent to which such model has been validated by, or con-
flicts with, empirical data.

Paragraph 3104(b)(3) states that no covered Federal agency shall
automatically incorporate or adopt any recommendation or classi-
fication made by a non-United States-based entity concerning the
health effects value of a substance without an opportunity for no-
tice and comment on such incorporation or adoption.
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Section 3105. Principles for risk characterization and communica-
tion

This section provides for a description in significant risk docu-
ments of the populations or natural resources subject to risk char-
acterization, a best estimate and other risk estimates and an expla-
nation of uncertainties in risk assumptions, an explanation of expo-
sure scenarios, comparisons to routinely encountered risks that
place the federally addressed risks in context, a statement of sig-
nificant and clear substitution risks, and a summary of other risk
estimates to the extent feasible.

Federal agencies generally do not provide complete characteriza-
tions of risk, but rather provide only single-point, upper-bound esti-
mates of risk. This forces risk managers to make decisions with in-
complete information and misleads the public into believing that
some risks are much larger than they are. This section requires the
agency to include several pieces of information in significant risk
characterization documents.

Paragraph 3105(1) requires covered Federal agencies to provide,
to the extent feasible and scientifically appropriate, the best esti-
mate or estimates for the given populations or natural resources,
along with the reasonable range of scientific uncertainty. The agen-
cy may present plausible upper bound or conservative estimates in
conjunction with plausible lower bound estimates. Indeed, the sav-
ings clause in section 3103 makes clear that no calculation is pre-
cluded. Best estimates are defined flexibly to include any methodol-
ogy designed to provide the most plausible level of risk, given the
scientific information available to the Administrator. Subtitle A
does not opine on which combination of scientific assumptions or
methodology are appropriate and, thus, makes no pronouncement
on the science itself. Rather, the best estimate requirement is sim-
ply a question for the risk assessors to answer. The scientific de-
bate about the answer continues under the current standards of re-
view.

Best estimates will: (1) help provide a more realistic picture of
the nature and magnitude of the risks; (2) make the impact of con-
servative assumptions in an upper-bound estimate clearer to
decisionmakers and the public; (3) separate scientific findings from
considerations affecting regulatory strategies; (4) provide for more
realistic comparisons between risks; and (5) move scientific debate
forward by requiring consideration of new, more plausible models
and assumptions.

The provision prohibits agencies from simply ignoring more sci-
entifically plausible assumptions and methodologies when they are
available. The requirement does not require papering over legiti-
mate scientific disagreements by averaging incompatible estimates.
Under such situations, the agency merely needs to state why it is
not scientifically appropriate for the given component of the risk
assessment. Nor would agencies need to perform new evaluations
which are excessively burdensome. This is, however, a narrow ex-
ception and the agency would need to explain why a given ap-
proach is not “feasible.” Moreover, under the language “to the ex-
tent feasible,” agencies would be required to try to get as close to
a best estimate as feasible. For example, it may be feasible to use
the most plausible assumptions for some components of a best esti-
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mate calculation but not others. Finally, what is feasible and sci-
entifically appropriate will change over time. Certainly, where pub-
lic comment provides a scientifically sound means of getting a risk
estimate which is closer to a best estimate, the agency should uti-
lize this approach. This specifically means that actual information
should be used in lieu of default assumptions where the actual in-
formation is more scientifically plausible than the information un-
derlying the default assumption.

Paragraph 3105(1) further requires that, where practical, agen-
cies should provide probability distributions for risk estimates that
reflect both variability and uncertainty. Presenting the full dis-
tribution of risk provides risk managers and the public with the
most complete picture of what is and what is not known about the
risk.

Paragraph 3105(2) requires agencies to explain the exposure sce-
narios used and provide a statement of the size of the population
and likelihood that an exposure will occur. This information will
help assure that the public understands the precise basis of the
given risk assessment. Moreover, the requirement will help sepa-
rate more likely exposure scenarios from unlikely exposure sce-
narios, such as a child eating dirt from a fenced-in industrial site.

Paragraph 3105(3) requires agencies to provide a statement plac-
ing the nature and magnitude of risks in context. Additional infor-
mation will assist the public in understanding how the risk affects
them, and how it relates to other risks with which they are more
familiar. This section acknowledges the difficulty in making useful
and meaningful risk comparisons by including references to rel-
evant distinctions among categories of risk and limitations to com-
parisons.

Paragraph 3105(4) requires that each significant risk assessment
or significant risk characterization document referred to in
Clause(i), (ii) or (iii) of section 3103(2)(A) shall include, to the ex-
tent feasible, a statement of any significant and clear substitution
risks to human health, where information on such risk has been
provided to the agency. The term “substitution risk” is defined in
section 3108 to mean potential risks to human health, safety or the
environment that arise from a regulatory option designed to de-
crease other risks. Current risk characterization and communica-
tion fail to provide adequate information about the risks that the
proposed action will pose. Because they are not currently assessed,
those risks are often assumed to be zero. Many risk management
actions pose their own risks. The Committee has provided a num-
ber of qualifications to this requirement.

First, the requirement only applies to “significant” substitution
risks. The Committee expects agencies to look to the magnitude of
the substitution risk relative to the risk being addressed by the
particular regulatory strategy. If a regulatory strategy is address-
ing minor risks, then minor substitution risks may be significant.
If the strategy is addressing major risks, then minor substitution
risks would not be significant.

Second, the requirement only applies to “clear” substitution
risks. This language is designed to preclude requiring statements
more indirect or hypothetical statements of substitution risks. Indi-
rect risks resulting from loss of economic resources or the inability
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to direct such resources to other health or safety requirements
would not meet the requirement for a “clear” substitution risk.
However, as stated in the savings clause, nothing in the Title pre-
vents agencies from providing information beyond the minimum re-
quirements.

Third, the requirement applies only “where information on such
risks has been provided to the agency. Thus, the provision does not
require the agencies necessarily to look at all possible con-
sequences, for example, restricting a product or chemical. However,
where specific information is provided and reasonably summarized
in a comment period, the agencies should make feasible efforts to
highlight this information.

Finally, nothing requires the statement to include a numerical
measure. Statements should be as informative as the information
available but may be quantitative or qualitative. The statement
may also be brief with a cross-reference to more extensive discus-
sion in another document.

Paragraph 3105(5) requires agencies to present summaries of
other risk estimates if they meet certain requirements. Because
risk assessments often require many subjective judgments, risk
characterizations conducted by different organizations can vary
greatly. Inclusion of other risk estimates, provided that they meet
the standards set forth in the amendment, will provide a fuller
characterization of risk. The terms “in connection with the presen-
tation of the agency’'s risk assessment document or risk character-
ization document” allows for brief summaries along with cross ref-
erences to other documents.

Section 3106. Guidelines

This section requires the President to issue guidelines for Fed-
eral agencies consistent with Sections 3104 and 3105 within 15
months of the date of enactment. It requires agencies to evaluate
policy and value judgments inherent in their risk assessments and
report to Congress within three years. It provides for public com-
ment and consultation with State and local governments and other
agencies in the preparation of the guidelines and the reports. It re-
quires the President to review and, where appropriate, revise the
guidelines every four years.

The section includes the guidelines requirement to ensure that
the bill's principles are implemented consistently throughout the
covered Federal agencies and to facilitate comparisons of risks as-
sessed by various Federal agencies. Risk assessment and character-
ization guidelines should allow for incorporation of new scientific
advances and better methods of risk characterization and commu-
nication.

