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HATFIELD and Senator BYRD on this
side and their House counterparts. If
that can be done, I hope we can get an
agreement on the Senate side that we
do it by consent. Otherwise, it would be
open to amendment and we would be
here for days. But I believe that if the
White House, the President, and bipar-
tisan leaders on appropriations can
agree on a package, perhaps we could
obtain consent to do that. If we had to
do that Friday morning, perhaps we
could do it without a vote.

Mr. DASCHLE. That would be my
hope as well. We have a lot of Senators
we are trying to accommodate. This is
an important effort. It has been under
way now for a couple of weeks. We are
so close, it would be nice to finish it
and be convinced that it is our best
product. Indeed, I think it would be.

The PRESIDING OFFICER. Without
objection, the foregoing requests are
agreed to.

f

COMPREHENSIVE REGULATORY
REFORM ACT

The PRESIDING OFFICER. The
clerk will report the pending business.

The legislative clerk read as follows:
A bill (S. 343) to reform the regulatory

process, and for other purposes.

The Senate proceeded to consider the
bill which had been reported from the
Committee on Governmental Affairs to
strike out all after the enacting clause
and inserting in lieu thereof the lan-
guage shown in italic; and from the
Committee on the Judiciary with
amendments as follows:

(The parts of the bill intended to be
stricken are shown in boldface brack-
ets, and the parts of the bill intended
to be inserted are shown in italic.)
øSECTION 1. SHORT TITLE.

øThis Act may be cited as the ‘‘Com-
prehensive Regulatory Reform Act of 1995’’.
øSEC. 2. DEFINITIONS.

øSection 551 of title 5, United States Code,
is amended—

ø(1) in paragraph (13), by striking out ‘‘;
and’’ and inserting in lieu thereof a semi-
colon;

ø(2) in paragraph (14), by striking out the
period and inserting in lieu thereof ‘‘; and’’;
and

ø(3) by adding at the end thereof the fol-
lowing new paragraph:

ø‘‘(15) ‘Director’ means the Director of the
Office of Management and Budget.’’.
øSEC. 3. ANALYSIS OF AGENCY RULES.

ø(a) IN GENERAL.—Chapter 6 of title 5,
United States Code, is amended by adding at
the end the following:

ø‘‘SUBCHAPTER II—ANALYSIS OF
AGENCY RULES

ø‘‘§ 621. Definitions
ø‘‘For purposes of this subchapter the defi-

nitions under section 551 shall apply and—
ø‘‘(1) the term ‘benefit’ means the reason-

ably identifiable significant favorable ef-
fects, including social, environmental and
economic benefits, that are expected to re-
sult directly or indirectly from implementa-
tion of a rule or an alternative to a rule;

ø‘‘(2) the term ‘cost’ means the reasonably
identifiable significant adverse effects, in-
cluding social, environmental, and economic
costs that are expected to result directly or

indirectly from implementation of, or com-
pliance with, a rule or an alternative to a
rule;

ø‘‘(3) the term ‘cost-benefit analysis’
means an evaluation of the costs and bene-
fits of a rule, quantified to the extent fea-
sible and appropriate and otherwise quali-
tatively described, that is prepared in ac-
cordance with the requirements of this sub-
chapter at the level of detail appropriate and
practicable for reasoned decisionmaking on
the matter involved, taking into consider-
ation the significance and complexity of the
decision and any need for expedition;

ø‘‘(4)(A) the term ‘major rule’ means—
ø‘‘(i) a rule or a group of closely related

rules that the agency proposing the rule, the
Director, or a designee of the President rea-
sonably determines is likely to have a gross
annual effect on the economy of $100,000,000
or more in reasonably quantifiable direct
and indirect costs; or

ø‘‘(ii) a rule or a group of closely related
rules that is otherwise determined to be a
major rule by the agency proposing the rule,
the Director, or a designee of the President
on the ground that the rule is likely to re-
sult in—

ø‘‘(I) a substantial increase in costs or
prices for wage earners, consumers, individ-
ual industries, nonprofit organizations, Fed-
eral, State, local, or tribal government agen-
cies, or geographic regions;

ø‘‘(II) significant adverse effects on wages,
economic growth, investment, productivity,
innovation, the environment, public health
or safety, or the ability of enterprises whose
principal places of business are in the United
States to compete in domestic or export
markets;

ø‘‘(III) a serious inconsistency or inter-
ference with an action taken or planned by
another agency;

ø‘‘(IV) the material alteration of the budg-
etary impact of entitlements, grants, user
fees, or loan programs, or the rights and ob-
ligations of recipients thereof; or

ø‘‘(V) a significant impact on a sector of
the economy, or disproportionate costs to a
class of persons and relatively severe eco-
nomic, social, and environmental con-
sequences for the class; and

ø‘‘(B) the term ‘major rule’ shall not in-
clude—

ø‘‘(i) a rule that involves the internal reve-
nue laws of the United States;

ø‘‘(ii) a rule or agency action that author-
izes the introduction into, or removal from,
commerce, or recognizes the marketable sta-
tus, of a product; or

ø‘‘(iii) a rule exempt from notice and pub-
lic comment procedure under section 553 of
this title;

ø‘‘(5) the term ‘market-based mechanism’
means a regulatory program that—

ø‘‘(A) imposes legal accountability for the
achievement of an explicit regulatory objec-
tive, including the reduction of environ-
mental pollutants or of risks to human
health, safety, or the environment, on each
regulated person;

ø‘‘(B) affords maximum flexibility to each
regulated person in complying with manda-
tory regulatory objectives, and such flexibil-
ity shall, where feasible and appropriate, in-
clude the opportunity to transfer to, or re-
ceive from, other persons, including for cash
or other legal consideration, increments of
compliance responsibility established by the
program; and

ø‘‘(C) permits regulated persons to respond
at their own discretion in an automatic man-
ner, consistent with subparagraph (B), to
changes in general economic conditions and
in economic circumstances directly perti-
nent to the regulatory program without af-
fecting the achievement of the program’s ex-

plicit regulatory mandates under subpara-
graph (A);

ø‘‘(6) the term ‘performance standard’
means a requirement that imposes legal ac-
countability for the achievement of an ex-
plicit regulatory objective, such as the re-
duction of environmental pollutants or of
risks to human health, safety, or the envi-
ronment, on each regulated person;

ø‘‘(7) the term ‘risk assessment’ has the
same meaning as such term is defined under
section 632(5); and

ø‘‘(8) the term ‘rule’ has the same meaning
as in section 551(4) of this title, and shall not
include—

ø‘‘(A) a rule of particular applicability that
approves or prescribes for the future rates,
wages, prices, services, corporate or finan-
cial structures, reorganizations, mergers, ac-
quisitions, accounting practices, or disclo-
sures bearing on any of the foregoing;

ø‘‘(B) a rule relating to monetary policy
proposed or promulgated by the Board of
Governors of the Federal Reserve System or
by the Federal Open Market Committee;

ø‘‘(C) a rule relating to the safety or
soundness of federally insured depository in-
stitutions or any affiliate of such an institu-
tion (as defined in section 2(k) of the Bank
Holding Company Act of 1956 (12 U.S.C.
1841(k)); credit unions; the Federal Home
Loan Banks; government-sponsored housing
enterprises; a Farm Credit System Institu-
tion; foreign banks, and their branches,
agencies, commercial lending companies or
representative offices that operate in the
United States and any affiliate of such for-
eign banks (as those terms are defined in the
International Banking Act of 1978 (12 U.S.C.
3101)); or a rule relating to the payments sys-
tem or the protection of deposit insurance
funds or Farm Credit Insurance Fund; or

ø‘‘(D) a rule issued by the Federal Election
Commission or a rule issued by the Federal
Communications Commission pursuant to
sections 312(a)(7) and 315 of the Communica-
tions Act of 1934.
ø‘‘§ 622. Rulemaking cost-benefit analysis

ø‘‘(a) Before publishing notice of a pro-
posed rulemaking for any rule (or, in the
case of a notice of a proposed rulemaking
that has been published on or before the ef-
fective date of this subchapter, no later than
30 days after such date), each agency shall
determine whether the rule is or is not a
major rule within the meaning of section
621(4)(A)(i) and, if it is not, determine wheth-
er it is a major rule under section
621(4)(A)(ii). For the purpose of any such de-
termination, a group of closely related rules
shall be considered as one rule.

ø‘‘(b)(1) If an agency has determined that a
rule is not a major rule, the Director or a
designee of the President may, as appro-
priate, determine that the rule is a major
rule no later than 30 days after the publica-
tion of the notice of proposed rulemaking for
the rule (or, in the case of a notice of pro-
posed rulemaking that has been published on
or before the effective date of this sub-
chapter, no later than 60 days after such
date).

ø‘‘(2) Such determination shall be pub-
lished in the Federal Register, together with
a succinct statement of the basis for the de-
termination.

ø‘‘(c)(1)(A) When the agency publishes a no-
tice of proposed rulemaking for a major rule,
the agency shall issue and place in the rule-
making file an initial cost-benefit analysis,
and shall include a summary of such analysis
in the notice of proposed rulemaking.

ø‘‘(B)(i) When the Director or a designee of
the President has published a determination
that a rule is a major rule after the publica-
tion of the notice of proposed rulemaking for
the rule, the agency shall promptly issue and
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place in the rulemaking file an initial cost-
benefit analysis for the rule and shall pub-
lish in the Federal Register a summary of
such analysis.

ø‘‘(ii) Following the issuance of an initial
cost-benefit analysis under clause (i), the
agency shall give interested persons an op-
portunity to comment pursuant to section
553 in the same manner as if the draft cost-
benefit analysis had been issued with the no-
tice of proposed rulemaking.

ø‘‘(2) Each initial cost-benefit analysis
shall contain—

ø‘‘(A) an analysis of the benefits of the pro-
posed rule, including any benefits that can-
not be quantified, and an explanation of how
the agency anticipates that such benefits
will be achieved by the proposed rule, includ-
ing a description of the persons or classes of
persons likely to receive such benefits;

ø‘‘(B) an analysis of the costs of the pro-
posed rule, including any costs that cannot
be quantified, and an explanation of how the
agency anticipates that such costs will re-
sult from the proposed rule, including a de-
scription of the persons or classes of persons
likely to bear such costs;

ø‘‘(C) an identification (including an analy-
sis of costs and benefits) of an appropriate
number of reasonable alternatives allowed
under the statute granting the rulemaking
authority for achieving the identified bene-
fits of the proposed rule, including alter-
natives that—

ø‘‘(i) require no government action;
ø‘‘(ii) will accommodate differences among

geographic regions and among persons with
differing levels of resources with which to
comply; and

ø‘‘(iii) employ voluntary programs, per-
formance standards, or market-based mecha-
nisms that permit greater flexibility in
achieving the identified benefits of the pro-
posed rule and that comply with the require-
ments of subparagraph (D);

ø‘‘(D) an assessment of the feasibility of es-
tablishing a regulatory program that oper-
ates through the application of market-based
mechanisms;

ø‘‘(E) an explanation of the extent to
which the proposed rule—

ø‘‘(i) will accommodate differences among
geographic regions and among persons with
differing levels of resources with which to
comply; and

ø‘‘(ii) employs voluntary programs, per-
formance standards, or market-based mecha-
nisms that permit greater flexibility in
achieving the identified benefits of the pro-
posed rule;

ø‘‘(F) a description of the quality, reliabil-
ity, and relevance of scientific or economic
evaluations or information in accordance
with the cost-benefit analysis and risk as-
sessment requirements of this chapter;

ø‘‘(G) if not expressly or implicitly incon-
sistent with the statute under which the
agency is proposing the rule, an explanation
of the extent to which the identified benefits
of the proposed rule justify the identified
costs of the proposed rule, and an expla-
nation of how the proposed rule is likely to
substantially achieve the rulemaking objec-
tives in a more cost-effective manner than
the alternatives to the proposed rule, includ-
ing alternatives identified in accordance
with subparagraph (C); and

ø‘‘(H) if a major rule subject to subchapter
III addresses risks to human health, safety,
or the environment—

ø‘‘(i) a risk assessment in accordance with
this chapter; and

ø‘‘(ii) for each such proposed or final rule,
an assessment of incremental risk reduction
or other benefits associated with each sig-
nificant regulatory alternative considered by
the agency in connection with the rule or
proposed rule.

ø‘‘(d)(1) When the agency publishes a final
major rule, the agency shall also issue and
place in the rulemaking file a final cost-ben-
efit analysis, and shall include a summary of
the analysis in the statement of basis and
purpose.

ø‘‘(2) Each final cost-benefit analysis shall
contain—

ø‘‘(A) a description and comparison of the
benefits and costs of the rule and of the rea-
sonable alternatives to the rule described in
the rulemaking, including the market-based
mechanisms identified under subsection
(c)(2)(C)(iii); and

ø‘‘(B) if not expressly or implicitly incon-
sistent with the statute under which the
agency is acting, a reasonable determina-
tion, based upon the rulemaking file consid-
ered as a whole, whether—

ø‘‘(i) the benefits of the rule justify the
costs of the rule; and

ø‘‘(ii) the rule will achieve the rulemaking
objectives in a more cost-effective manner
than the alternatives described in the rule-
making, including the market-based mecha-
nisms identified under subsection
(c)(2)(C)(iii).

ø‘‘(e)(1) The analysis of the benefits and
costs of a proposed and a final rule required
under this section shall include, to the ex-
tent feasible, a quantification or numerical
estimate of the quantifiable benefits and
costs. Such quantification or numerical esti-
mate shall be made in the most appropriate
units of measurement, using comparable as-
sumptions, including time periods, shall
specify the ranges of predictions, and shall
explain the margins of error involved in the
quantification methods and in the estimates
used. An agency shall describe the nature
and extent of the nonquantifiable benefits
and costs of a final rule pursuant to this sec-
tion in as precise and succinct a manner as
possible. An agency shall not be required to
make such evaluation primarily on a mathe-
matical or numerical basis.