Section 3107. Judicial Review of Sections 3104 and 3105

This section requires courts to consider unlawful any agency ac-
tion in which a final agency action does not comply with the re-
quirements of sections 3104 or 3105. When a significant risk as-
sessment document or a significant risk characterization document
is prepared in connection with a final agency action (e.g., a final
rule), that document will be part of the administrative record that
can be considered by the court, if the final agency action is brought
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before a court for review. Under the provisions that govern judicial
review of most agency actions, such as those codified in Section 10
of the Administrative Procedure Act, 5 U.S.C., Section 706, review-
ing courts are directed to hold unlawful and set aside agency action
that, among other things, is found to be without observance of pro-
cedure required by law or otherwise not in accordance with law. In
making these determinations, the APA directs that “due account
shall be taken of the rule of prejudicial error.”

In the absence of a provision like Section 3107, it may not be
fully clear how a court would evaluate an agency’s failure to com-
ply with the requirements of sections 3104 and 3105 when it re-
views a final agency action in connection with the preparation of
a significant risk assessment or risk characterization document.

For example, without section 3107, courts might declare the fail-
ure to provide a best estimate under section 3105 a harmless error
based on the agency’'s assertion that the omission did not influence
the final rule. Under the language of section 3107, however, courts
would consider the final agency action unlawful where the action
does not comply with section 3104 or 3105 because the failure to
characterize risk in the manner outlined would leave out elements
Congress considers critical to the rulemaking process. This ensures
the requirements of 3104 or 3105 supplement otherwise applicable
statutory requirements and must be followed.

Courts may continue to gauge whether a given violation of sec-
tions 3104 or 3105 is de minimus in nature in determining whether
to set aside agency actions. Moreover, sections 3104 and 3105 sim-
ply require that certain discussions be made a part of documents
supporting the final agency actions. Judicial review of the quality
of those discussions remains subject to otherwise applicable stand-
ards of judicial review.

Section 3108. Definitions

This section defines certain terms. The term “risk assessment
document” means a document explaining how hazards associated
with a substance, activity or condition have been identified, quan-
tified and assessed or describing the degree of toxicity, exposure or
other risk they pose for exposed individuals, populations or re-
sources. The term “risk characterization document” means a docu-
ment quantifying or describing the degree of toxicity, exposure, or
other risk they pose for exposed individuals, populations, or re-
sources, but such term does not include a food, drug or other prod-
uct label. The term “best estimate” means an estimate which, to
the extent feasible and scientifically appropriate, is based on
central estimates of risk using the most plausible assumptions; an
approach which combines multiple estimates based on different
scenarios and weighs the probability of each scenario; or any other
methodology designed to provide the most unbiased representation
of the most plausible level of risk, given the current scientific infor-
mation available to the Federal agency concerned. The term “sub-
stitution risk” means a potential risk to human health, safety or
the environment from a regulatory option designed to decrease
other risks. The term “document” includes material stored in elec-
tronic or digital form.
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SUBTITLE B—ANALYSIS OF RISK REDUCTION BENEFITS AND COSTS

Section 3201. Analysis of risk reduction benefits and costs

Paragraph 3201(a) directs the President to require covered Fed-
eral agencies to prepare the following for major rules proposed or
promulgated after the date of enactment and designed to protect
human health, safety or the environment: an assessment of incre-
mental costs and incremental benefits for each significant regu-
latory alternative; a statement placing the nature and magnitude
of the risks in context; and for each final rule, an assessment of
the costs and benefits of compliance with the rule.

Quantification in cost-benefit analysis and risks assessments is
only required to the extent feasible and appropriate, and other fac-
tors relevant to the decisionmaking may be qualitatively described.
The methodology and level of detail for both risk assessments and
cost-benefit analyses should be appropriate to the significance and
complexity of decisionmaking on the matter at issue, considering
any need for expedition.

Both risk assessments and cost-benefit analyses can be tiered or
tailored to fit the decisionmaking process and the decision confront-
ing a particular agency, as long as the basic elements of reasoned
decisionmaking and the logic of the cost-benefit and risk assess-
ment methodology are respected. This legislation does not intend to
disregard or minimize the application of agency expertise in the de-
cisionmaking process, nor does it mandate a strict recipe for risk
assessment or cost-benefit analysis. Rather, it aims to ensure ra-
tionality in both the decisionmaking process and the ultimate deci-
sions by Federal agencies, recognizing the wide variance in the
types of decisions and types of situations faced by agency officials.

Paragraph 3201(b) prohibits promulgation of any final rule sub-
ject to this title unless the final rule cost-benefit assessment is
based on an objective, unbiased scientific and economic informa-
tion; incremental benefits are reasonably related to and justify the
incremental costs; and no other proposed or considered options
would be more likely to achieve a substantially equivalent risk re-
duction in a more flexible or cost-effective manner.

The language requiring consideration of “incremental” costs and
benefits will ensure that the agencies recognize the role of dimin-
ishing returns in addressing regulatory objectives. In many cases,
great benefits may be obtained by relatively inexpensive and sim-
ple steps. The word “incremental” is used to clarify that the agen-
cies must apply cost-benefit analysis to assess the utility of incre-
ments of risk reduction. Existing regulatory statutes may provide
criteria by which agencies choose among various cost-benefit justi-
fied options providing varying levels of costs and benefits.

Paragraph 3201(c) provides that notwithstanding other provi-
sions of law, the requirements of the bill supplement, and to the
extent of any conflict, supersede the decisional criteria of underly-
ing statutes. It prohibits promulgation of any major rule unless the
requirements of 3201(a) and 3201(b) are met and supported by sub-
stantial evidence of the rulemaking record.

The provisions of 3201(c) make the provisions of 3201(a) and
3201(b) applicable to new regulations promulgated under existing
Federal statutes. The Section 3201(b) decisional criteria supple-
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ment, and to the extent there is a conflict, supersede the decisional
criteria for rulemaking otherwise applicable under the statute pur-
suant to which a rule is promulgated.

In effect, agencies will continue to follow the instructions pro-
vided by Congress in past and future Federal legislation, but shall,
in addition, follow the risk assessment principles and procedures,
and apply as additional decisional criteria the cost-benefit and cost-
effectiveness certification requirements of Section 3201(b). When
there is a conflict with or explicit textual language in a Federal
statute prohibiting consideration of the criteria set forth in 3201(b),
the provisions of 3201(c) state that the decisional criteria in Section
3201(b) shall supersede those in the statute pursuant to which the
rule is promulgated, but only to the extent there is a conflict. The
decisional criteria otherwise applicable under other statutory au-
thority will continue to apply to the extent not inconsistent with
the section 3201(b) criteria. By this means, the language molds the
ultimate decisional criteria for rulemaking applied under all such
statutes to the requirements of Section 3201(b) with as little dis-
ruption as feasible to the otherwise applicable instructions by Con-
gress.

The provisions of paragraphs 3201 (a)—(c) use principles which
are not designed to predetermine particular policy or regulatory ap-
proaches. For example, where risks need to be regulated and regu-
lation is justified by its benefits, regulation will go forward even if
costly or inconvenient to some.

Paragraph 3201(d), for each major rule, requires agencies to pub-
lish in the Federal Register or otherwise make available the infor-
mation required to be prepared under 3201(a) and 3201(b). For the
purposes of this subtitle, it defines “costs” to include the direct and
indirect costs of compliance to the Federal Government, State and
local governments, and private entities; it defines “benefits” to in-
clude direct and indirect social and economic benefits; and it de-
fines “major rule” to mean any regulation, other than a regulation
or other action to authorize or approve any individual substance or
product, that is likely to result in an annual increase in costs of
$25 million or more.

For purposes of efficiency, the judicial review of the risk assess-
ment and cost/benefit analyses contained in the regulatory impact
analysis required under 3201(a) and (b) should proceed, on the
basis of the whole record of the rulemaking (which will include the
actions taken under 3201(a) and (b), in conjunction with review of
the rule under the statute granting the agency authority to conduct
the rulemaking.

The promulgation of rules by agencies, whether major rules
under this legislation or not, are already subject to judicial review
under the particular statute granting the agency authority to con-
duct the rulemaking. The language intends that the procedures
and decisional criteria of 3201(a) and (b) shall be judicially
reviewable, pursuant to the Administrative Procedure Act (APA) or
the statute granting the agency authority to conduct the rule-
making. This review should occur at the same time and in the
same court that review agency findings under the statute granting
the agency authority to conduct the rulemaking.
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Under the provisions of 3201(c)(2), the certifications required
under 3201(b) must be supported by substantial evidence in the
rulemaking record. All other aspects of the rule will be subject to
otherwise applicable standards of review.

SUBTITLE C—PEER REVIEW

Section 3301. Peer review program

This section requires each covered Federal agency to develop a
systematic peer review program for significant risk assessment doc-
uments and economic assessments for regulatory programs ad-
dressing human health, safety or the environment. The program
shall provide for peer review panels of independent and external
experts and shall be broadly representative and balanced to the ex-
tent feasible; may provide for differing levels of peer review de-
pending on the significance or complexity of the problems and the
need for expeditiousness; shall not exclude peer reviewers merely
because they represent entities with a potential interest in the out-
come, provided that the interest is fully disclosed, but for regu-
latory decisions affecting a single entity no person representing
that entity may be included on the panel; may provide specific and
reasonable deadlines for peer review panels to submit reports; and
shall provide adequate protections for confidential business infor-
mation and trade secrets. It requires peer review for any signifi-
cant risk assessment document or cost assessment prepared for any
regulation likely to increase costs by $100 million or more annually
(other than actions to approve individual substances or products).
It requires covered Federal agencies to respond in writing to sig-
nificant peer review comments. It requires that all peer review
comments and agency responses be made available to the public
and part of the administrative record. It excepts from peer review
data and analysis which has been previously peer reviewed. It re-
quires the President to appoint peer review panels to annually re-
view the risk and cost assessment practices of each covered Federal
agency and requires those panels to report annually to Congress.

SUBTITLE D—AGENCY PRIORITIES

Section 3401. Petition process

This section requires each Federal agency to establish procedures
within one year for accepting and considering petitions for review-
ing and revising any health or environmental effects value, such as
those in the Integrated Risk Information System database; review-
ing risk assessments supporting major rules and revising them to
take into account new information or methodologies or comply with
subtitle A; requiring peer review; and reviewing and revising any
major rule promulgated prior to the effective date of this title. It
requires that the procedures allow any person to petition upon ade-
guate information to demonstrate that a revision is justified. It re-
quires the agency to respond to petitions in the Federal Register
within 90 days. It requires the agency to accept petitions if the in-
formation on which they are based would significantly alter an ex-
isting risk assessment, and requires the agency to explain the rea-
sons for rejecting any petition. The section requires initiation or de-
nial of the action requested in any petition within one year and
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deems rejection or denial of a petition to be final agency action,
thereby subjecting it to judicial review under the Administrative
Procedures Act.

Section 3401 was added to create a petition process that, under
certain circumstances, will allow an interested party to revise sig-
nificant risk assessments connected with existing regulations, cer-
tain other risk assessments, and any major rule as defined in sec-
tion 3201(e)(3).

The petition process empowers ordinary Americans to help find
and improve prior risk assessments and, where appropriate, correct
past regulatory mistakes, while erecting sufficient safeguards to
prevent a flood of meritless petitions. To ensure that the petition
process does not place an undue burden on covered agencies, Sec-
tion 3401 requires the petitioner to include adequate supporting
documentation, including, where appropriate, new studies or other
information that provides the basis for the change requested in the
petition. Where the petition describes a risk, it should include a
summary risk characterization that is consistent with the require-
ments of Title Il11. Petitioner further carries the burden to docu-
ment that a rule is a major rule as defined in section 3201(e)(3).

Under 3401(b), the rejection or denial of a petition is deemed to
be a final agency action under the Administrative Procedures Act.
This provision allows an unsuccessful petitioner to seek judicial re-
view of an agency’s refusal to take the action requested by the peti-
tioner. Under this provision, the reviewing court will compel the
agency to take the requested action if the petitioner can show that
the petition included adequate evidence to support the requested
action and that the agency’'s refusal or denial of the petition is in-
consistent with the standards of Section 3401. Subparagraph
3401(b) sets a requirement to either initiate the requested action
or deny the petition. There is no requirement concerning the timing
to complete the actions. Such time period should be reasonable
given the particular task but not so long as to provide a means to
escape the purpose of this section.

SUBTITLE E—PLAN

Section 3501. PLAN for assessing new information

This section requires each covered agency to publish a plan to re-
view and, where appropriate, revise significant risk assessment
documents and risk characterization documents with 18 months of
the date of enactment if the agency determines that the principles
in sections 3104 and 3105 would likely significantly alter the prior
results of those documents. It provides that each plan must provide
procedures for considering public comment, and may establish pri-
orities for review and revision based on whether economic re-
sources can be more effectively focused. It requires that each plan
be developed after notice and an opportunity for public comment,
and in consultation with State and local governments and other
Federal agencies. The plan must go through public notice and com-
ment and, thus, provide a clear and open set of procedures to sup-
plement the petition process in Subtitle D.
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SUBTITLE F—PRIORITIES

Section 3601. Prioritization

This section requires the President to identify opportunities for
regulatory agencies to reflect public health priorities within their
programs. The President must identify the likelihood and severity
of the public health risks addressed; the number of persons af-
fected; the incremental costs and benefits; the cost-effectiveness of
risk reduction strategies; intergovernmental relationships within
regulatory programs; and obstacles to allocating resources cost ef-
fectively to serve public health priorities. The President must an-
nually report public health regulatory priorities to Congress.

Too often Federal health risks are not prioritized. Rather than
following an established procedure, agencies respond haphazardly,
with the result being an overregulation of some risks, under-regu-
lation of others, and reduction of agency effectiveness and credibil-
ity. An effective priority setting process incorporates scientifically
sound risk assessments, comparative risk analysis based on gen-
erally accepted societal values, and risk management choices
grounded in cost-benefit principles.



ADDITIONAL VIEWS OF MESSRS. BLILEY, OXLEY, AND
BILIRAKIS

We provide these additional views to state our support for this
legislation, which provides a strong measure of regulatory reform,
and to comment on some of the proposed amendments that we
could not support.

Congress shares responsibility with the Executive Branch, and
State and local governments for hundreds of billions of dollars in
regulatory costs. At this time, the legislative record of the 103d and
104th Congresses shows that a substantial portion of State and
local governments, businesses and the scientific community have
lost confidence in Federal risk assessment and characterization
processes which form the basis of much of these regulatory costs.
These groups, with sufficient reason, believe that too many Federal
programs commit national economic resources to reduce risks that
are excessively hypothetical or very small. These requirements con-
stitute “unfounded” mandates that drain resources from other pri-
orities at the Federal, State and local level.