ø‘‘(2)(A) In evaluating and comparing costs
and benefits and in evaluating the risk as-
sessment information developed under sub-
chapter III, the agency shall not rely on
cost, benefit, or risk assessment information
that is not accompanied by data, analysis, or
other supporting materials that would en-
able the agency and other persons interested
in the rulemaking to assess the accuracy, re-
liability, and uncertainty factors applicable
to such information.

ø‘‘(B) The agency evaluations of the rela-
tionships of the benefits of a proposed and
final rule to its costs shall be clearly articu-
lated in accordance with this section.

ø‘‘(f) As part of the promulgation of each
major rule that addresses risks to human
health, safety, or the environment, the head
of the agency or the President shall make a
determination that—

ø‘‘(1) the risk assessment and the analysis
under subsection (c)(2)(H) are based on a sci-
entific evaluation of the risk addressed by
the major rule and that the conclusions of
such evaluation are supported by the avail-
able information; and

ø‘‘(2) the regulatory alternative chosen
will reduce risk in a cost-effective and, to
the extent feasible, flexible manner, taking
into consideration any of the alternatives
identified under subsection (c)(2) (C) and (D).

ø‘‘(g) The preparation of the initial or final
cost-benefit analysis required by this section
shall only be performed under the direction
of an officer or employee of the agency. The
preceding sentence shall not preclude a per-
son outside the agency from gathering data
or information to be used by the agency in
preparing any such cost-benefit analysis or
from providing an explanation sufficient to
permit the agency to analyze such data or
information. If any such data or information

is gathered or explained by a person outside
the agency, the agency shall specifically
identify in the initial or final cost-benefit
analysis the data or information gathered or
explained and the person who gathered or ex-
plained it, and shall describe the arrange-
ment by which the information was procured
by the agency, including the total amount of
funds expended for such procurement.

ø‘‘(h) The requirements of this subchapter
shall not alter the criteria for rulemaking
otherwise applicable under other statutes.
ø‘‘§ 623. Judicial review

ø‘‘(a) Compliance or noncompliance by an
agency with the provisions of this sub-
chapter and subchapter III shall not be sub-
ject to judicial review except in connection
with review of a final agency rule and ac-
cording to the provisions of this section.

ø‘‘(b) Any determination by a designee of
the President or the Director that a rule is,
or is not, a major rule shall not be subject to
judicial review in any manner.

ø‘‘(c) The determination by an agency that
a rule is, or is not, a major rule under sec-
tion 621(4)(A)(i) shall be set aside by a re-
viewing court only upon a clear and convinc-
ing showing that the determination is erro-
neous in light of the information available to
the agency at the time the agency made the
determination. Any determination by an
agency that a rule is, or is not, a major rule
under section 621(4)(A)(ii) shall not be sub-
ject to judicial review in any manner.

ø‘‘(d) If the cost-benefit analysis or risk as-
sessment required under this chapter has
been wholly omitted for any major rule, a
court shall vacate the rule and remand the
case for further consideration. If an analysis
or assessment has been performed, the court
shall not review to determine whether the
analysis or assessment conformed to the par-
ticular requirements of this chapter.

ø‘‘(e) Any cost-benefit analysis or risk as-
sessment prepared under this chapter shall
not be subject to judicial consideration sepa-
rate or apart from review of the agency ac-
tion to which it relates. When an action for
judicial review of an agency action is insti-
tuted, any regulatory analysis for such agen-
cy action shall constitute part of the whole
administrative record of agency action for
the purpose of judicial review of the agency
action, and shall, to the extent relevant, be
considered by a court in determining the le-
gality of the agency action.
ø‘‘§ 624. Deadlines for rulemaking

ø‘‘(a) All deadlines in statutes that require
agencies to propose or promulgate any rule
subject to section 622 or subchapter III dur-
ing the 2-year period beginning on the effec-
tive date of this section shall be suspended
until the earlier of—

ø‘‘(1) the date on which the requirements
of section 622 or subchapter III are satisfied;
or

ø‘‘(2) the date occurring 6 months after the
date of the applicable deadline.

ø‘‘(b) All deadlines imposed by any court of
the United States that would require an
agency to propose or promulgate a rule sub-
ject to section 622 or subchapter III during
the 2-year period beginning on the effective
date of this section shall be suspended until
the earlier of—

ø‘‘(1) the date on which the requirements
of section 622 or subchapter III are satisfied;
or

ø‘‘(2) the date occurring 6 months after the
date of the applicable deadline.

ø‘‘(c) In any case in which the failure to
promulgate a rule by a deadline occurring
during the 2-year period beginning on the ef-
fective date of this section would create an
obligation to regulate through individual ad-
judications, the deadline shall be suspended
until the earlier of—
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ø‘‘(1) the date on which the requirements

of section 622 or subchapter III are satisfied;
or

ø‘‘(2) the date occurring 6 months after the
date of the applicable deadline.
ø‘‘§ 625. Agency review of rules

ø‘‘(a)(1)(A) No later than 9 months after
the effective date of this section, each agen-
cy shall prepare and publish in the Federal
Register a proposed schedule for the review,
in accordance with this section, of—

ø‘‘(i) each rule of the agency that is in ef-
fect on such effective date and which, if
adopted on such effective date, would be a
major rule; and

ø‘‘(ii) each rule of the agency in effect on
the effective date of this section (in addition
to the rules described in clause (i)) that the
agency has selected for review.

ø‘‘(B) Each proposed schedule required
under subparagraph (A) shall be developed in
consultation with—

ø‘‘(i) the Administrator of the Office of In-
formation and Regulatory Affairs; and

ø‘‘(ii) the classes of persons affected by the
rules, including members from the regulated
industries, small businesses, State and local
governments, and organizations representing
the interested public.

ø‘‘(C) Each proposed schedule required
under subparagraph (A) shall establish prior-
ities for the review of rules that, in the joint
determination of the Administrator of the
Office of Information and Regulatory Affairs
and the agency, most likely can be amended
or eliminated to—

ø‘‘(i) provide the same or greater benefits
at substantially lower costs;

ø‘‘(ii) achieve substantially greater bene-
fits at the same or lower costs; or

ø‘‘(iii) replace command-and-control regu-
latory requirements with market mecha-
nisms or performance standards that achieve
substantially equivalent benefits at lower
costs or with greater flexibility.

ø‘‘(D) Each proposed schedule required by
subparagraph (A) shall include—

ø‘‘(i) a brief explanation of the reasons the
agency considers each rule on the schedule
to be a major rule, or the reasons why the
agency selected the rule for review;

ø‘‘(ii) a date set by the agency, in accord-
ance with subsection (b), for the completion
of the review of each such rule; and

ø‘‘(iii) a statement that the agency re-
quests comments from the public on the pro-
posed schedule.

ø‘‘(E) The agency shall set a date to initi-
ate review of each rule on the schedule in a
manner that will ensure the simultaneous
review of related items and that will achieve
a reasonable distribution of reviews over the
period of time covered by the schedule.

ø‘‘(2) No later than 90 days before publish-
ing in the Federal Register the proposed
schedule required under paragraph (1), each
agency shall make the proposed schedule
available to the Director or a designee of the
President. The President or that officer may
select for review in accordance with this sec-
tion any additional rule.

ø‘‘(3) No later than 1 year after the effec-
tive date of this section, each agency shall
publish in the Federal Register a final sched-
ule for the review of the rules referred to in
paragraphs (1) and (2). Each agency shall
publish with the final schedule the response
of the agency to comments received concern-
ing the proposed schedule.

ø‘‘(b)(1) Except as explicitly provided oth-
erwise by statute, the agency shall, pursuant
to subsections (c) through (e), review—

ø‘‘(A) each rule on the schedule promul-
gated pursuant to subsection (a);

ø‘‘(B) each major rule promulgated,
amended, or otherwise continued by an agen-
cy after the effective date of this section;
and

ø‘‘(C) each rule promulgated after the ef-
fective date of this section that the Presi-
dent or the officer designated by the Presi-
dent selects for review pursuant to sub-
section (a)(2).

ø‘‘(2) Except as provided pursuant to sub-
section (f), the review of a rule required by
this section shall be completed no later than
the later of—

ø‘‘(A) 10 years after the effective date of
this section; or

ø‘‘(B) 10 years after the date on which the
rule is—

ø‘‘(i) promulgated; or
ø‘‘(ii) amended or continued under this sec-

tion.
ø‘‘(c) An agency shall publish in the Fed-

eral Register a notice of its proposed action
under this section with respect to a rule
being reviewed. The notice shall include—

ø‘‘(1) an identification of the specific statu-
tory authority under which the rule was pro-
mulgated and an explanation of whether the
agency’s interpretation of the statute is ex-
pressly required by the current text of that
statute or, if not, whether it is within the
range of permissible interpretations of the
statute;

ø‘‘(2) an analysis of the benefits and costs
of the rule during the period in which it has
been in effect;

ø‘‘(3) an explanation of the proposed agen-
cy action with respect to the rule, including
action to repeal or amend the rule to resolve
inconsistencies or conflicts with any other
obligation or requirement established by any
Federal statute, rule, or other agency state-
ment, interpretation, or action that has the
force of law; and

ø‘‘(4) a statement that the agency seeks
proposals from the public for modifications
or alternatives to the rule which may accom-
plish the objectives of the rule in a more ef-
fective or less burdensome manner.

ø‘‘(d) If an agency proposes to repeal or
amend a rule under review pursuant to this
section, the agency shall, after issuing the
notice required by subsection (c), comply
with the provisions of this chapter, chapter
5, and any other applicable law. The require-
ments of such provisions and related require-
ments shall apply to the same extent and in
the same manner as in the case of a proposed
agency action to repeal or amend a rule that
is not taken pursuant to the review required
by this section.

ø‘‘(e) If an agency proposes to continue
without amendment a rule under review pur-
suant to this section, the agency shall—

ø‘‘(1) give interested persons no less than
60 days after the publication of the notice re-
quired by subsection (c) to comment on the
proposed continuation; and

ø‘‘(2) publish in the Federal Register notice
of the continuation of such rule.

ø‘‘(f) Any agency, which for good cause
finds that compliance with this section with
respect to a particular rule during the period
provided in subsection (b) of this section is
contrary to an important public interest
may request the President, or the officer des-
ignated by the President pursuant to sub-
section (a)(2), to establish a period longer
than 10 years for the completion of the re-
view of such rule. The President or that offi-
cer may extend the period for review of a
rule to a total period of no more than 15
years. Such extension shall be published in
the Federal Register with an explanation of
the reasons therefor.

ø‘‘(g) If the agency fails to comply with the
requirements of subsection (b)(2), the rule
for which rulemaking proceedings have not
been completed shall cease to be enforceable
against any person.

ø‘‘(h) Nothing in this section shall relieve
any agency from its obligation to respond to
a petition to issue, amend, or repeal a rule,

for an interpretation regarding the meaning
of a rule, or for a variance or exemption from
the terms of a rule, submitted pursuant to
any other provision of law.

ø‘‘§ 626. Public participation and accountabil-
ity
ø‘‘In order to maximize accountability for,

and public participation in, the development
and review of regulatory actions each agency
shall, consistent with chapter 5 and other ap-
plicable law, provide the public with oppor-
tunities for meaningful participation in the
development of regulatory actions, includ-
ing—

ø‘‘(1) seeking the involvement, where prac-
ticable and appropriate, of those who are in-
tended to benefit from and those who are ex-
pected to be burdened by any regulatory ac-
tion;

ø‘‘(2) providing in any proposed or final
rulemaking notice published in the Federal
Register—

ø‘‘(A) a certification of compliance with
the requirements of this chapter, or an ex-
planation why such certification cannot be
made;

ø‘‘(B) a summary of any regulatory analy-
sis required under this chapter, or under any
other legal requirement, and notice of the
availability of the regulatory analysis;

ø‘‘(C) a certification that the rule will
produce benefits that will justify the cost to
the Government and to the public of imple-
mentation of, and compliance with, the rule,
or an explanation why such certification
cannot be made; and

ø‘‘(D) a summary of the results of any reg-
ulatory review and the agency’s response to
such review, including an explanation of any
significant changes made to such regulatory
action as a consequence of regulatory re-
view;

ø‘‘(3) identifying, upon request, a regu-
latory action and the date upon which such
action was submitted to the designated offi-
cer to whom authority was delegated under
section 644 for review;

ø‘‘(4) disclosure to the public, consistent
with section 634(3), of any information cre-
ated or collected in performing a regulatory
analysis required under this chapter, or
under any other legal requirement; and

ø‘‘(5) placing in the appropriate rule-
making record all written communications
received from the Director, other designated
officer, or other individual or entity relating
to regulatory review.

ø‘‘SUBCHAPTER III—RISK ASSESSMENTS

ø‘‘§ 631. Findings and purposes
ø‘‘(a) The Congress finds that:
ø‘‘(1) Environmental, health, and safety

regulations have lead to dramatic improve-
ments in the environment and have signifi-
cantly reduced risks to human health; ex-
cept—

ø‘‘(A) many regulations have been more
costly and less effective than necessary; and

ø‘‘(B) too often, regulatory priorities have
not been based upon a realistic consideration
of risk, risk reduction opportunities, and
costs.

ø‘‘(2) The public and private resources
available to address health, safety, and envi-
ronmental risks are not unlimited. Those re-
sources should be allocated to address the
greatest needs in the most cost-effective
manner and to ensure that the incremental
costs of regulatory options are reasonably
related to the incremental benefits.

ø‘‘(3) To provide more cost-effective pro-
tection to human health, safety, and the en-
vironment, regulatory priorities should be
supported by realistic and plausible sci-
entific risk assessments and risk manage-
ment choices that are grounded in cost-bene-
fit principles.
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ø‘‘(4) Risk assessment has proved to be a

useful decisionmaking tool, except—
ø‘‘(A) improvements are needed in both the

quality of assessments and the characteriza-
tion and communication of findings;

ø‘‘(B) scientific and other data must be
better collected, organized, and evaluated;
and

ø‘‘(C) the critical information resulting
from a risk assessment must be effectively
communicated in an objective and unbiased
manner to decision makers, and from deci-
sion makers to the public.

ø‘‘(5) The public stakeholders should be in-
volved in the decisionmaking process for reg-
ulating risks. The public has the right to
know about the risks addressed by regula-
tion, the amount of risk reduced, the quality
of the science used to support decisions, and
the cost of implementing and complying
with regulations. Such knowledge will allow
for public scrutiny and will promote the
quality, integrity, and responsiveness of
agency decisions.

ø‘‘(b) The purposes of this subchapter are
to—

ø‘‘(1) present the public and executive
branch with the most realistic and plausible
information concerning the nature and mag-
nitude of health, safety, and environmental
risks to promote sound regulatory decisions
and public education;

ø‘‘(2) provide for full consideration and dis-
cussion of relevant data and potential meth-
odologies;

ø‘‘(3) require explanation of significant
choices in the risk assessment process that
will allow for better public understanding;
and

ø‘‘(4) improve consistency within the exec-
utive branch in preparing risk assessments
and risk characterizations.
ø‘‘§ 632. Definitions

ø‘‘For purposes of this subchapter, the defi-
nitions under sections 551 and 621 shall apply
and:

ø‘‘(1) The term ‘covered agency’ means
each of the following:

ø‘‘(A) The Environmental Protection Agen-
cy.

ø‘‘(B) The Department of Labor.
ø‘‘(C) The Department of Transportation.
ø‘‘(D) The Food and Drug Administration.
ø‘‘(E) The Department of Energy.
ø‘‘(F) The Department of the Interior.
ø‘‘(G) The Department of Agriculture.
ø‘‘(H) The Consumer Product Safety Com-

mission.
ø‘‘(I) The National Oceanic and Atmos-

pheric Administration.
ø‘‘(J) The United States Army Corps of En-

gineers.
ø‘‘(K) The Nuclear Regulatory Commis-

sion.
ø‘‘(L) Any other Federal agency considered

a covered agency under section 633(b).
ø‘‘(2) The term ‘emergency’ means a situa-

tion that is immediately impending and ex-
traordinary in nature, demanding attention
due to a condition, circumstance or practice
reasonably expected to cause death, serious
illness or severe injury to humans, or sub-
stantial endangerment to private property or
the environment if no action is taken.

ø‘‘(3) The term ‘estimates of risk’ means
numerical representations of the potential
magnitude of harm to populations or the
probability of harm to individuals, includ-
ing, as appropriate, those derived by consid-
ering the range and distribution of estimates
of dose-response (potency) and exposure, in-
cluding appropriate statistical representa-
tion of the range and most likely exposure
levels, and the identification of the popu-
lations or subpopulations addressed. When
appropriate and practicable, a description of
any populations or subpopulations that are

likely to experience exposures at the upper
end of the distribution should be included.

ø‘‘(4) The term ‘hazard identification’
means identification of a substance, activ-
ity, or condition as potentially causing harm
to human health, safety, or the environment.

ø‘‘(5) The term ‘risk assessment’ means—
ø‘‘(A) identifying, quantifying to the ex-

tent feasible and appropriate, and character-
izing hazards and exposures to those hazards
in order to provide structured information
on the nature of threats to human health,
safety, or the environment; and

ø‘‘(B) the document containing the expla-
nation of how the assessment process has
been applied to an individual substance, ac-
tivity, or condition.

ø‘‘(6) The term ‘risk characterization’
means the integration, synthesis, and orga-
nization of hazard identification, dose-re-
sponse and exposure information that ad-
dresses the needs of decision makers and in-
terested parties. The term includes both the
process and specific outputs, including—

ø‘‘(A) the element of a risk assessment
that involves presentation of the degree of
risk in any regulatory proposal or decision,
report to Congress, or other document that
is made available to the public; and

ø‘‘(B) discussions of uncertainties, conflict-
ing data, estimates of risk, extrapolations,
inferences, and opinions.

ø‘‘(7) The term ‘screening analysis’ means
an analysis that arrives at a qualitative esti-
mate or a bounding estimate of risk that
permits the risk manager to accept or reject
some management options, or permits estab-
lishing priorities for agency action. Such
term includes an assessment performed by a
regulated party and submitted to an agency
under a regulatory requirement.

ø‘‘(8) The term ‘substitution risk’ means a
reasonably likely increased risk to human
health, safety, or the environment from a
regulatory option designed to decrease other
risks.
ø‘‘§ 633. Applicability

ø‘‘(a) Except as provided in subsection (c),
this subchapter shall apply to all risk assess-
ments and risk characterizations prepared
by, or on behalf of, or prepared by others and
adopted by any covered agency in connection
with a major rule addressing health, safety,
and environmental risks.

ø‘‘(b)(1) No later than 18 months after the
effective date of this section, the President,
acting through the Director of the Office of
Management and Budget, shall determine
whether other Federal agencies should be
considered covered agencies for the purposes
of this subchapter. Such determination, with
respect to a particular Federal agency, shall
be based on the impact of risk assessment
documents and risk characterization docu-
ments on—

ø‘‘(A) regulatory programs administered by
that agency; and

ø‘‘(B) the communication of risk informa-
tion by that agency to the public.

ø‘‘(2) If the President makes a determina-
tion under paragraph (1), the provisions of
this subchapter shall apply to any affected
agency beginning on a date set by the Presi-
dent. Such date may be no later than 6
months after the date of such determination.

ø‘‘(c)(1) This subchapter shall not apply to
risk assessments or risk characterizations
performed with respect to—

ø‘‘(A) an emergency determined by the
head of an agency;

ø‘‘(B) a health, safety, or environmental
inspection or individual facility permitting
action; or

ø‘‘(C) a screening analysis.
ø‘‘(2) This subchapter shall not apply to

any food, drug, or other product label, or to
any risk characterization appearing on any
such label.

ø‘‘§ 634. Savings provisions
ø‘‘Nothing in this subchapter shall be con-

strued to—
ø‘‘(1) modify any statutory standard or re-

quirement designed to protect human health,
safety, or the environment;

ø‘‘(2) 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; or

ø‘‘(3) require the disclosure of any trade se-
cret or other confidential information.
ø‘‘§ 635. Principles for risk assessment

ø‘‘(a) The head of each covered agency
shall ensure that risk assessments and all of
the components of such assessments—

ø‘‘(1) provide for a systematic means to
structure information useful to decision
makers;

ø‘‘(2) provide, to the maximum extent prac-
ticable, that policy-driven default assump-
tions be used only in the absence of relevant
available information;

ø‘‘(3) promote involvement from all stake-
holders;

ø‘‘(4) provide an opportunity for public
input throughout the regulatory process; and

ø‘‘(5) are designed so that the degree of
specificity and rigor employed is commensu-
rate with the consequences of the decision to
be made.

ø‘‘(b) A risk assessment shall, to the maxi-
mum extent practicable, clearly delineate
hazard identification from dose-response and
exposure assessment and make clear the re-
lationship between the level of risk and the
level of exposure to a hazard.
ø‘‘§ 636. Principles for risk characterization

ø‘‘In characterizing risk in any risk assess-
ment document, regulatory proposal, or deci-
sion, each covered agency shall include in
the risk characterization, as appropriate,
each of the following:

ø‘‘(1)(A) A description of the exposure sce-
narios used, the natural resources or sub-
populations being exposed, and the likeli-
hood of those exposure scenarios.

ø‘‘(B) When a risk assessment involves a
choice of any significant assumption, infer-
ence, or model, the covered agency or instru-
mentality preparing the risk assessment
shall—

ø‘‘(i) identify the assumptions, inferences,
and models that materially affect the out-
come;

ø‘‘(ii) explain the basis for any choices;
ø‘‘(iii) identify any policy decisions or pol-

icy-based default assumptions;
ø‘‘(iv) indicate the extent to which any sig-

nificant model has been validated by, or con-
flicts with, empirical data; and

ø‘‘(v) describe the impact of alternative
choices of assumptions, default options or
mathematical models.

ø‘‘(C) The major sources of uncertainties in
the hazard identification, dose-response and
exposure assessment phases of the risk as-
sessment.

ø‘‘(D) To the extent feasible, the range and
distribution of exposures and risks derived
from the risk assessment should be included
as a component of the risk characterization.

ø‘‘(2) When a covered agency provides a
risk assessment or risk characterization for
a proposed or final regulatory action, such
assessment or characterization shall include
a statement of any significant substitution
risks, when information on such risks has
been made available to the agency.
ø‘‘§ 637. Peer review

ø‘‘(a) The head of each covered agency
shall develop a systematic program for inde-
pendent and external peer review required
under subsection (b). Such program shall be
applicable throughout each covered agency
and—
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ø‘‘(1) shall provide for the creation of peer

review panels that—
ø‘‘(A) consist of members with expertise

relevant to the sciences involved in regu-
latory decisions and who are independent of
the covered agency; and

ø‘‘(B) are broadly representative and bal-
anced and, to the extent relevant and appro-
priate, may include persons affiliated with
Federal, State, local, or tribal governments,
small businesses, other representatives of in-
dustry, universities, agriculture, labor con-
sumers, conservation organizations, or other
public interest groups and organizations;

ø‘‘(2) shall not exclude any person with
substantial and relevant expertise as a panel
member on the basis that such person rep-
resents an entity that may have a potential
interest in the outcome, if such interest is
fully disclosed to the agency, and in the case
of a regulatory decision affecting a single en-
tity, no peer reviewer representing such en-
tity may be included on the panel;

ø‘‘(3) shall provide for a timely completed
peer review, meeting agency deadlines, that
contains a balanced presentation of all con-
siderations, including minority reports and
an agency response to all significant peer re-
view comments; and

ø‘‘(4) shall provide adequate protections for
confidential business information and trade
secrets, including requiring panel members
to enter into confidentiality agreements.

ø‘‘(b)(1)(A) Except as provided under sub-
paragraph (B), each covered agency shall
provide for peer review in accordance with
this section of any risk assessment or cost-
benefit analysis that forms the basis of any
major rule that addresses risks to the envi-
ronment, health, or safety.

ø‘‘(B) Subparagraph (A) shall not apply to
a rule or other action taken by an agency to
authorize or approve any individual sub-
stance or product.

ø‘‘(2) The Director of the Office of Manage-
ment and Budget may order that peer review
be provided for any risk assessment or cost-
benefit analysis that is likely to have a sig-
nificant impact on public policy decisions or
would establish an important precedent.

ø‘‘(c) Each peer review under this section
shall include a report to the Federal agency
concerned with respect to the scientific and
technical merit of data and methods used for
the risk assessments or cost-benefit analy-
ses.

ø‘‘(d) The head of the covered agency shall
provide a written response to all significant
peer review comments.

ø‘‘(e) All peer review comments or conclu-
sions and the agency’s responses shall be
made available to the public and shall be
made part of the administrative record for
purposes of judicial review of any final agen-
cy action.

ø‘‘(f) No peer review shall be required
under this section for any data, method, doc-
ument, or assessment, or any component
thereof, which has been previously subjected
to peer review.
ø‘‘§ 638. Guidelines, plan for assessing new in-

formation, and report
ø‘‘(a)(1)(A) As soon as practicable and sci-

entifically feasible, each covered agency
shall adopt, after notification and oppor-
tunity for public comment, guidelines to im-
plement the risk assessment and risk charac-
terization principles under sections 635 and
636, as well as the cost-benefit analysis re-
quirements under section 622, and shall pro-
vide a format for summarizing risk assess-
ment results.

ø‘‘(B) No later than 12 months after the ef-
fective date of this section, the head of each
covered agency shall issue a report on the
status of such guidelines to the Congress.

ø‘‘(2) The guidelines under paragraph (1)
shall—

ø‘‘(A) include guidance on use of specific
technical methodologies and standards for
acceptable quality of specific kinds of data;

ø‘‘(B) address important decisional factors
for the risk assessment, risk characteriza-
tion, and cost-benefit analysis at issue; and

ø‘‘(C) provide procedures for the refine-
ment and replacement of policy-based de-
fault assumptions.

ø‘‘(b) The guidelines, plan 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 govern-
ments, and such other departments and
agencies, organizations, or persons as may be
advisable.

ø‘‘(c) The President shall review the guide-
lines published under this section at least
every 4 years.

ø‘‘(d) The development, issuance, and pub-
lication of risk assessment and risk charac-
terization guidelines under this section shall
not be subject to judicial review.
ø‘‘§ 639. Research and training in risk assess-

ment
ø‘‘(a) The head of each covered agency

shall regularly and systematically evaluate
risk assessment research and training needs
of the agency, including, where relevant and
appropriate, the following:

ø‘‘(1) Research to reduce generic data gaps,
to address modelling needs (including im-
proved model sensitivity), and to validate
default options, particularly those common
to multiple risk assessments.

ø‘‘(2) Research leading to improvement of
methods to quantify and communicate un-
certainty and variability among individuals,
species, populations, and, in the case of eco-
logical risk assessment, ecological commu-
nities.

ø‘‘(3) Emerging and future areas of re-
search, including research on comparative
risk analysis, exposure to multiple chemi-
cals and other stressors, noncancer
endpoints, biological markers of exposure
and effect, mechanisms of action in both
mammalian and nonmammalian species, dy-
namics and probabilities of physiological and
ecosystem exposures, and prediction of eco-
system-level responses.

ø‘‘(4) Long-term needs to adequately train
individuals in risk assessment and risk as-
sessment application. Evaluations under this
paragraph shall include an estimate of the
resources needed to provide necessary train-
ing.