Many outside the Washington D.C. beltway further believe, with
sufficient reason, that Federal regulatory decisions fail to consider
whether the incremental costs of specific regulatory options are jus-
tified and reasonably related to the purported risk reduction bene-
fits. The record also reflects that Federal regulatory decisions cre-
ate inflexible requirements that are not cost-effective in addressing
a given level of risk reduction. The Executive Branch, however, can
legitimately complain that existing statutory provisions actually re-
strict it from issuing regulations that are reasonable with respect
to the above concerns.

Many Members of the 103d Congress sought to take significant
steps to address these concerns. Unfortunately, the Democratic
leadership of the 103d Congress and the Clinton Administration
opposed these steps. In a number of instances, the Democratic lead-
ership simply would not allow a vote on the floor for fear that sig-
nificant legislation that would address risk assessment reform and
require consideration of costs and benefits would in fact pass. If
this Congress does not take enforceable steps to restore the credi-
bility of the regulatory process concerning risk assessments and the
costs and benefits of regulations, then there will be an even bigger
freshman class elected in 1996 than in 1994. This legislation was
reported from the Committee by a recorded vote of 27 to 16. At this
time, Republicans on the Committee, along with a small humber of
like-minded Democrats, again find themselves alone in this effort.

This legislation is a strong first step. We fully support changes
to make the bill more effective, eliminate unintended consequences,
and minimize unnecessary administrative burdens. However, to fol-
low the mantra of the Administration, the framework of this bill
is fair, effective and affordable. We simply disagree, however, with
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the Clinton Administration and the minority on what these terms
mean.

Title 111 as reported out of the Committee is fair because it re-
quires that significant Federal risk assessment and risk character-
ization documents present information in an objective, unbiased
and informative manner. The principles of Subtitle A require dis-
closure that will further promote fairness and greater public under-
standing. The record clearly shows that the current Federal prac-
tice in this area is both misleading and unfair. The legislation is
also fair because it requires consideration of both costs and benefits
and does not require any particular outcome from the regulatory
process. The legislation simply requires careful and objective con-
sideration of alternatives, costs and benefits in individual contexts.
On balance, these principles will both save money and focus re-
sources on the most significant risks.

Title 111 is also effective because the requirements are enforce-
able. As discussed below, the Executive Branch should abide by the
law, subject to judicial review, just as States, local governments
and businesses must. There should be no double standard.

Finally, Title 111 as passed out of the Committee is affordable be-
cause careful consideration and objective information will help en-
sure that hundreds of billions of dollars in annual economic costs
are focused on real and substantial risk reduction. We cannot af-
ford to continue to regulate without the information and factors set
out in this bill. Informed decisionmaking—doing it right or, as a
former Administrator of the Environmental Protection Agency
states, aiming before we shoot—carries administrative burdens.
The initial estimates of this burden are high but they specifically
fail to account for the flexibility provided in the legislation and the
boilerplate nature of much of the analyses.

For example, the legislation simply asks that rules which are
likely to impose $25 million in annual costs be called major rules
subject to Subtitle B. Under Subtitle B, costs and benefits are to
be quantified “to the extent feasible and appropriate and may oth-
erwise be qualitatively described.” Nothing requires a “Cadillac”
analysis. Perhaps the legislation should. Twenty-five million dol-
lars in annual costs is not a small sum of money. Home buyers and
car buyers certainly make an effort to acquire objective information
and carefully consider alternatives before purchasing. Businesses
must do the same before making major investments. State and
local governments have been forced to make painful choices con-
cerning education and crime prevention because of unfunded and
“unfounded” Federal mandates. Why shouldn't Federal regulatory
programs be subject to the same constraints?

During the markup of Title Ill of H.R. 9, a number of amend-
ments were offered and rejected. We would like to outline our con-
cerns with some of these amendments.

Mr. Rush offered an amendment that would have explicitly pro-
hibited courts from reviewing whether the covered Federal agency
had complied with the requirements of Title IlIl. The exact lan-
guage of the Rush amendment was, in part, as follows:

Nothing in this title creates any right to judicial review
or administrative review, nor creates any right or benefit
substantive or procedural, enforceable at law or equity by
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any party against the United States, its agencies or instru-
mentalities, its officers or employees, or any other person.

We voted against this amendment because it would have ren-
dered Title 11l unenforceable. If the requirements of Title Ill are
not subject to some form of judicial review, the Title stands as little
more than a non-binding resolution of mere congressional pref-
erence concerning risk assessment practices. Judicial review of the
requirements of Title Ill is essential to ensure that risk manage-
ment decisions are based on objective and unbiased information.

Mr. Markey also offered an amendment that would have altered
the fundamental effect of the legislation. While attractive at first
glance, it would have vitiated Title 111 by preventing Federal agen-
cies from revising their risk assessment and risk management
practices to improve the Federal government's overall efficiency in
addressing risks and improve cost-effectiveness. Mr. Markey's
amendment provided that “[n]othing in this title shall be imple-
mented in a manner that reduces the degree or level of protection
of human health or safety or the environment otherwise provided
by law.”

The Markey amendment fails to recognize the balance between
incremental costs and benefits. Title 111, as reported out of Com-
mittee, is designed to influence change in Federal regulatory pro-
grams in a fair and effective manner. The construct of the bill is
to provide information to regulators and the public to make wise
use of resources. In some instances, this will mean a greater in-
vestment of economic resources; in others, it will mean avoiding the
expenditure of large amounts of economic resources for marginal
and, often, hypothetical levels of risk reduction benefits. The Mar-
key amendment would have eliminated the central construct of the
legislation.

Mr. Markey also offered an amendment that would have prohib-
ited individuals with a financial interest in the outcome of a peer
review from participating in such peer review unless the financial
interest is disclosed to the agency and the agency determines that
such interest will not reasonably be expected to create a bias in
favor of obtaining an outcome that is consistent with such interest.
We opposed this amendment for the following reasons.

First, Mr. Markey’'s amendment takes a naive and rather unreal-
istic view of the peer review process. In many instances, few people
may be qualified to review the underlying science of Federal regu-
latory decisions, which are typically very complicated. Many of the
people most likely to be qualified with the appropriate expertise
are those who have received grant money from a company inter-
ested in the outcome. Second, one of the basic ideas behind the bill
is to allow for full public participation. To cut off the productive
sector from participating in risk assessments, despite provisions in
the bill to ensure the disclosure of financial interests, is directly
contrary to the open process the Committee is trying to foster.

We also had concerns about two amendments offered by Mrs.
Lincoln which may have sounded good on initial review, but ulti-
mately seemed based on a misapprehension of the bill's effects.
These amendments stated that nothing in the bill shall force
changes in State regulations or require businesses with fewer than
100 employees to conduct more tests. The bill has no application
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to State regulations except insofar as State laws tie their scope and
standards to Federally adopted standards. Nor does the bill have
any requirement that businesses must perform risk assessments.
We note that the National Federation of Independent Businesses
has stated its support for Title I11.

In the case of both amendments, we believe that overall Title 111
will dramatically lessen Federal regulatory burdens on State and
local governments and businesses of all sizes by requiring that Fed-
eral regulations be based on sound science and cost-justified. As a
result of Title Ill, individual changes in Federal regulatory pro-
grams may increase or decrease regulatory burdens based on con-
text. Title 111 does not predetermine outcomes, but it does require
application of a process which overall will scientifically and eco-
nomically justify Federal efforts.