ø‘‘(b) The head of each covered agency
shall develop a strategy and schedule for car-
rying out research and training to meet the
needs identified in subsection (a).
ø‘‘§ 640. Interagency coordination

ø‘‘(a) To promote the conduct, application,
and practice of risk assessment in a consist-
ent manner and to identify risk assessment
data and research needs common to more
than 1 Federal agency, the Director of the
Office of Management and Budget, in con-
sultation with the Office of Science and
Technology Policy, shall—

ø‘‘(1) periodically survey the manner in
which each Federal agency involved in risk
assessment is conducting such risk assess-
ment to determine the scope and adequacy of
risk assessment practices in use by the Fed-
eral Government;

ø‘‘(2) provide advice and recommendations
to the President and Congress based on the
surveys conducted and determinations made
under paragraph (1);

ø‘‘(3) establish appropriate interagency
mechanisms to promote—

ø‘‘(A) coordination among Federal agencies
conducting risk assessment with respect to
the conduct, application, and practice of risk
assessment; and

ø‘‘(B) the use of state-of-the-art risk as-
sessment practices throughout the Federal
Government;

ø‘‘(4) establish appropriate mechanisms be-
tween Federal and State agencies to commu-
nicate state-of-the-art risk assessment prac-
tices; and

ø‘‘(5) periodically convene meetings with
State government representatives and Fed-
eral and other leaders to assess the effective-
ness of Federal and State cooperation in the
development and application of risk assess-
ment.

ø‘‘(b) The President shall appoint National
Peer Review Panels to review every 3 years
the risk assessment practices of each covered
agency for programs designed to protect
human health, safety, or the environment.
The Panels shall submit a report to the
President and the Congress at least every 3
years containing the results of such review.
ø‘‘§ 640a. Plan for review of risk assessments

ø‘‘(a) No later than 18 months after the ef-
fective date of this section, the head of each
covered agency shall publish a plan to review
and revise any risk assessment published be-
fore the expiration of such 18-month period if
the covered agency determines that signifi-
cant new information or methodologies are
available that could significantly alter the
results of the prior risk assessment.

ø‘‘(b) A plan under subsection (a) shall—
ø‘‘(1) provide procedures for receiving and

considering new information and risk assess-
ments from the public; and

ø‘‘(2) set priorities and criteria for review
and revision of risk assessments based on
such factors as the agency head considers ap-
propriate.
ø‘‘§ 640b. Judicial review

ø‘‘The provisions of section 623 relating to
judicial review shall apply to this sub-
chapter.
ø‘‘§ 640c. Deadlines for rulemaking

ø‘‘The provisions of section 624 relating to
deadlines for rulemaking shall apply to this
subchapter.

ø‘‘SUBCHAPTER IV—EXECUTIVE
OVERSIGHT

ø‘‘§ 641. Definition
ø‘‘For purposes of this subchapter, the defi-

nitions under sections 551 and 621 shall
apply.
ø‘‘§ 642. Procedures

ø‘‘The Director or other designated officer
to whom authority is delegated under sec-
tion 644 shall—

ø‘‘(1) establish procedures for agency com-
pliance with this chapter; and

ø‘‘(2) monitor, review, and ensure agency
implementation of such procedures.
ø‘‘§ 643. Promulgation and adoption

ø‘‘(a) Procedures established pursuant to
section 642 shall only be implemented after
opportunity for public comment. Any such
procedures shall be consistent with the
prompt completion of rulemaking proceed-
ings.

ø‘‘(b)(1) If procedures established pursuant
to section 642 include review of any initial or
final analyses of a rule required under this
chapter, the time for any such review of any
initial analysis shall not exceed 60 days fol-
lowing the receipt of the analysis by the Di-
rector, a designee of the President, or by an
officer to whom the authority granted under
section 642 has been delegated pursuant to
section 644.

ø‘‘(2) The time for review of any final anal-
ysis required under this chapter shall not ex-
ceed 60 days following the receipt of the
analysis by the Director, a designee of the
President, or such officer.

ø‘‘(3)(A) The times for each such review
may be extended for good cause by the Presi-
dent or such officer for an additional 30 days.
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ø‘‘(B) Notice of any such extension, to-

gether with a succinct statement of the rea-
sons therefor, shall be inserted in the rule-
making file.
ø‘‘§ 644. Delegation of authority

ø‘‘(a) The President shall delegate the au-
thority granted by this subchapter to the Di-
rector or to another officer within the Exec-
utive Office of the President whose appoint-
ment has been subject to the advice and con-
sent of the Senate.

ø‘‘(b) Notice of any delegation, or any rev-
ocation or modification thereof shall be pub-
lished in the Federal Register.
ø‘‘§ 645. Public disclosure of information

ø‘‘The Director or other designated officer
to whom authority is delegated under sec-
tion 644, in carrying out the provisions of
section 642, shall establish procedures (cover-
ing all employees of the Director or other
designated officer) to provide public and
agency access to information concerning
regulatory review actions, including—

ø‘‘(1) disclosure to the public on an ongoing
basis of information regarding the status of
regulatory actions undergoing review;

ø‘‘(2) disclosure to the public, no later than
publication of, or other substantive notice to
the public concerning a regulatory action,
of—

ø‘‘(A) all written communications, regard-
less of form or format, including drafts of all
proposals and associated analyses, between
the Director or other designated officer and
the regulatory agency;

ø‘‘(B) all written communications, regard-
less of form or format, between the Director
or other designated officer and any person
not employed by the executive branch of the
Federal Government relating to the sub-
stance of a regulatory action;

ø‘‘(C) a record of all oral communications
relating to the substance of a regulatory ac-
tion between the Director or other des-
ignated officer and any person not employed
by the executive branch of the Federal Gov-
ernment; and

ø‘‘(D) a written explanation of any review
action and the date of such action; and

ø‘‘(3) disclosure to the regulatory agency,
on a timely basis, of—

ø‘‘(A) all written communications between
the Director or other designated officer and
any person who is not employed by the exec-
utive branch of the Federal Government;

ø‘‘(B) a record of all oral communications,
and an invitation to participate in meetings,
relating to the substance of a regulatory ac-
tion between the Director or other des-
ignated officer and any person not employed
by the executive branch of the Federal Gov-
ernment; and

ø‘‘(C) a written explanation of any review
action taken concerning an agency regu-
latory action.
ø‘‘§ 646. Judicial review

ø‘‘The exercise of the authority granted
under this subchapter by the Director, the
President, or by an officer to whom such au-
thority has been delegated under section 644
shall not be subject to judicial review in any
manner.’’.

ø(b) REGULATORY FLEXIBILITY ANALYSIS.—
ø(1) IN GENERAL.—Section 611 of title 5,

United States Code, is amended to read as
follows:
ø‘‘§ 611. Judicial review

ø‘‘(a)(1) Except as provided in paragraph
(2), no later than 1 year after the effective
date of a final rule with respect to which an
agency—

ø‘‘(A) certified, pursuant to section 605(b),
that such rule would not have a significant
economic impact on a substantial number of
small entities; or

ø‘‘(B) prepared a final regulatory flexibil-
ity analysis pursuant to section 604,

an affected small entity may petition for the
judicial review of such certification or anal-
ysis in accordance with this subsection. A
court having jurisdiction to review such rule
for compliance with section 553 of this title
or under any other provision of law shall
have jurisdiction to review such certification
or analysis.

ø‘‘(2)(A) Except as provided in subpara-
graph (B), in the case of a provision of law
that requires that an action challenging a
final agency regulation be commenced before
the expiration of the 1-year period provided
in paragraph (1), such lesser period shall
apply to a petition for the judicial review
under this subsection.

ø‘‘(B) In a case in which an agency delays
the issuance of a final regulatory flexibility
analysis pursuant to section 608(b), a peti-
tion for judicial review under this subsection
shall be filed no later than—

ø‘‘(i) 1 year; or
ø‘‘(ii) in a case in which a provision of law

requires that an action challenging a final
agency regulation be commenced before the
expiration of the 1-year period provided in
paragraph (1), the number of days specified
in such provision of law,
after the date the analysis is made available
to the public.

ø‘‘(3) For purposes of this subsection, the
term ‘affected small entity’ means a small
entity that is or will be adversely affected by
the final rule.

ø‘‘(4) Nothing in this subsection shall be
construed to affect the authority of any
court to stay the effective date of any rule or
provision thereof under any other provision
of law.

ø‘‘(5)(A) In a case in which an agency cer-
tifies that such rule would not have a signifi-
cant economic impact on a substantial num-
ber of small entities, the court may order
the agency to prepare a final regulatory
flexibility analysis pursuant to section 604 if
the court determines, on the basis of the
rulemaking record, that the certification
was arbitrary, capricious, an abuse of discre-
tion, or otherwise not in accordance with
law.

ø‘‘(B) In a case in which the agency pre-
pared a final regulatory flexibility analysis,
the court may order the agency to take cor-
rective action consistent with section 604 if
the court determines, on the basis of the
rulemaking record, that the final regulatory
flexibility analysis was prepared by the
agency without complying with section 604.

ø‘‘(6) If, by the end of the 90-day period be-
ginning on the date of the order of the court
pursuant to paragraph (5) (or such longer pe-
riod as the court may provide), the agency
fails, as appropriate—

ø‘‘(A) to prepare the analysis required by
section 604; or

ø‘‘(B) to take corrective action consistent
with section 604 of this title,

the court may stay the rule or grant such
other relief as it deems appropriate.

ø‘‘(7) In making any determination or
granting any relief authorized by this sub-
section, the court shall take due account of
the rule of prejudicial error.

ø‘‘(b) In an action for the judicial review of
a rule, any regulatory flexibility analysis for
such rule (including an analysis prepared or
corrected pursuant to subsection (a)(5)) shall
constitute part of the whole record of agency
action in connection with such review.

ø‘‘(c) Nothing in this section bars judicial
review of any other impact statement or
similar analysis required by any other law if
judicial review of such statement or analysis
is otherwise provided by law.’’.

ø(2) EFFECTIVE DATE.—The amendment
made by paragraph (1) shall take effect on
the effective date of this Act, except that the

judicial review authorized by section 611(a)
of title 5, United States Code (as added by
subsection (a)), shall apply only to final
agency rules issued after such effective date.

ø(c) PRESIDENTIAL AUTHORITY.—Nothing in
this Act shall limit the exercise by the Presi-
dent of the authority and responsibility that
the President otherwise possesses under the
Constitution and other laws of the United
States with respect to regulatory policies,
procedures, and programs of departments,
agencies, and offices.

ø(d) TECHNICAL AND CONFORMING AMEND-
MENTS.—

ø(1) Part I of title 5, United States Code, is
amended by striking out the chapter heading
and table of sections for chapter 6 and insert-
ing in lieu thereof the following:

ø‘‘CHAPTER 6—THE ANALYSIS OF
REGULATORY FUNCTIONS

ø‘‘SUBCHAPTER I—REGULATORY
ANALYSIS

ø‘‘Sec.
ø‘‘601. Definitions.
ø‘‘602. Regulatory agenda.
ø‘‘603. Initial regulatory flexibility analysis.
ø‘‘604. Final regulatory flexibility analysis.
ø‘‘605. Avoidance of duplicative or unneces-

sary analyses.
ø‘‘606. Effect on other law.
ø‘‘607. Preparation of analysis.
ø‘‘608. Procedure for waiver or delay of com-

pletion.
ø‘‘609. Procedures for gathering comments.
ø‘‘610. Periodic review of rules.
ø‘‘611. Judicial review.
ø‘‘612. Reports and intervention rights.

ø‘‘SUBCHAPTER II—ANALYSIS OF
AGENCY RULES

ø‘‘621. Definitions.
ø‘‘622. Rulemaking cost-benefit analysis.
ø‘‘623. Judicial review.
ø‘‘624. Deadlines for rulemaking.
ø‘‘625. Agency review of rules.
ø‘‘626. Public participation and accountabil-

ity.
ø‘‘SUBCHAPTER III—RISK ASSESSMENTS
ø‘‘631. Findings and purposes.
ø‘‘632. Definitions.
ø‘‘633. Applicability.
ø‘‘634. Savings provisions.
ø‘‘635. Principles for risk assessment.
ø‘‘636. Principles for risk characterization.
ø‘‘637. Peer review.
ø‘‘638. Guidelines, plan for assessing new in-

formation, and report.
ø‘‘639. Research and training in risk assess-

ment.
ø‘‘640. Interagency coordination.
ø‘‘640a. Plan for review of risk assessments.
ø‘‘640b. Judicial review.
ø‘‘640c. Deadlines for rulemaking.

ø‘‘SUBCHAPTER IV—EXECUTIVE
OVERSIGHT

ø‘‘641. Definition.
ø‘‘642. Procedures.
ø‘‘643. Promulgation and adoption.
ø‘‘644. Delegation of authority.
ø‘‘645. Public disclosure of information.
ø‘‘646. Judicial review.’’.

ø(2) Chapter 6 of title 5, United States
Code, is amended by inserting immediately
before section 601, the following subchapter
heading:

ø‘‘SUBCHAPTER I—REGULATORY
ANALYSIS’’.

øSEC. 4. CONGRESSIONAL REVIEW.
ø(a) IN GENERAL.—Part I of title 5, United

States Code, is amended by inserting after
chapter 7 the following new chapter:
ø‘‘CHAPTER 8—CONGRESSIONAL REVIEW

OF AGENCY RULEMAKING
ø‘‘§ 801. Congressional review of agency rule-

making
ø‘‘(a) For purposes of this chapter, the

term—
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ø‘‘(1) ‘major rule’ means a major rule as de-

fined under section 621(4) of this title and as
determined under section 622 of this title;
and

ø‘‘(2) ‘rule’ (except in reference to a rule of
the Senate or House of Representatives) is a
reference to a major rule.

ø‘‘(b)(1) Upon the promulgation of a final
major rule, the agency promulgating such
rule shall submit to the Congress a copy of
the rule, the statement of basis and purpose
for the rule, and the proposed effective date
of the rule.

ø‘‘(2) A rule submitted under paragraph (1)
shall not take effect as a final rule before the
latest of the following:

ø‘‘(A) The later of the date occurring 45
days after the date on which—

ø‘‘(i) the Congress receives the rule submit-
ted under paragraph (1); or

ø‘‘(ii) the rule is published in the Federal
Register.

ø‘‘(B) If the Congress passes a joint resolu-
tion of disapproval described under sub-
section (i) relating to the rule, and the Presi-
dent signs a veto of such resolution, the ear-
lier date—

ø‘‘(i) on which either House of Congress
votes and fails to override the veto of the
President; or

ø‘‘(ii) occurring 30 session days after the
date on which the Congress received the veto
and objections of the President.

ø‘‘(C) The date the rule would have other-
wise taken effect, if not for this section (un-
less a joint resolution of disapproval under
subsection (i) is approved).

ø‘‘(c) A major rule shall not take effect as
a final rule if the Congress passes a joint res-
olution of disapproval described under sub-
section (i), which is signed by the President
or is vetoed and overridden by the Congress.

ø‘‘(d)(1) Notwithstanding any other provi-
sion of this section (except subject to para-
graph (2)), a major rule that would not take
effect by reason of this section may take ef-
fect if the President makes a determination
and submits written notice of such deter-
mination to the Congress that the major rule
should take effect because such major rule
is—

ø‘‘(A) necessary because of an imminent
threat to health or safety, or other emer-
gency;

ø‘‘(B) necessary for the enforcement of
criminal laws; or

ø‘‘(C) necessary for national security.
ø‘‘(2) An exercise by the President of the

authority under this subsection shall have
no effect on the procedures under subsection
(i) or the effect of a joint resolution of dis-
approval under this section.

ø‘‘(e)(1) Subsection (i) shall apply to any
major rule that is promulgated as a final
rule during the period beginning on the date
occurring 60 days before the date the Con-
gress adjourns sine die through the date on
which the succeeding Congress first con-
venes.

ø‘‘(2) For purposes of subsection (i), a
major rule described under paragraph (1)
shall be treated as though such rule were
published in the Federal Register (as a rule
that shall take effect as a final rule) on the
date the succeeding Congress first convenes.

ø‘‘(3) During the period between the date
the Congress adjourns sine die through the
date on which the succeeding Congress first
convenes, a rule described under paragraph
(1) shall take effect as a final rule as other-
wise provided by law.

ø‘‘(f) Any rule that takes effect and later is
made of no force or effect by the enactment
of a joint resolution under subsection (i)
shall be treated as though such rule had
never taken effect.

ø‘‘(g) If the Congress does not enact a joint
resolution of disapproval under subsection

(i), no court or agency may infer any intent
of the Congress from any action or inaction
of the Congress with regard to such major
rule, related statute, or joint resolution of
disapproval.

ø‘‘(h) If the agency fails to comply with the
requirements of subsection (b) for any rule,
the rule shall cease to be enforceable against
any person.

ø‘‘(i)(1) For purposes of this subsection, the
term ‘joint resolution’ means only a joint
resolution introduced after the date on
which the rule referred to in subsection (b) is
received by Congress the matter after the re-
solving clause of which is as follows: ‘That
Congress disapproves the rule submitted by
the llllll relating to lllllll, and
such rule shall have no force or effect.’ (The
blank spaces being appropriately filled in.)

ø‘‘(2)(A) In the Senate, a resolution de-
scribed in paragraph (1) shall be referred to
the committees with jurisdiction. Such a
resolution shall not be reported before the
eighth day after its submission or publica-
tion date.

ø‘‘(B) For purposes of this subsection, the
term ‘submission or publication date’ means
the later of the date on which—

ø‘‘(i) the Congress receives the rule submit-
ted under subsection (b)(1); or

ø‘‘(ii) the rule is published in the Federal
Register.

ø‘‘(3) In the Senate, if the committee to
which a resolution described in paragraph (1)
is referred has not reported such resolution
(or an identical resolution) at the end of 20
calendar days after its submission or publi-
cation date, such committee may be dis-
charged on a petition approved by 30 Sen-
ators from further consideration of such res-
olution and such resolution shall be placed
on the Senate calendar.

ø‘‘(4)(A) In the Senate, when the commit-
tee to which a resolution is referred has re-
ported, or when a committee is discharged
(under paragraph (3)) from further consider-
ation of, a resolution described in paragraph
(1), it shall at any time thereafter be in order
(even though a previous motion to the same
effect has been disagreed to) for any Senator
to move to proceed to the consideration of
the resolution, and all points of order
against the resolution (and against consider-
ation of the resolution) shall be waived. The
motion shall be privileged in the Senate and
shall not be debatable. The motion shall not
be subject to amendment, or to a motion to
postpone, or to a motion to proceed to the
consideration of other business. A motion to
reconsider the vote by which the motion is
agreed to or disagreed to shall not be in
order. If a motion to proceed to the consider-
ation of the resolution is agreed to, the reso-
lution shall remain the unfinished business
of the Senate until disposed of.

ø‘‘(B) In the Senate, debate on the resolu-
tion, and on all debatable motions and ap-
peals in connection therewith, shall be lim-
ited to not more than 10 hours, which shall
be divided equally between those favoring
and those opposing the resolution. A motion
further to limit debate shall be in order and
shall not be debatable. An amendment to, or
a motion to postpone, or a motion to proceed
to the consideration of other business, or a
motion to recommit the resolution shall not
be in order. A motion to reconsider the vote
by which the resolution is agreed to or dis-
agreed to shall not be in order.

ø‘‘(C) In the Senate, immediately following
the conclusion of the debate on a resolution
described in paragraph (1), and a single
quorum call at the conclusion of the debate
if requested in accordance with the Senate
rules, the vote on final passage of the resolu-
tion shall occur.

ø‘‘(D) Appeals from the decisions of the
Chair relating to the application of the rules

of the Senate to the procedure relating to a
resolution described in paragraph (1) shall be
decided without debate.

ø‘‘(5) If, before the passage in the Senate of
a resolution described in paragraph (1), the
Senate receives from the House of Represent-
atives a resolution described in paragraph
(1), then the following procedures shall
apply:

ø‘‘(A) The resolution of the House of Rep-
resentatives shall not be referred to a com-
mittee.

ø‘‘(B) With respect to a resolution de-
scribed in paragraph (1) of the Senate—

ø‘‘(i) the procedure in the Senate shall be
the same as if no resolution had been re-
ceived from the other House; but

ø‘‘(ii) the vote on final passage shall be on
the resolution of the other House.

ø‘‘(6) This subsection is enacted by Con-
gress—

ø‘‘(A) as an exercise of the rulemaking
power of the Senate and House of Represent-
atives, respectively, and as such it is deemed
to be a part of the rules of each House, re-
spectively, but applicable only with respect
to the procedure to be followed in that House
in the case of a resolution described in para-
graph (1), and it supersedes other rules only
to the extent that it is inconsistent with
such rules; and

ø‘‘(B) with full recognition of the constitu-
tional right of either House to change the
rules (so far as relating to the procedure of
that House) at any time, in the same man-
ner, and to the same extent as in the case of
any other rule of that House.

ø‘‘(j) No requirements under this chapter
shall be subject to judicial review in any
manner.’’.

ø(b) TECHNICAL AND CONFORMING AMEND-
MENT.—The table of chapters for part I of
title 5, United States Code, is amended by in-
serting after the item relating to chapter 7
the following:
ø‘‘8. Congressional Review of Agency

Rulemaking .................................. 801’’.
øSEC. 5. STUDIES AND REPORTS.

ø(a) RISK ASSESSMENTS.—The Administra-
tive Conference of the United States shall—

ø(1) develop and carry out an ongoing
study of the operation of the risk assessment
requirements of subchapter III of chapter 6
of title 5, United States Code (as added by
section 3 of this Act); and

ø(2) submit an annual report to the Con-
gress on the findings of the study.

ø(b) ADMINISTRATIVE PROCEDURE ACT.—No
later than December 31, 1996, the Adminis-
trative Conference of the United States
shall—

ø(1) carry out a study of the operation of
chapters 5 and 6 of title 5, United States
Code (commonly referred to as the Adminis-
trative Procedure Act), as amended by sec-
tion 3 of this Act; and

ø(2) submit a report to the Congress on the
findings of the study, including proposals for
revision, if any.
øSEC. 6. RISK-BASED PRIORITIES.

ø(a) PURPOSES.—The purposes of this sec-
tion are to—

ø(1) encourage Federal agencies engaged in
regulating risks to human health, safety,
and the environment to achieve the greatest
risk reduction at the least cost practical;

ø(2) promote the coordination of policies
and programs to reduce risks to human
health, safety, and the environment; and

ø(3) promote open communication among
Federal agencies, the public, the President,
and Congress regarding environmental,
health, and safety risks, and the prevention
and management of those risks.

ø(b) DEFINITIONS.—For the purposes of this
section:

ø(1) COMPARATIVE RISK ANALYSIS.—The
term ‘‘comparative risk analysis’’ means a
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process to systematically estimate, compare,
and rank the size and severity of risks to
provide a common basis for evaluating strat-
egies for reducing or preventing those risks.

ø(2) COVERED AGENCY.—The term ‘‘covered
agency’’ means each of the following:

ø(A) The Environmental Protection Agen-
cy.

ø(B) The Department of Labor.
ø(C) The Department of Transportation.
ø(D) The Food and Drug Administration.
ø(E) The Department of Energy.
ø(F) The Department of the Interior.
ø(G) The Department of Agriculture.
ø(H) The Consumer Product Safety Com-

mission.
ø(I) The National Oceanic and Atmospheric

Administration.
ø(J) The United States Army Corps of En-

gineers.
ø(K) The Nuclear Regulatory Commission.
ø(3) EFFECT.—The term ‘‘effect’’ means a

deleterious change in the condition of—
ø(A) a human or other living thing (includ-

ing death, cancer, or other chronic illness,
decreased reproductive capacity, or dis-
figurement); or

ø(B) an inanimate thing important to
human welfare (including destruction, de-
generation, the loss of intended function,
and increased costs for maintenance).

ø(4) IRREVERSIBILITY.—The term ‘‘ir-
reversibility’’ means the extent to which a
return to conditions before the occurrence of
an effect are either very slow or will never
occur.

ø(5) LIKELIHOOD.—The term ‘‘likelihood’’
means the estimated probability that an ef-
fect will occur.

ø(6) MAGNITUDE.—The term ‘‘magnitude’’
means the number of individuals or the
quantity of ecological resources or other re-
sources that contribute to human welfare
that are affected by exposure to a stressor.

ø(7) SERIOUSNESS.—The term ‘‘seriousness’’
means the intensity of effect, the likelihood,
the irreversibility, and the magnitude.

ø(c) DEPARTMENT AND AGENCY PROGRAM
GOALS.—

ø(1) SETTING PRIORITIES.—In exercising au-
thority under applicable laws protecting
human health, safety, or the environment,
the head of each covered agency should set
priorities and use the resources available
under those laws to address those risks to
human health, safety, and the environment
that—

ø(A) the covered agency determines to be
the most serious; and

ø(B) can be addressed in a cost-effective
manner, with the goal of achieving the
greatest overall net reduction in risks with
the public and private sector resources ex-
pended.

ø(2) DETERMINING THE MOST SERIOUS
RISKS.—In identifying the greatest risks
under paragraph (1) of this subsection, each
covered agency shall consider, at a mini-
mum—

ø(A) the likelihood, irreversibility, and se-
verity of the effect; and

ø(B) the number and classes of individuals
potentially affected, and shall explicitly
take into account the results of the com-
parative risk analysis conducted under sub-
section (d) of this section.

ø(3) OMB REVIEW.—The covered agency’s
determinations of the most serious risks for
purposes of setting priorities shall be re-
viewed and approved by the Director of the
Office of Management and Budget before sub-
mission of the covered agency’s annual budg-
et requests to Congress.

ø(4) INCORPORATING RISK-BASED PRIORITIES
INTO BUDGET AND PLANNING.—The head of
each covered agency shall incorporate the
priorities identified under paragraph (1) into
the agency budget, strategic planning, regu-

latory agenda, enforcement, and research ac-
tivities. When submitting its budget request
to Congress and when announcing its regu-
latory agenda in the Federal Register, each
covered agency shall identify the risks that
the covered agency head has determined are
the most serious and can be addressed in a
cost-effective manner under paragraph (1),
the basis for that determination, and explic-
itly identify how the covered agency’s re-
quested budget and regulatory agenda reflect
those priorities.

ø(5) EFFECTIVE DATE.—This subsection
shall take effect 12 months after the date of
enactment of this Act.

ø(d) COMPARATIVE RISK ANALYSIS.—
ø(1) REQUIREMENT.—(A)(i) No later than 6

months after the effective date of this Act,
the Director of the Office of Management
and Budget shall enter into appropriate ar-
rangements with an accredited scientific
body—

ø(I) to conduct a study of the methodolo-
gies for using comparative risk to rank dis-
similar human health, safety, and environ-
mental risks; and

ø(II) to conduct a comparative risk analy-
sis.

ø(ii) The comparative risk analysis shall
compare and rank, to the extent feasible,
human health, safety, and environmental
risks potentially regulated across the spec-
trum of programs administered by all cov-
ered agencies.

ø(B) The Director shall consult with the
Office of Science and Technology Policy re-
garding the scope of the study and the con-
duct of the comparative risk analysis.

ø(2) CRITERIA.—In arranging for the com-
parative risk analysis referred to in para-
graph (1) of this subsection, the Director
shall ensure that—

ø(A) the scope and specificity of the analy-
sis are sufficient to provide the President
and agency heads guidance in allocating re-
sources across agencies and among programs
in agencies to achieve the greatest degree of
risk prevention and reduction for the public
and private resources expended;

ø(B) the analysis is conducted through an
open process, by individuals with relevant
expertise, including toxicologists, biologists,
engineers and experts in medicine, industrial
hygiene and environmental effects;

ø(C) the analysis is conducted, to the ex-
tent feasible, consistent with the risk assess-
ment and risk characterization principles in
sections 635 and 636 of this title;

ø(D) the methodologies and principal sci-
entific determinations made in the analysis
are subjected to independent and external
peer review consistent with section 637, and
the conclusions of the peer review are made
publicly available as part of the final report
required under subsection (e);

ø(E) there is an opportunity for public
comment on the results before making them
final; and

ø(F) the results are presented in a manner
that distinguishes between the scientific
conclusions and any policy or value judg-
ments embodied in the comparisons.