Finally, Mr. Brown offered a substitute amendment that rolled
together several of these amendments, and added other language
that would have prevented the bill from having its intended effect.
One provision stated that any agency action taken without con-
forming to this bill would not be considered a prohibited regulatory
action. Another provision would have allowed any agency to avoid
the requirements of the legislation any time the agency head
deemed the agency was unable to meet them. In essence, such lan-
guage makes compliance with the bill optional, as the agency head
sees fit. We feel that such language demonstrates the basic opposi-
tion of the minority to the idea of fir, objective risk assessments
and cost-justification of regulatory actions.

Title 111 is a strong effort toward better Federal regulation. We
fully support changes that will make the bill more effective, elimi-
nate unintended consequences and minimize unnecessary adminis-
trative burdens. However, we have a strong disagreement with
many of the steps the minority proposed in an effort they contend
was designed to improve the bill.

Congress must help ensure an effective and workable system of
accountability, disclosure, peer-review, and careful analysis of al-
ternatives. In the end, we must ensure that the Federal govern-
ment can stand behind and justify regulations based on the facts.
Title 111 is the right down payment toward this result.

THOMAS J. BLILEY, Jr.
MicHAEL G. OXLEY.
MICHAEL BILIRAKIS.

ADDITIONAL VIEWS

The enthusiasm for risk assessment legislation is not new to the
104th Congress. Nor is it limited specifically to the Committee on
Commerce or its predecessor the Energy and Commerce Commit-
tee. In the last Congress, | was a sponsor of H.R. 2910, the 1993
Risk Communication Act, which set some critical objectives and re-
quirements for our system of communicating risks. H.R. 2910 was
meant as a first step to ensure that we could compare and under-
stand information from program to program.

The Committee on Science, Space and Technology also was inter-
ested in risk assessments and their use. The Science, Space and
Technology subcommittee on Investigations and Oversight held
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hearings in 1994 on unfunded environmental mandates and their
effects on State and local governments. Speaking before the com-
mittee, on behalf of the National Association of Counties (NACo)
was the Honorable Tom Davis, Chairman of the Fairfax County,
Virginia, Board of Supervisors. Mr. Davis stated:

One of the biggest problems we have is the environ-
mental regulations and standards we are required to meet
most often are not based on scientifically sound assess-
ments of purported health, safety or environmental risk.
Before requiring State and local governments to spend bil-
lions of dollars, we need to be sure that the standards
we're required to meet will significantly reduce the risks.
That's why NACo fully supports the Risk Communications
Act (H.R. 2910) and we commend you and Chairman
George Brown and other Members for sponsoring this leg-
islation. If enacted, it will help promote risk assessment in
developing future regulations.

While H.R. 2910 was never passed, Title Ill1 does incorporate the
language regarding risk assessments.

EPA's Science Advisory Board, The National Governors Associa-
tion, representatives of local governments and businesses are all
asking for simple accountability for Federal regulatory programs.
They want to make sure we are spending money based on assess-
ments of real risks, not on assessments of excessively hypothetical
and exaggerated risks. Assessing risks is the cornerstone of envi-
ronmental decisionmaking and is important in other Federal agen-
cies as well.

Everyday human activity produces many risks. For instance,
driving 50 miles in a car creates approximately a one-in-a-million
risk of a fatality. Similarly, how do we know whether naturally oc-
curring radon gas poses a risk in homes or whether alar on apples
or asbestos in schools are really a risk to our children? Almost half
a billion dollars was lost on the alar scare along with almost $27
billion dollars on asbestos removal, much of which was not nec-
essary.

These examples are only a few of the reasons that Title 111 and
its language are needed. An unrealistic understanding of the na-
ture and magnitude of risks produces unrealistic expectations, pri-
orities, and programs which themselves cause needless administra-
tive burdens on Federal agencies along with very costly burdens for
local governments and businesses.

Unnecessary spending for programs that do little to protect
human health and safety must be curbed. Title 111 sets some criti-
cal objectives and requirements for our system of communicating
risks. It is a first step to ensure that we can compare and under-
stand information from program to program and agency to agency.
Title 111 will help ensure that each subsequent risk manager and
the public shares the same information on risks. This is an impor-
tant investment and worth the burden of changing to a new set of
minimum requirements.

CARLOS J. MOORHEAD.



ADDITIONAL VIEWS ON TITLE I1l, H.R. 9 BY MR. BARTON,
MR. TAUZIN, MR. CRAPO

SECTION 3401—PETITION PROCESS TO REVIEW EXISTING RULES AND
RISK ASSESSMENTS

We believe the Committee took a very important step toward re-
form of outdated and mistaken existing regulations when it adopt-
ed by a voice vote the “petition process” amendment we sponsored.
It is a vital part of Title 11l and should be included in the bill sent
to the President.

The amendment establishes a process whereby interested parties
can seek changes in existing regulations and other significant agen-
cy documents that are not consistent with the principles of Title
I11. Title 111 of H.R. 9 is designed to ensure that federal regulations
are based on realistic and understandable estimates of health, safe-
ty, and environmental risks, and that federal agencies do not im-
pose significant costs on American businesses and consumers in
order to address risks that are trivial compared to the risks of daily
life. As originally drafted, the provisions of Title 111 would have ap-
plied only to future regulatory actions.

Members of the Committee were concerned that it did not ad-
dress existing regulations and other agency documents that sup-
port regulatory decisions. Many existing risk assessments support-
ing major rules should be updated to reflect current science. There-
fore, we proposed that Section 3401 be added. We believe that full
regulatory reform, which certainly must include a review of exist-
ing major rules, will not occur without a provision like the petition
process in Section 3401.

JOE BARTON.
MIKE CRAPO.
BiLLY TAUZIN.
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MINORITY VIEWS ON H.R. 9

We strongly support the goal of improving federal regulatory pro-
grams through greater use of risk assessment, cost-benefit analy-
sis, and peer review. These analytical tools can help agencies do
their jobs better, limit burdens on private industry, and reduce gov-
ernment waste. We also believe federal agencies must be held to
high standards in terms of getting the biggest “bang” for every dol-
lar spent on laws to safeguard health and the environment. The
Nation cannot tolerate excessive industry regulation, or excuse
sloppy or biased regulatory programs.

We feel just as firmly, however, that environmental, health, and
safety laws, which Congress adopted after careful consideration,
are on the books for good reasons. While legislation to improve reg-
ulatory analysis is desirable, it must not swallow up the larger pur-
pose of protecting health, safety, and the environment. The ques-
tion is not whether regulatory reform is important—but rather how
to achieve it in the most cost-effective and responsible manner.

The bill reported by the Committee is deeply flawed and will un-
dermine important statutory protections. Rather than directing
agencies to perform useful analyses as adjuncts to better policy, the
bill treats analysis as a goal unto itself. In fact, H.R. 9 as reported
will create many new layers of bureaucracy, clog the regulatory
process, invite litigation, and impose substantial new costs on the
federal treasury while doing little to improve the efficiency of our
regulatory agencies.

THE DEMOCRATIC ALTERNATIVE

During the Committee markup, Mr. Brown of Ohio offered a
Democratic alternative that requires covered agencies to conduct
risk assessment and cost-benefit analysis for all major rules. It also
requires agencies, consistent with other applicable law, to dem-
onstrate that the benefits justify the costs of major rules and to
identify the most cost-effective options for carrying out regulatory
responsibilities. The amendment directs agencies to develop stand-
ards for how and when to conduct scientific peer review. The
amendment also requires agencies to establish regulatory priorities
based on the seriousness of risk and risk reduction opportunities,
taking into account available public and private resources. The
amendment, however, does not permit analytical tools to become
the masters of the statutes they should serve or to erect a monu-
mental bureaucracy that undermines the goal of protecting public
health, safety, and the environment.