ø(3) COMPLETION AND REVIEW.—No later
than 3 years after the effective date of this
Act, the comparative risk analysis required
under paragraph (1) shall be completed. The
comparative risk analysis shall be reviewed
and revised at least every 5 years thereafter
for a minimum of 15 years following the re-
lease of the first analysis. The Director shall
arrange for such review and revision with an
accredited scientific body in the same man-
ner as provided under paragraphs (1) and (2).

ø(4) STUDY.—The study of methodologies
provided under paragraph (1) shall be con-
ducted as part of the first comparative risk
analysis and shall be completed no later
than 180 days after the completion of that

analysis. The goal of the study shall be to
develop and rigorously test methods of com-
parative risk analysis. The study shall have
sufficient scope and breadth to test ap-
proaches for improving comparative risk
analysis and its use in setting priorities for
human health, safety, and environmental
risk prevention and reduction.

ø(5) TECHNICAL GUIDANCE.—No later than
180 days after the effective date of this Act,
the Director, in collaboration with other
heads of covered agencies shall enter into a
contract with the National Research Council
to provide technical guidance to agencies on
approaches to using comparative risk analy-
sis in setting human health, safety, and envi-
ronmental priorities to assist agencies in
complying with subsection (c) of this sec-
tion.

ø(e) REPORTS AND RECOMMENDATIONS TO
CONGRESS AND THE PRESIDENT.—No later
than 24 months after the effective date of
this Act, each covered agency shall submit a
report to Congress and the President—

ø(1) detailing how the agency has complied
with subsection (c) and describing the rea-
sons for any departure from the requirement
to establish priorities to achieve the greatest
overall net reduction in risk;

ø(2) recommending—
ø(A) modification, repeal, or enactment of

laws to reform, eliminate, or enhance pro-
grams or mandates relating to human
health, safety, or the environment; and

ø(B) modification or elimination of statu-
torily or judicially mandated deadlines,
that would assist the covered agency to set
priorities in activities to address the risks to
human health, safety, or the environment in
a manner consistent with the requirements
of subsection (c)(1);

ø(3) evaluating the categories of policy and
value judgments used in risk assessment,
risk characterization, or cost-benefit analy-
sis; and

ø(4) discussing risk assessment research
and training needs, and the agency’s strat-
egy and schedule for meeting those needs.

ø(f) SAVINGS PROVISION AND JUDICIAL RE-
VIEW.—

ø(1) IN GENERAL.—Nothing in this section
shall be construed to modify any statutory
standard or requirement designed to protect
human health, safety, or the environment.

ø(2) JUDICIAL REVIEW.—Compliance or non-
compliance by an agency with the provisions
of this section shall not be subject to judicial
review.

ø(3) AGENCY ANALYSIS.—Any analysis pre-
pared under this section shall not be subject
to judicial consideration separate or apart
from the requirement, rule, program, or law
to which it relates. When an action for judi-
cial review of a covered agency action is in-
stituted, any analysis for, or relating to, the
action shall constitute part of the whole
record of agency action for the purpose of ju-
dicial review of the action and shall, to the
extent relevant, be considered by a court in
determining the legality of the covered agen-
cy action.
øSEC. 7. REGULATORY ACCOUNTING.

ø(a) DEFINITIONS.—For purposes of this sec-
tion, the following definitions apply:

ø(1) AGENCY.—The term ‘‘agency’’ means
any executive department, military depart-
ment, Government corporation, Government
controlled corporation, or other establish-
ment in the executive branch of the Govern-
ment (including the Executive Office of the
President), or any independent regulatory
agency, but shall not include—

ø(A) the General Accounting Office;
ø(B) the Federal Election Commission;
ø(C) the governments of the District of Co-

lumbia and of the territories and possessions
of the United States, and their various sub-
divisions; or
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ø(D) government-owned contractor-oper-

ated facilities, including laboratories en-
gaged in national defense research and pro-
duction activities.

ø(2) REGULATION.—The term ‘‘regulation’’
means an agency statement of general appli-
cability and future effect designed to imple-
ment, interpret, or prescribe law or policy or
describing the procedures or practice re-
quirements of an agency. The term shall not
include—

ø(A) administrative actions governed by
sections 556 and 557 of title 5, United States
Code;

ø(B) regulations issued with respect to a
military or foreign affairs function of the
United States; or

ø(C) regulations related to agency organi-
zation, management, or personnel.

ø(b) ACCOUNTING STATEMENT.—
ø(1) IN GENERAL.—(A) The President shall

be responsible for implementing and admin-
istering the requirements of this section.

ø(B) Every 2 years, no later than June of
the second year, the President shall prepare
and submit to Congress an accounting state-
ment that estimates the annual costs of Fed-
eral regulatory programs and corresponding
benefits in accordance with this subsection.

ø(2) YEARS COVERED BY ACCOUNTING STATE-
MENT.—Each accounting statement shall
cover, at a minimum, the 5 fiscal years be-
ginning on October 1 of the year in which the
report is submitted and may cover any fiscal
year preceding such fiscal years for purpose
of revising previous estimates.

ø(3) TIMING AND PROCEDURES.—(A) The
President shall provide notice and oppor-
tunity for comment for each accounting
statement. The President may delegate to an
agency the requirement to provide notice
and opportunity to comment for the portion
of the accounting statement relating to that
agency.

ø(B) The President shall propose the first
accounting statement under this subsection
no later than 2 years after the effective date
of this Act and shall issue the first account-
ing statement in final form no later than 3
years after such effective date. Such state-
ment shall cover, at a minimum, each of the
fiscal years beginning after the effective
date of this Act.

ø(4) CONTENT OF ACCOUNTING STATEMENT.—
(A) Each accounting statement shall contain
estimates of costs and benefits with respect
to each fiscal year covered by the statement
in accordance with this paragraph. For each
such fiscal year for which estimates were
made in a previous accounting statement,
the statement shall revise those estimates
and state the reasons for the revisions.

ø(B)(i) An accounting statement shall esti-
mate the costs of Federal regulatory pro-
grams by setting forth, for each year covered
by the statement—

ø(I) the annual expenditure of national eco-
nomic resources for each regulatory pro-
gram; and

ø(II) such other quantitative and quali-
tative measures of costs as the President
considers appropriate.

ø(ii) For purposes of the estimate of costs
in the accounting statement, national eco-
nomic resources shall include, and shall be
listed under, at least the following cat-
egories:

ø(I) Private sector costs.
ø(II) Federal sector costs.
ø(III) State and local government costs.
ø(C) An accounting statement shall esti-

mate the benefits of Federal regulatory pro-
grams by setting forth, for each year covered
by the statement, such quantitative and
qualitative measures of benefits as the Presi-
dent considers appropriate. Any estimates of
benefits concerning reduction in human
health, safety, or environmental risks shall

present the most plausible level of risk prac-
tical, along with a statement of the reason-
able degree of scientific certainty.

ø(c) ASSOCIATED REPORT TO CONGRESS.—
ø(1) IN GENERAL.—At the same time as the

President submits an accounting statement
under subsection (b), the President, acting
through the Director of the Office of Man-
agement and Budget, shall submit to Con-
gress a report associated with the account-
ing statement (hereinafter referred to as an
‘‘associated report’’). The associated report
shall contain, in accordance with this sub-
section—

ø(A) analyses of impacts; and
ø(B) recommendations for reform.
ø(2) ANALYSES OF IMPACTS.—The President

shall include in the associated report the fol-
lowing:

ø(A) The cumulative impact on the econ-
omy of Federal regulatory programs covered
in the accounting statement. Factors to be
considered in such report shall include im-
pacts on the following:

ø(i) The ability of State and local govern-
ments to provide essential services, includ-
ing police, fire protection, and education.

ø(ii) Small business.
ø(iii) Productivity.
ø(iv) Wages.
ø(v) Economic growth.
ø(vi) Technological innovation.
ø(vii) Consumer prices for goods and serv-

ices.
ø(viii) Such other factors considered appro-

priate by the President.
ø(B) A summary of any independent analy-

ses of impacts prepared by persons comment-
ing during the comment period on the ac-
counting statement.

ø(3) RECOMMENDATIONS FOR REFORM.—The
President shall include in the associated re-
port the following:

ø(A) A summary of recommendations of
the President for reform or elimination of
any Federal regulatory program or program
element that does not represent sound use of
national economic resources or otherwise is
inefficient.

ø(B) A summary of any recommendations
for such reform or elimination of Federal
regulatory programs or program elements
prepared by persons commenting during the
comment period on the accounting state-
ment.

ø(d) GUIDANCE FROM OFFICE OF MANAGE-
MENT AND BUDGET.—The Director of the Of-
fice of Management and Budget shall, in con-
sultation with the Council of Economic Ad-
visers and the agencies, develop guidance for
the agencies—

ø(1) to standardize measures of costs and
benefits in accounting statements prepared
pursuant to this section and section 3 of this
Act, including—

ø(A) detailed guidance on estimating the
costs and benefits of major rules; and

ø(B) general guidance on estimating the
costs and benefits of all other rules that do
not meet the thresholds for major rules; and

ø(2) to standardize the format of the ac-
counting statements.

ø(e) RECOMMENDATIONS FROM CONGRES-
SIONAL BUDGET OFFICE.—After each account-
ing statement and associated report submit-
ted to Congress, the Director of the Congres-
sional Budget Office shall make rec-
ommendations to the President—

ø(1) for improving accounting statements
prepared pursuant to this section, including
recommendations on level of detail and accu-
racy; and

ø(2) for improving associated reports pre-
pared pursuant to this section, including rec-
ommendations on the quality of analysis.

ø(f) JUDICIAL REVIEW.—No requirements
under this section shall be subject to judicial
review in any manner.

øSEC. 8. EFFECTIVE DATE.
øExcept as otherwise provided in this Act,

this Act shall take effect 180 days after the
date of the enactment of this Act.¿
SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Comprehensive
Regulatory Reform Act of 1995’’.
SEC. 2. DEFINITIONS.

Section 551 of title 5, United States Code, is
amended—

(1) in the matter preceding paragraph (1), by
striking ‘‘this subchapter’’ and inserting ‘‘this
chapter and chapters 6, 7, and 8’’;

(2) in paragraph (13), by striking ‘‘and’’;
(3) in paragraph (14), by striking the period at

the end and inserting ‘‘; and’’; and
(4) by adding at the end the following new

paragraph:
‘‘(15) ‘Director’ means the Director of the Of-

fice of Management and Budget.’’.
SEC. 3. RULEMAKING.

Section 553 of title 5, United States Code, is
amended to read as follows:
‘‘§ 553. Rulemaking

‘‘(a) This section applies to every rulemaking,
according to the provisions thereof, except to the
extent that there is involved—

‘‘(1) a matter pertaining to a military or for-
eign affairs function of the United States;

‘‘(2) a matter relating to the management and
personnel practices of an agency;

‘‘(3) an interpretive rule, general statement of
policy, guidance, or rule of agency organiza-
tion, procedure, or practice that is not generally
applicable and does not alter or create rights or
obligations of persons outside the agency; or

‘‘(4) a rule relating to the acquisition, man-
agement, or disposal by an agency of real or
personal property, or of services, that is promul-
gated in compliance with criteria and proce-
dures established by the Administrator of Gen-
eral Services.

‘‘(b)(1) General notice of proposed rulemaking
shall be published in the Federal Register, un-
less all persons subject thereto are named and
either personally served or otherwise have ac-
tual notice of the proposed rulemaking in ac-
cordance with law. Each notice of proposed
rulemaking shall include—

‘‘(A) a statement of the time, place, and na-
ture of public rulemaking proceedings;

‘‘(B) a succinct explanation of the need for
and specific objectives of the proposed rule, in-
cluding an explanation of the agency’s deter-
mination of whether or not the rule is a major
rule within the meaning of section 621(4);

‘‘(C) an explanation of the specific statutory
interpretation under which a rule is proposed,
including an explanation of—

‘‘(i) whether the interpretation is expressly re-
quired by the text of the statute; or

‘‘(ii) if the interpretation is not expressly re-
quired by the text of the statute, an explanation
that the interpretation is within the range of
permissible interpretations of the statute as
identified by the agency, and an explanation
why the interpretation selected by the agency is
the agency’s preferred interpretation;

‘‘(D) the proposed provisions of the rule;
‘‘(E) a summary of any initial analysis of the

proposed rule required to be prepared or issued
pursuant to chapter 6;

‘‘(F) a statement that the agency seeks pro-
posals from the public and from State and local
governments for alternative methods to accom-
plish the objectives of the rulemaking that are
more effective or less burdensome than the ap-
proach used in the proposed rule;

‘‘(G) a description of any data, methodologies,
reports, studies, scientific evaluations, or other
similar information available to the agency for
the rulemaking, including an identification of
each author or source of such information and
the purposes for which the agency plans to rely
on such information; and

‘‘(H) a statement specifying where the file of
the rulemaking proceeding maintained pursuant
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to subsection (f) may be inspected and how cop-
ies of the items in the file may be obtained.

‘‘(2) Except when notice or hearing is required
by statute, a final rule may be adopted and may
become effective without prior compliance with
this subsection and subsections (c) and (f) if—

‘‘(A) the agency for good cause finds that pro-
viding notice and public procedure thereon be-
fore the rule becomes effective is contrary to an
important public interest or is unnecessary due
to the insignificant impact of the rule;

‘‘(B) the agency publishes the rule in the Fed-
eral Register with such finding and a succinct
explanation of the reasons therefor; and

‘‘(C) the agency complies with this subsection
and subsections (c) and (f) to the maximum ex-
tent feasible prior to the promulgation of the
final rule, and fully complies with such provi-
sions as soon as reasonably practicable after the
promulgation of the rule.

‘‘(3) Whenever the provisions of a final rule
that an agency plans to adopt are so different
from the provisions of the proposed rule that the
original notice of proposed rulemaking did not
fairly apprise the public of the issues ultimately
to be resolved in the rulemaking or of the sub-
stance of the rule, the agency shall publish in
the Federal Register a notice of the final rule
the agency plans to adopt, together with the in-
formation relevant to such rule that is required
by the applicable provisions of this section and
that has not previously been published in the
Federal Register. The agency shall allow a rea-
sonable period for comment on such final rule.

‘‘(c)(1) After providing the notice required by
this section, the agency shall give interested
persons not less than 60 days to participate in
the rulemaking through the submission of writ-
ten data, views, or arguments.

‘‘(2)(A) To collect relevant information, and to
identify and elicit full and representative public
comment on the significant issues of a particu-
lar rulemaking, the agency may use such other
procedures as the agency determines are appro-
priate, including—

‘‘(i) the publication of an advance notice of
proposed rulemaking;

‘‘(ii) the provision of notice, in forms which
are more direct than notice published in the
Federal Register, to persons who would be sub-
stantially affected by the proposed rule, but
who are unlikely to receive notice of the pro-
posed rulemaking through the Federal Register;

‘‘(iii) the provision of opportunities for oral
presentation of data, views, information, or re-
buttal arguments at informal public hearings,
which may be held in the District of Columbia
and other locations;

‘‘(iv) the provision of summaries, explanatory
materials, or other technical information in re-
sponse to public inquiries concerning the issues
involved in the rulemaking; and

‘‘(v) the adoption or modification of agency
procedural rules to reduce the cost or complexity
of participation in a rulemaking.

‘‘(B) The decision of an agency to use or not
to use such other procedures in a rulemaking
pursuant to this paragraph shall not be subject
to judicial review.

‘‘(3) To ensure an orderly and expeditious
proceeding, an agency may establish reasonable
procedures to regulate the course of informal
public hearings under paragraphs (1) and (2),
including the designation of representatives to
make oral presentations or engage in direct or
cross-examination on behalf of several parties
with a common interest in a rulemaking. Tran-
scripts shall be made of all such public hearings.

‘‘(4) An agency shall publish any final rule it
adopts in the Federal Register, together with a
concise statement of the basis and purpose of
the rule and a statement of when the rule may
become effective. The statement of basis and
purpose shall include—

‘‘(A) an explanation of the need for, objectives
of, and specific statutory authority for, the rule;

‘‘(B) a discussion of, and response to, any sig-
nificant factual or legal issues raised by the

comments on the proposed rule prior to its pro-
mulgation, including a description of the rea-
sonable alternatives to the rule proposed by the
agency and by interested persons, and the rea-
sons why each such alternative was rejected;

‘‘(C)(i) an explanation of whether the specific
statutory interpretation upon which the rule is
based is expressly required by the text of the
statute; or

‘‘(ii) if the specific statutory interpretation
upon which the rule is based is not expressly re-
quired by the text of the statute, an explanation
that the interpretation is within the range of
permissible interpretations of the statute as
identified by the agency, and why the agency
has rejected other interpretations proposed in
comments to the agency;

‘‘(D) an explanation of how the factual con-
clusions upon which the rule is based are sub-
stantially supported in the rulemaking file
maintained pursuant to subsection (f); and

‘‘(E) a summary of any final analysis of the
rule required to be prepared or issued pursuant
to chapter 6.

‘‘(5) The provisions of sections 556 and 557
shall apply in lieu of this subsection in the case
of rules that are required by statute to be made
on the record after opportunity for an agency
hearing.

‘‘(d) An agency shall publish the final rule in
the Federal Register not less than 60 days before
the effective date of such rule. An agency may
make a rule effective in less than 60 days after
publication in the Federal Register if the rule
grants or recognizes an exemption, relieves a re-
striction, or if the agency for good cause finds
that such a delay in the effective date would be
contrary to an important public interest and
publishes such finding and an explanation of
the reasons therefor, with the final rule.

‘‘(e)(1) Each agency shall give an interested
person the right to petition for the issuance,
amendment, or repeal of a rule.

‘‘(2) Each person subject to a major rule may
petition—

‘‘(A) for the issuance, amendment, or repeal of
such rule;

‘‘(B) for the amendment or repeal of an inter-
pretive rule or general statement of policy or
guidance;

‘‘(C) for an interpretation regarding the
meaning of the rule, interpretive rule, general
statement of policy, or guidance; and

‘‘(D) for a variance or exemption from the
terms of the rule.

‘‘(3)(A) Any person subject to a rule, interpre-
tive rule, general statement of policy, or guid-
ance may petition an agency for the amendment
or repeal of any rule, interpretive rule, general
statement of policy, or guidance.

‘‘(B) If such petition presents a reasonable
likelihood that, considering its future impact,
the rule, interpretive rule, general statement of
policy, or guidance is, or has the effect of, a
major rule within the meaning of section 621(4),
and its amendment or repeal is required to sat-
isfy the decisional criteria of section 624, the
agency shall grant the petition and shall, with-
in one year, conduct a cost-benefit analysis
under chapter 6.

‘‘(C) If, considering its future impact, the
rule, interpretive rule, general statement of pol-
icy, or guidance does not satisfy the require-
ments of chapter 6, including the decisional cri-
teria set forth in section 624, the agency shall
take immediate action either to revoke or to
amend the rule, interpretive rule, general state-
ment of policy, or guidance to conform it to the
requirements of chapter 6, including the
decisional criteria in section 624.

‘‘(4) The agency shall grant or deny a petition
made pursuant to this subsection, and give writ-
ten notice of its determination to the petitioner,
with reasonable promptness, but in no event
later than 180 days after the petition was re-
ceived by the agency. The written notice of the
agency’s determination shall include an expla-
nation of the determination and a response to

each factual and legal claim that forms the
basis of the petition. A decision to deny a peti-
tion shall be subject to judicial review imme-
diately upon denial, as final agency action
under the statute granting the agency authority
to carry out its action.

‘‘(5) Following a decision to grant or deny a
petition to conduct a cost-benefit analysis for a
rule, interpretive rule, general statement of pol-
icy, or guidance under this subsection, no fur-
ther petition for such rule, interpretive rule,
general statement of policy, or guidance, sub-
mitted by the same person, shall be considered
by any agency unless such petition is based on
a change in a fact, circumstance, or provision of
law underlying or otherwise related to the rule,
interpretive rule, general statement of policy, or
guidance occurring since the initial petition was
granted or denied, that warrants the amend-
ment or repeal of the rule, interpretive rule, gen-
eral statement of policy, or guidance.

‘‘(f)(1) The agency shall maintain a file for
each rulemaking proceeding conducted pursu-
ant to this section and shall maintain a current
index to such file. The file and the material ex-
cluded from the file pursuant to paragraph (4)
shall constitute the rulemaking record for pur-
poses of judicial review. Except as provided in
paragraph (4), the file shall be made available
to the public beginning on the date on which
the agency makes an initial publication con-
cerning the rule.

‘‘(2) The rulemaking file shall include—
‘‘(A) the notice of proposed rulemaking, any

supplement to, or modification or revision of,
such notice, and any advance notice of pro-
posed rulemaking;

‘‘(B) copies of all written comments received
on the proposed rule;

‘‘(C) a transcript of any public hearing con-
ducted on the rulemaking;

‘‘(D) copies, or an identification of the place
at which copies may be obtained, of all material
described by the agency pursuant to subsection
(b)(1)(G) and of other factual and methodologi-
cal material not described by the agency pursu-
ant to such subsection that pertains directly to
the rulemaking and that was available to the
agency in connection with the rulemaking, or
that was submitted to or prepared by or for the
agency in connection with the rulemaking; and

‘‘(E) any statement, description, analysis, or
any other material that the agency is required
to prepare or issue in connection with the rule-
making, including any analysis prepared or is-
sued pursuant to chapter 6.

‘‘(3) The agency shall place the materials de-
scribed in paragraph (2) in the file as soon as
practicable after such materials become avail-
able to the agency.

‘‘(4) The file required by paragraph (1) need
not include any material that need not be made
available to the public under section 552(b)(4) if
the agency includes in such file a statement that
notes the existence of such material and the
basis upon which the material is exempt from
public disclosure under such section. The agen-
cy may not substantially rely on any such mate-
rial in formulating a rule unless it makes the
substance of such material available for ade-
quate comment by interested persons. The agen-
cy may use summaries, aggregations of data, or
other appropriate mechanisms to protect the
confidentiality of such material to the maximum
extent possible.

‘‘(5) No court shall hold unlawful or set aside
an agency rule because of a violation of this
subsection unless the court finds that such vio-
lation has precluded fair public consideration of
a material issue of the rulemaking taken as a
whole. Judicial review of compliance or non-
compliance with this subsection shall be limited
to review of action or inaction on the part of an
agency.

‘‘(g) Notwithstanding any other provision of
law, this section shall apply to and supplement
the procedures governing rulemaking under
statutes that are not generally subject to this
section.



CONGRESSIONAL RECORD — SENATE S 9271June 28, 1995
‘‘(h) Nothing in this section authorizes the use

of appropriated funds available to any agency
to pay the attorney’s fees or other expenses of
persons participating or intervening in agency
proceedings.’’.
SEC. 4. ANALYSIS OF AGENCY RULES.

(a) IN GENERAL.—Chapter 6 of title 5, United
States Code, is amended by adding at the end
the following:
‘‘SUBCHAPTER II—ANALYSIS OF AGENCY

RULES
‘‘§ 621. Definitions

‘‘For purposes of this subchapter—
‘‘(1) the term ‘benefit’ means the reasonably

identifiable significant incremental benefits, in-
cluding social and economic benefits, that are
expected to result directly or indirectly from im-
plementation of a rule or an alternative to a
rule;

‘‘(2) the term ‘cost’ means the reasonably
identifiable significant incremental costs and
adverse effects, including social and economic
costs, reduced consumer choice, substitution ef-
fects, and impeded technological advancement,
that are expected to result directly or indirectly
from implementation of, or compliance with, a
rule or an alternative to a rule;

‘‘(3) the term ‘cost-benefit analysis’ means an
evaluation of the costs and benefits of a rule,
quantified to the extent feasible and appropriate
and otherwise qualitatively described, that is
prepared in accordance with the requirements of
this subchapter at the level of detail appropriate
and practicable for reasoned decisionmaking on
the matter involved, taking into consideration
the significance and complexity of the decision
and any need for expedition;

‘‘(4)(A) the term ‘major rule’ means—
‘‘(i) a rule or a group of closely related rules

that the agency proposing the rule, the Director,
or a designee of the President reasonably deter-
mines is likely to have a gross annual effect on
the economy of $50,000,000 or more in reasonably
quantifiable increased direct and indirect costs,
or has a significant impact on a sector of the
economy; or

‘‘(ii) a rule or a group of closely related rules
that is otherwise designated a major rule by the
agency proposing the rule, the Director, or a
designee of the President on the ground that the
rule is likely to result in—

‘‘(I) a substantial increase in costs or prices
for wage earners, consumers, individual indus-
tries, nonprofit organizations, Federal, State, or
local government agencies, or geographic re-
gions;

‘‘(II) significant adverse effects on competi-
tion, employment, investment, productivity, in-
novation, health, safety, or the environment, or
the ability of enterprises whose principal places
of business are in the United States to compete
in domestic or export markets;

‘‘(III) a serious inconsistency or interference
with an action taken or planned by another
agency;

‘‘(IV) the material alteration of the budgetary
impact of entitlements, grants, user fees, or loan
programs, or the rights and obligations of recipi-
ents thereof; or

‘‘(V) disproportionate costs to a class of per-
sons within the regulated sector, and relatively
severe economic consequences for the class;

‘‘(B) the term ‘major rule’ does not include—
‘‘(i) a rule that involves the internal revenue

laws of the United States; or
‘‘(ii) a rule or agency action that authorizes

the introduction into, or removal from, com-
merce, or recognizes the marketable status, of a
product;

‘‘(5) the term ‘market-based mechanism’
means a regulatory program that—

‘‘(A) imposes legal accountability for the
achievement of an explicit regulatory objective
on each regulated person;

‘‘(B) affords maximum flexibility to each regu-
lated person in complying with mandatory regu-
latory objectives, which flexibility shall, where

feasible and appropriate, include, but not be
limited to, the opportunity to transfer to, or re-
ceive from, other persons, including for cash or
other legal consideration, increments of compli-
ance responsibility established by the program;
and

‘‘(C) permits regulated persons to respond
freely to changes in general economic conditions
and in economic circumstances directly perti-
nent to the regulatory program without affect-
ing the achievement of the program’s explicit
regulatory mandates;

‘‘(6) the term ‘performance-based standards’
means requirements, expressed in terms of out-
comes or goals rather than mandatory means of
achieving outcomes or goals, that permit the
regulated entity discretion to determine how
best to meet specific requirements in particular
circumstances;

‘‘(7) the term ‘reasonable alternatives’ means
the range of regulatory options that the agency
has discretion to consider under the text of the
statute granting rulemaking authority, inter-
preted, to the maximum extent possible, to em-
brace the broadest range of options that satisfy
the decisional criteria of section 624(b); and

‘‘(8) the term ‘rule’ has the same meaning as
in section 551(4), and—

‘‘(A) includes any statement of general appli-
cability that alters or creates rights or obliga-
tions of persons outside the agency; and

‘‘(B) does not include—
‘‘(i) a rule of particular applicability that ap-

proves or prescribes the future rates, wages,
prices, services, corporate or financial struc-
tures, reorganizations, mergers, acquisitions, ac-
counting practices, or disclosures bearing on
any of the foregoing;

‘‘(ii) a rule relating to monetary policy or to
the safety or soundness of Federally insured de-
pository institutions or any affiliate of such an
institution (as defined in section 2(k) of the
Bank Holding Company Act of 1956), credit
unions, Federal Home Loan Banks, government
sponsored housing enterprises, farm credit insti-
tutions, foreign banks that operate in the Unit-
ed States and their affiliates, branches, agen-
cies, commercial lending companies, or rep-
resentative offices, (as those terms are defined in
section 1 of the International Banking Act of
1978); or

‘‘(iii) a rule relating to the payment system or
the protection of deposit insurance funds or the
farm credit insurance fund.
‘‘§ 622. Rulemaking cost-benefit analysis

‘‘(a) Prior to publishing notice of a proposed
rulemaking for any rule (or, in the case of a no-
tice of a proposed rulemaking that has been
published on or before the date of enactment of
this subchapter, not later than 30 days after
such date of enactment), each agency shall de-
termine whether the rule is or is not a major
rule within the meaning of section 621(4)(A)(i)
and, if it is not, whether it should be designated
a major rule under section 621(4)(A)(ii). For the
purpose of any such determination or designa-
tion, a group of closely related rules shall be
considered as one rule.