We are surprised that, only a few days after the House of Rep-
resentatives approved a balanced budget amendment to the U.S.
Constitution, the Committee is reporting legislation that will dra-
matically increase the size and staffing needs of the federal govern-
ment. Under the leadership of Vice-President Gore's “Reinventing
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Government” initiative, the Administration is making real progress
in streamlining and downsizing government. Since the start of the
Clinton Administration the federal government has been reduced
by 102,000 employees. By the end of the next fiscal year, it will
have been reduced by approximately 170,000.

This bill will reverse that trend. It will demand a much bigger
federal government, staffed by more agency employees to carry out
its requirements. A Majority of the Committee approved this bill
with no consideration of the cost or impact on the size of govern-
ment. By contrast, the Democratic alternative provides a much less
costly, less bureaucratic, and less complicated way to ensure that
government regulatory actions are based on sound science.

OVERRIDING EXISTING HEALTH, SAFETY, AND ENVIRONMENT STATUTES

Over many years, Republican and Democratic Presidents alike
have proposed, and Congress has enacted, specific laws to protect
the American people from identifiable threats to human health,
safety, and the environment. These statutes cover a wide range of
concerns—protecting women from breast cancer, protecting chil-
dren from unsafe toys, regulating emissions of hazardous air pol-
lutants, providing for worker safety, and providing for clean rivers
and safe food and drinking water, among others. The standards for
protection differ from statute to statute. Each was carefully worked
out for a particular set of reasons, based on particular cir-
cumstances posed by a particular threat.

With little review and no analysis of consequences based on the
record, the Majority at the last minute added a provision to H.R.
9 (section 3201(c)) that supplants the standards and decisionmak-
ing criteria of all existing health, safety, and environmental stat-
utes. The bill as reported applies the same decisionmaking criteria
to all statutes without regard to the implications for each of the in-
dividual threats to our health or safety.

This strict adherence to uniformity is badly misdirected. Indeed,
completely contrary to the Majority complaints about “one-size-fits-
all” mandates, this bill establishes a “one-size-fits-all” criteria for
risk assessment and health and safety standards. We expect, at the
outset, protracted litigation over whether the decisionmaking cri-
teria of the cost-benefit subtitle conflict with standards and criteria
of current law. No one knows what competitive impacts will result
for companies and industries that have undertaken significant in-
vestments in new technology or processes to comply with existing
legal standards. Delay of ongoing and necessary government ac-
tions to protect public health and safety inevitably will occur.
There are many examples, but a few will suffice to illustrate the
point:

1. Mammography Quality. Over 50,000 women each year die
from breast cancer. Many of these deaths can be prevented through
early detection and treatment. Providing women access to quality
mammography services is a key to early detection of breast cancer.
The Mammography Quality Standards Act of 1992 required the
Secretary, who is acting through the Food and Drug Administra-
tion (FDA), to ensure that quality through the regulation of facili-
ties delivering mammography services.
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The statute requires that all mammography facilities be accred-
ited and certified and establishes quality standards for accredita-
tion. Under these standards, for example, 1) a medical physicist
must survey mammography equipment and oversee quality assur-
ance practices at each facility and 2) mammography facilities must
maintain each patient's mammogram in the patient’s permanent
medical records for a specified period of time.

The statute specifies these requirements. There are no subjective
decisional criteria to be applied. Because such regulations likely
would exceed the $25 million threshold for application of H.R. 9,
however, and because section 3002 of H.R. 9 states clearly that
FDA is one of the agencies covered by the bill, the agency will in
the future be expected in issuing regulations to implement the
mammography statute to incorporate the requirements of H.R. 9
and elaborate on their application.

Under H.R. 9, the survey and record retention regulations would
need to be justified by the agency as both the most cost-effective
and the most flexible for the industry. It is unclear whether the
agency could adopt the most cost-effective approach if it were not
also the most flexible. It is also unclear what type of information,
if any, would be available to the agency to make such determina-
tions. Were it unable to develop either justification, it could not
promulgate the regulation. Moreover, even if the agency were able
to develop the necessary justification, that justification could be
challenged in court. Thus, the effect of H.R. 9 is to create two op-
portunities, one for the agency and one for the courts, to overturn
the clear statutory mandate of mammography facility quality
standards.

2. Inspection & Maintenance (CAA). The enhanced motor vehicle
inspection and maintenance program under the Clean Air Act of
1990 is required only in the most heavily polluted areas. According
to recent testimony from the EPA Administration, this program is
by far the most cost-effective air pollution control means, achieving
reduction in emissions of volatile organic compounds at a cost of
just over $500 per ton compared to $2,000 to $10,000 per ton for
controls at stationary services. Applying the cost-effectiveness and
flexibility decisionmaking mandates of section 3201 may well re-
quire the adoption by EPA of a nationwide enhanced inspection
and maintenance program. This would transfer emission reduction
burden from major industries to the average citizen—contrary to
the Congressional determination in 1990.

3. Hazardous Air Pollutants. Title 111 would supersede the cur-
rent technology-based approach for regulating hazardous air pollut-
ants under section 112 of the Clean Air Act. Instead it would likely
force the EPA to return to a process of analyzing risks and sources
of individual pollutants similar to that employed by the agency
from 1970 to 1990. Over those 20 years, EPA managed to set
standards for only seven hazardous air pollutants. EPA was mired
in endless debates over risk assessment and cost-benefit analyses
for cancer risks and other risks (birth defects, reproductive effects,
etc.) that are difficult or impossible to quantify. This process re-
quires years of analysis for each pollutant and each source of pollu-
tion.
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In 1990, Congress acknowledged the failure of the risk-based ap-
proach to protect public health and replaced it with a technology-
based system. The emissions standards for hazardous air pollut-
ants “shall require the maximum degree of reduction in emissions
of hazardous air pollutants . . . that the Administrator, taking into
consideration the cost of achieving such emissions reduction, and
any non-air quality health and environmental impacts and energy
requirements, determines is achievable for new or existing sources”
in the subject category (Maximum Achievable Control Technology
or MACT). A list of 189 pollutants was specified in the new law,
and EPA was required to promulgate standards for major sources
of these pollutants over a 10-year period.

Since 1990, EPA has been able to address 58 types of industrial
toxic emitters, ranging from chemical plants to coke ovens. These
actions will likely eliminate more than one billion pounds of toxic
emissions annually.

Enactment of Title Il1l, with its complex risk assessment and
cost-benefit decisionmaking criteria, will confuse and undermine is-
suance of any further air toxics standards. It could reverse the
gains already made by opening the door to petitions to revisit
standards already in place.

4. Hunting Season—Closed Before It Opens. The sweeping ap-
proach of H.R. 9 will require the Fish and Wildlife Service to make
various certifications, including that a cost-benefit assessment has
been performed considering all risk assessments provided to the
agency by any party, before it issues its annual regulations opening
the waterfowl hunting season pursuant to the Migratory Bird Trea-
ty. Tens of thousands of dollars will be wasted meeting irrelevant
requirements. According to the Fish and Wildlife Service, under a
best-case scenario, meeting the rulemaking certification require-
ments of H.R. 9 virtually will eliminate the 1995 hunting season
in the United States.

INCREASED BUREAUCRACY AND BIGGER GOVERNMENT

The myriad complex requirements of H.R. 9, according to every
responsible prediction and estimate, will create more paperwork
and increase the number of bureaucrats who must be involved in
decisionmaking and litigation. As Sally Katzen, Administrator of
the Office of Information and Regulatory Affairs in the Office of
Management and Budget (OMB), testified:

The effect of the requirements of Title 111, whether taken
alone or in conjunction with Title VII, is not to bring sound
science to bear on regulation, but to load on the regulatory
system so much that it cannot move forward, retarding
substantially our ability to take sensible steps to protect
human health and human safety and the environment
while creating more bureaucracy, more paperwork, and
less efficiency in government.

The extensive and prescriptive risk assessment requirements in
subtitle A of Title 11l cover everything from major regulations, per-
mits, and reports to Congress to the ambiguous category of “guide-
lines or protocols of general application.” The drafters of the bill
have insisted that it is not intended to provide a source of legal re-
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lief for manufacturers who produce unsafe, contaminated, or filthy
products. Yet, many factory inspections are based on guidelines or
protocols of general application. This legislation thus aids compa-
nies who are determined to thwart the application of health or
safety standards by creating a bureaucratic and legal maze for
every guideline designed to ensure adherence to such standards—
standards on which every American relies. Indeed, we were sur-
prised by the Majority's refusal to expand the bill's narrow emer-
gency exception even to accommodate “imminent” threats to human
health, safety, or the environment, as Mr. Brown proposed in
amendments at markup.

Although OMB reports that 96% of the total costs of government
regulation occur as a result of regulations with an economic impact
of $100 million or more, the risk assessment, cost-benefit analysis,
and peer review requirements of Title 111 extend to additional regu-
lations with a national economic impact of $25 million. In a $7 tril-
lion economy, this means that hundreds of government employees
would be hired to scrutinize regulations that could have a financial
impact of as little, on average, as $500,000 per state. We note that
President Reagan (Executive Order 12291) selected $100,000,000
as the appropriate rulemaking threshold for requiring cost-benefit
analyses and every subsequent President has followed suit.

H.R. 9 creates a complicated labyrinth of decisionmaking, requir-
ing agencies to: engage in analyses and re-analyses; perform spe-
cific types of comparisons (whether relevant or not); provide de-
tailed explanations, calculations, estimations, representations, and
recapitulations; and “certify” to a series of complex decisionmaking
criteria. It requires at least one level of peer review, and more in
cases where the decision may have a “significant” policy impact. It
requires peer review not only of scientific matters but of economic
analyses as well. While couching these requirements in the murky
fuzz of “if feasible or appropriate,” the bill actually limits the agen-
cy’s ability to determine what is or is not appropriate, and will lead
to endless debates over whether a particular action is feasible.

The petition process added by amendment during Committee
markup requires agencies to establish a mechanism whereby any
citizen may ask the agency retroactively to review—and potentially
revise—any risk assessment associated with a major rule and “any
health or environmental effects value . . . in . . . any compilation
.. .used ... as a scientific basis for regulatory action” at the
local, state, or federal level. The agency is required to respond to
each petition within 90 days and, within one year, either to deny
the petition and provide reasons for doing so or to initiate the “ac-
tion requested in the petition.”

Thousands of such petitions may be envisioned under this proc-
ess, challenging virtually every environmental, health, or safety
rule on the books today. The agency’s denial of any such petition,
or its failure to act in accord with these requirements (including
failure to meet preposterously short time frames), is specifically
subject to legal challenge. Today, without this incredibly burden-
some petition requirement, citizens have the right to—and do—pe-
tition regulatory agencies in a logical time frame through a well-
defined process. Such agencies will be required to increase their
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staffing manyfold to deal with the flood of petitions that may well
result from enacting this provision.

DRAGGING SCIENCE THROUGH THE COURTS

The petition process will not be the only source of litigation gen-
erated by H.R. 9. The bill as reported is nothing short of a lawyer’s
relief act. It invites litigation concerning virtually every significant
agency decision assessing risks and determining cost-benefit rela-
tionships. These legal challenges will not necessarily be limited to
the agency’s substantive decisions, or even to the procedural lapses
that are the traditional province of the courts under the Adminis-
trative Procedure Act. Instead, they will render every
hypertechnical step in the entire process vulnerable to judicial sec-
ond-guessing.

Wholly apart from the vague, duplicative, and inconsistent provi-
sions that set Title 11l of H.R. 9 at war with other titles, Title 111
itself will spawn ceaseless, circular battles over matters that law-
yers and unelected federal judges are peculiarly unsuited to re-
solve. Such cases will revolve around issues of science on which
more often than not the scientists themselves disagree and around
data which are highly susceptible to subtle manipulation and sub-
jective interpretation. We know from experience that the evi-
dentiary tools and equitable remedies available to a federal judge
are rather blunt and unsatisfactory instruments for the resolution
of complex scientific disputes.

Both the introduced version of the bill and the Republican sub-
stitute offered in the Committee left somewhat unsettled the ques-
tion of whether and to what extent judicial review of agency risk
assessments and risk-characterization analyses would be available.
Those doubts, however, were settled upon the adoption of the Bar-
ton amendment, which makes clear that a reviewing court “shall
consider the agency action unlawful” if a significant risk assess-
ment or characterization document “does not comply with the re-
quirements of section 3104 or 3105.”

These two sections purport to set forth “principles” for risk as-
sessment, characterization, and communication. Their evolution—
and their interaction with the Barton amendment—are a telling ex-
ample of how the bill's proponents, when criticized for trying to
cripple outright the federal government's ability to respond to
health, safety, and environmental threats, have sought to accom-
plish the same end by clever indirection. The Administration’s tes-
timony criticized the bill in general, and sections 3104 and 3105 in
particular, for imposing a highly prescriptive, one-size-fits-all re-
gime on every statute, program, agency, and major regulation deal-
ing with health, safety, and the environment. The Administration
sought the introduction into those sections of a greater rule of rea-
son to guide agency decisionmaking.

The Republican substitute responded to those concerns by adding
phrases like “to the maximum extent feasible,” “to the extent rel-
evant,” “to the extent feasible,” “to the extent feasible and scientif-
ically appropriate,” “to the extent practical and appropriate,” and
so forth. In the absence of judicial review, these phrases would
have been a helpful guide to the agencies and—together with an
element of “reasonableness” still missing from the legislation—
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would have provided some commonsense flexibility in the prescrip-
tive nature of these two sections. With the adoption of the Barton
amendment, however, every of these phrases becomes fodder for a
lawsuit, each word susceptible to the subjective and elastic inter-
pretations for which thousands of lawyer-hours will be billed. If
H.R. 9 is exacted with these provisions intact, we would not be sur-
prised to see risk assessment and cost-benefit lawsuits become the
biggest growth market for the American bar, as law firms all over
the country tap into this litigation gold mine. Sadly, their clients
and ultimately all taxpayers will foot the bill for this folly.

Many in American business who support this legislation in its
current form genuinely believe it will be advantageous to them, but
creating new causes of action can be a two-edged sword. We cannot
(and should not try to) create these rights only for industry. When
we allow our government's decisions to be challenged, our courts
must be open to any and all aggrieved parties. Yet the Barton
amendment and this bill as reported will put a powerful new tool
in the hands of environmental groups, public interest organiza-
tions, consumer advocates, local community associations, and oth-
ers who will be able to sue agencies by arguing that the risks and
costs of any new agency decision in favor of business (such s deci-
sions in favor of siting or permitting facilities, or even renewing ex-
isting permits) were not appropriately considered.

All of these groups, like business and industry, have available to
them under current law a whole panoply of remedies that allow
agency decisions to be challenged. If an agency violates a sub-
stantive statute, or makes a decision that is not supported by the
record, or takes an action that is arbitrary and capricious, ag-
grieved parties may take their case to court. Under an amendment
offered by Mr. Rush and unfortunately rejected by the Committee,
whatever rights any person may now have to sue—whether under
the APA or under the actual substantive statutes themselves—
would have been preserved. But the Rush amendment also would
have ensured that this legislation itself would spawn no new litiga-
tion.

In cases where parties aggrieved by agency action must resort to
the courts for relief, the disagreements at issue generally revolve
around disputed questions of law, which the courts are uniquely
well-suited to decide, or around disputed but relatively narrow is-
sues of fact, rooted in a carefully constructed administrative record,
which can be remanded if necessary to an expert agency for further
resolution. The courts, however, are most certainly not the best
place in which to resolve complex disputes over risk, cost-benefit
ratios, and other highly technical scientific and statistical ques-
tions—as to which there is often no consensus even within the rel-
evant scientific community. In reporting this legislation, the major-
ity has elected to encourage frivolous litigation and to anoint law-
yers and judges as the arbiters of scientific disputes.

WHY THE RUSH TO JUDGMENT?

This sweeping legislation was introduced on January 4, 1995,
and in spite of its massive implications for the whole fabric of
American health, safety, environmental, and administrative law,
only two days of hearings were held on it in our Committee on Feb-
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ruary 1 and 2. The three subcommittees to which the bill was re-
ferred were not permitted time to mark up the bill, and following
one morning of opening statements on February 7, the legislation
was pushed through a full Committee markup iIn a single ensuing
day. The Oxley-Bilirakis Substitute, which essentially served as the
markup vehicle, was not provided to the Members of the Commit-
tee until they arrived at the markup to deliver their opening state-
ments, and It was not provided to the Minority staff for analysis
until after 10 p.m. the night before.

Haste in the processing of legislation can be a useful but dan-
gerous tool. It can be employed to hide controversial or obscure spe-
cial interest provisions; it can be used to deny the Minority time
to discover and publicize a bill’'s faults; and it can be to utilized to
prevent an organization of effort in opposition to the legislation.
But such a rush to judgment can have embarrassing and unin-
tended consequences as well, since it denies even the bill's support-
ers an opportunity to learn of and correct its faults and weak-
nesses.

A single example will suffice to make the point. The Republican
substitute offered at the markup purported to narrow the scope of
Title 111 to a list of eight specific agencies. One of them is “The De-
partment of Transportation (including the National Transportation
Safety Administration).” We have searched diligently through the
United States Government Manual and have been unable to find
the National Transportation Safety Administration, either within
DOT or elsewhere. Do the authors of the legislation mean the Na-
tional Highway Traffic Safety Administration, which is one of
DOT’s modal agencies? Or do they mean the National Transpor-
tation Safety Board, which is not within DOT at all but rather an
independent agency with no rulemaking authority but only the
power to analyze the causes of accidents and make safety rec-
ommendations? [We wonder whether our Republican colleagues are
even aware of this error. If so, they made no effort to correct it at
the markup.] Like the mammography example in footnote 1 above,
perhaps more time would have permitted more careful and delib-
erate consideration.

In this case, the rush to judgment seems to have been driven not
by a desire to do what is right or even what is popular, but by a
schedule for floor consideration fixed arbitrarily by the Republican
leadership without any regard for the need to address the defects
in this bill. We regret that in the service of this arbitrary deadline,
the Majority has elected to depart from the tradition of careful and
precise legislating for which this Committee has been traditionally
and justly proud. We can only wonder what other errors, perhaps
even more serious, lie embedded in the text we have had so little
time to review and consider.

CONCLUSION

As this legislation advances toward the floor of the House, we
will continue to support the imposition on our federal bureaucracy
of a strong and credible program of risk assessment, cost-benefit
analysis, and peer review to guide regulatory action. However, in
order to earn our votes, such legislation must be rational, reason-
able, carefully drafted, and well-tailored to the ills it seeks to ad-
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dress. The version of H.R. 9 reported by the Committee fails every
one of these tests. We hope that our Republican colleagues will
abandon their taste for the straitjacket and the blunderbuss. Per-
haps they might consider instead working cooperatively with us to
craft a precise, finely tuned, and responsible piece of legislation
that will accomplish the goals we all share—and to do so without
undermining the fundamental protections of public health, safety,
and the environment that have so dramatically improved American
life in the last several decades.

JOHN D. DINGELL.
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ADDITIONAL DISSENTING VIEWS OF MR. MARKEY

H.R. 9, as introduced, allows corporate insiders and lobbyists to
serve on the peer review panels considering regulations that might
have a direct economic impact on a particular corporation or indus-
try. The bill provides that such peer review panels “shall not ex-
clude peer reviewers merely because they represent entities that
may have a potential interest in the outcome, provided that inter-
est is fully disclosed to the agency.”

The Republican majority’s substitute took some partial steps to-
wards alleviating the deficiencies of this provision. For example,
the substitute provides that peer reviewers should be required to
sign confidentiality agreements so that they would be barred from
disclosing confidential trade secrets. | am pleased that our Repub-
lican colleagues moved to respond to this important problem, which
I raised during the hearing process.

However, the Republican substitute fails to address the underly-
ing problem in H.R. 9 of peer reviewers with potential financial
conflicts-of-interest. The Republican substitute merely provides
that “in the case of a regulatory decision affecting a single entity
no peer reviewer representing such entity may be included on the
panel” (italic added). Apparently my Republican colleagues were
willing to concede that there are some circumstances under which
a peer reviewer should be excluded because of a financial conflict-
of-interest. However, since their exclusion is limited to rules that
affect only one company, it would not be available in the vast ma-
jority of instances where a peer review panel would be convened—
inasmuch as a proposed rule under consideration by the peer re-
view panel might affect two, three, a dozen, or even a hundred
companies. Under the Republican substitute, peer reviewers from
each of the affected companies would be free to serve on the panel,
despite the fact that they were employed by entities with a direct
financial stake in the outcome of the agency rulemaking. This is
exactly the opposite of what we should be trying to do with the sci-
entific peer review process. It degrades the credibility of peer re-
views and it calls into question the fundamental scientific and tech-
nical credibility of the entire peer review process.

Under an amendment | offered—which was unfortunately re-
jected by the Committee—peer reviewers would have been excluded
when they are associated with entities that may have a financial
interest in the outcome, unless such interest is disclosed to the
agency and the agency has determined that such interest will not
reasonably be expected to create a bias in favor of obtaining an out-
come that is consistent with such interest. This amendment would
have given the agencies the ability they need to receive both full
disclosure regarding any potential conflicts-of-interest that could
potentially lead a peer reviewer to have bias, and the authority for
such agencies to exclude reviewers whose associations may give
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rise to such a conflict. The opposition of the Republican Majority
to this common sense provision is inexplicable, and raises serious
concerns about whether the peer review process established under
H.R. 9 will operate effectively to assure that agency rules have a
strong scientific or economic basis, or whether it will merely be ex-
ploited by parties with an interest in the outcome of agency rules
to generate additional litigation.

EbwARD J. MARKEY.
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