‘‘(b)(1) If an agency has determined that a
rule is not a major rule within the meaning of
section 621(4)(A)(i) and has not designated the
rule a major rule within the meaning of section
621(4)(A)(ii), the Director or a designee of the
President may, as appropriate, determine that
the rule is a major rule or designate the rule a
major rule not later than 30 days after the pub-
lication of the notice of proposed rulemaking for
the rule (or, in the case of a notice of proposed
rulemaking that has been published on or before
the date of enactment of this subchapter, not
later than 60 days after such date of enact-
ment).

‘‘(2) Such determination or designation shall
be published in the Federal Register, together
with a succinct statement of the basis for the de-
termination or designation.

‘‘(c)(1)(A) When the agency publishes a notice
of proposed rulemaking for a major rule, the

agency shall issue and place in the rulemaking
file an initial cost-benefit analysis, and shall in-
clude a summary of such analysis in the notice
of proposed rulemaking.

‘‘(B)(i) When the Director or a designee of the
President has published a determination or des-
ignation that a rule is a major rule after the
publication of the notice of proposed rulemaking
for the rule, the agency shall promptly issue and
place in the rulemaking file an initial cost-bene-
fit analysis for the rule and shall publish in the
Federal Register a summary of such analysis.

‘‘(ii) Following the issuance of an initial cost-
benefit analysis under clause (i), the agency
shall give interested persons an opportunity to
comment in the same manner as if the initial
cost-benefit analysis had been issued with the
notice of proposed rulemaking.

‘‘(2) Each initial cost-benefit analysis shall
contain—

‘‘(A) an analysis of the benefits of the pro-
posed rule, and an explanation of how the
agency anticipates each benefit will be achieved
by the proposed rule, including a description of
the persons or classes of persons likely to receive
such benefits;

‘‘(B) an analysis of the costs of the proposed
rule, and an explanation of how the agency an-
ticipates each such cost will result from the pro-
posed rule, including a description of the per-
sons or groups of persons likely to bear such
costs;

‘‘(C) an identification (including an analysis
of the costs and benefits) of reasonable alter-
natives that the agency has discretion to adopt
under the decisional criteria of the statute
granting the rulemaking authority, as supple-
mented by the decisional criteria in section 624,
for achieving identified benefits, including,
where appropriate, alternatives that—

‘‘(i) require no government action;
‘‘(ii) will accommodate differences among geo-

graphic regions and among persons with differ-
ing levels of resources with which to comply;
and

‘‘(iii) employ voluntary or performance-based
standards, market-based mechanisms, or other
flexible regulatory alternatives that permit the
greatest flexibility in achieving the identified
benefits of the proposed rule;

‘‘(D) an assessment of the feasibility of estab-
lishing a regulatory program that operates
through the application of voluntary programs,
voluntary consensus standards, performance-
based standards, market-based mechanisms, or
other flexible regulatory alternatives;

‘‘(E) in any case in which the proposed rule is
based on one or more scientific evaluations, sci-
entific information, or a risk assessment, or is
subject to the risk assessment requirements of
subchapter III, a description of the actions un-
dertaken by the agency to verify the quality, re-
liability, and relevance of such scientific eval-
uations or scientific information in accordance
with the requirements of subchapter III;

‘‘(F) an analysis, to the extent practicable, of
the effect of the rule on—

‘‘(i) the cumulative burden of compliance with
the rule and other existing regulations on per-
sons complying with it; and

‘‘(ii) the net effect on small businesses with
fewer than 100 employees, including employment
in such businesses;

‘‘(G) an analysis of whether the identified
benefits of the proposed rule justify the identi-
fied costs of the proposed rule, and an analysis
of whether the proposed rule will achieve great-
er net benefits or, where applicable, lower net
costs, than any of the alternatives to the pro-
posed rule, including alternatives identified in
accordance with subparagraphs (C) and (D).

‘‘(d)(1) When the agency publishes a final
major rule, the agency shall also issue and place
in the rulemaking file a final cost-benefit analy-
sis, and shall include a summary of the analysis
in the statement of basis and purpose.

‘‘(2) Each final cost-benefit analysis shall
contain—



CONGRESSIONAL RECORD — SENATES 9272 June 28, 1995
‘‘(A) a description and comparison of the ben-

efits and costs of the rule and of the reasonable
alternatives to the rule described in the rule-
making, including the flexible regulatory alter-
natives identified pursuant to subsection (c)(2)
(C) and (D); and

‘‘(B) an analysis, based upon the rulemaking
record considered as a whole, of—

‘‘(i) whether the benefits of the rule justify
the costs of the rule; and

‘‘(ii) whether the rule will achieve greater net
benefits or, where section 624(c) applies, lower
net costs, than any of the reasonable alter-
natives that the agency has discretion to adopt
under the decisional criteria of the statute
granting the rulemaking authority, as supple-
mented by the decisional criteria in section 624,
for achieving identified benefits, including,
where appropriate, alternatives referred to in
subsection (c)(2) (C) and (D).

‘‘(e)(1)(A) The analysis of the benefits and
costs of a proposed and a final rule required
under this section shall include, to the extent
feasible, a quantification or numerical estimate
of the quantifiable benefits and costs. Such
quantification or numerical estimate shall be
made in the most appropriate unit of measure-
ment, using comparable assumptions, including
time periods, shall specify the ranges of pre-
dictions, and shall explain the margins of error
involved in the quantification methods and in
the estimates used. An agency shall describe the
nature and extent of the nonquantifiable bene-
fits and costs of a final rule pursuant to this
section in as precise and succinct a manner as
possible. An agency shall not be required to
make such evaluation primarily on a mathe-
matical or numerical basis.

‘‘(B) Where practicable and appropriate, the
description of the benefits and costs of a pro-
posed and final rule required under this section
shall describe such benefits and costs on an in-
dustry by industry basis.

‘‘(2)(A) In evaluating and comparing costs
and benefits and in evaluating the risk assess-
ment information developed pursuant to sub-
chapter III, the agency shall not rely on cost,
benefit, or risk assessment information that is
not accompanied by relevant information that
would enable the agency and other persons in-
terested in the rulemaking to assess the accu-
racy, reliability, and uncertainty factors appli-
cable to such information.

‘‘(B) The agency evaluations of the relation-
ships of the benefits of a proposed and final rule
to its costs shall be clearly articulated in accord-
ance with this section.

‘‘(f) The preparation of the initial or final
cost-benefit analysis required by this section
shall only be performed by an officer or em-
ployee of the agency. The preceding sentence
shall not preclude a person outside the agency
from gathering data or information to be used
by the agency in preparing any such cost-bene-
fit analysis or from providing an explanation
sufficient to permit the agency to analyze such
data or information. If any such data or infor-
mation is gathered or explained by a person out-
side the agency, the agency shall specifically
identify in the initial or final cost-benefit analy-
sis the data or information gathered or ex-
plained and the person who gathered or ex-
plained it, and shall describe the arrangement
by which the information was procured by the
agency, including the total amount of funds ex-
pended for such procurement.
‘‘§ 623. Petition for cost-benefit analysis

‘‘(a)(1) Any person subject to a major rule
may petition the relevant agency, the Director,
or a designee of the President to perform a cost-
benefit analysis under this subchapter for the
major rule, including a major rule in effect on
the date of enactment of this subchapter for
which a cost-benefit analysis pursuant to such
subchapter has not been performed, regardless
of whether a cost-benefit analysis was pre-
viously performed to meet requirements imposed
before the date of enactment of this subchapter.

‘‘(2) The petition shall identify with reason-
able specificity the major rule to be reviewed
and the amendment or repeal requested.

‘‘(3) The agency, the Director, or a designee of
the President shall grant the petition if the peti-
tion shows that there is a reasonable likelihood
that, considering the future impact of the rule—

‘‘(A) the rule is a major rule; and
‘‘(B) the proposed amendment or repeal of the

rule is required to satisfy the decisional criteria
of section 624.

‘‘(4) A decision to grant, or final agency ac-
tion to deny, a petition under this subsection
shall be made not later than 180 days after sub-
mittal.

‘‘(5) Following a decision to grant or deny a
petition to conduct a cost-benefit analysis for a
rule under this subsection, no further petition
for such rule, submitted by the same person,
shall be considered by any agency, the Director,
or a designee of the President, unless such peti-
tion is based on a change in a fact, cir-
cumstance, or provision of law underlying or
otherwise related to the rule occurring since the
initial petition was granted or denied, that war-
rants the amendment or repeal of the rule.

‘‘(b) Not later than 1 year after the date on
which a petition has been granted for a major
rule under subsection (a), the agency shall con-
duct a cost-benefit analysis in accordance with
this subchapter, and shall propose amendments
to, or repeal of, the rule if required by the
decisional criteria set forth in section 624.

‘‘(c) For purposes of this section, the term
‘major rule’ means any major rule or portion
thereof.

‘‘(d)(1) Any person may petition the relevant
agency to withdraw, as contrary to this sub-
chapter, any agency interpretive rule, guidance,
or general statement of policy that would have
the effect of a major rule if the interpretive rule,
guidance, or general statement of policy had
been adopted as a rule.

‘‘(2) The petition shall identify with reason-
able specificity why the interpretive rule, guid-
ance, or general statement of policy would have
the effect of a major rule if adopted as a rule.

‘‘(3) The agency shall grant the petition if the
petition shows that there is a reasonable likeli-
hood that the guidance or general statement of
policy would have the effect of a major rule if
adopted as a rule.

‘‘(4) A decision to grant, or final agency ac-
tion to deny, a petition under this subsection
shall be made not later than 180 days after the
petition is submitted.

‘‘(e) For each interpretative rule, guidance, or
general statement of policy for which a petition
has been granted under subsection (d), the
agency shall—

‘‘(1) immediately withdraw the interpretive
rule, guidance, or general statement of policy;
or

‘‘(2) within one year, propose a rule in compli-
ance with this subchapter incorporating, with
such modifications as the agency considers ap-
propriate, the regulatory standards or criteria
contained in such interpretive rule, general
statement of policy, or guidance.

‘‘(f) Upon withdrawing an interpretive rule,
guidance, or general statement of policy, or
where such interpretive rule, guidance, or gen-
eral statement of policy is not withdrawn and a
final rule is not promulgated within 2 years of
granting a petition under subsection (d), the
agency shall be prohibited from enforcing
against any person the regulatory standards or
criteria contained in such interpretive rule,
guidance, or general statement of policy, unless
and until they are included in a rule promul-
gated in accordance with this subchapter.

‘‘(g)(1) Any person subject to a major rule
may petition the relevant agency to modify or
waive the specific requirements of the major rule
and to authorize such person to demonstrate
compliance through alternative means not oth-
erwise permitted by the major rule. The petition
shall identify with reasonable specificity the re-

quirements for which the waiver is sought and
the alternative means of compliance being pro-
posed.

‘‘(2) The agency shall grant the petition if the
petition shows that there is a reasonable likeli-
hood that the proposed alternative means of
compliance would achieve the specific benefits
of the major rule with an equivalent or greater
level of protection of health, safety, and the en-
vironment than would be provided by the major
rule, and would not impose an undue burden on
the agency that would be responsible for enforc-
ing such alternative means of compliance.

‘‘(3) Following a decision to grant or deny a
petition under this subsection, no further peti-
tion for such rule, submitted by the same per-
son, shall be considered by any agency unless
such petition is based on a change in a fact, cir-
cumstance, or provision of law underlying or
otherwise related to the rule occurring since the
initial petition was granted or denied, that war-
rants the granting of such further petition.
‘‘§ 624. Decisional criteria

‘‘(a) The requirements of this section shall
supplement any other decisional criteria other-
wise provided by law.

‘‘(b) Subject to subsection (c), no final rule
subject to this subchapter shall be promulgated
unless the agency finds that—

‘‘(1) the potential benefits from the rule justify
the potential costs of the rule; and

‘‘(2) the rule will produce the most cost-effec-
tive result of any of the reasonable alternatives
that the agency has discretion to adopt under
the decisional criteria of the statute granting
the rulemaking authority.

‘‘(c) If a statute requires or permits that a rule
be promulgated and that rule cannot, applying
the express decisional criteria in the statute,
satisfy the criteria provided in subsection (b),
the agency shall not promulgate the rule unless
the rule imposes—

‘‘(1) lower costs than any of the reasonable al-
ternatives; or

‘‘(2) the least costs taking into account bene-
fits that the agency has discretion to adopt
under the decisional criteria of the statute
granting the rulemaking authority.

‘‘(d) If an agency promulgates a rule that is
subject to subsection (c), the agency shall pre-
pare a written explanation of why the agency
was required to promulgate a rule with potential
costs that were not justified by the potential
benefits and shall transmit that explanation
along with the final cost-benefit analysis to
Congress when the final rule is promulgated.
‘‘§ 625. Judicial review

‘‘(a) Each court with jurisdiction to review
final agency action under the statute granting
the agency authority to conduct the rulemaking
shall have jurisdiction to review final agency
action under this subchapter.

‘‘(b)(1) Any cost-benefit analysis of, or risk
assessment concerning, a rule shall constitute
part of the whole rulemaking record of agency
action for the purpose of judicial review and
shall be considered by a court in determining
the legality of the agency action, but only to the
extent that it relates to the agency’s decisional
responsibilities under section 624 or the statute
granting the agency authority to take the agen-
cy action.

‘‘(2) No analysis required by this subchapter
shall be subject to judicial review separate or
apart from judicial review of the agency action
to which it relates.

‘‘(3) The court shall apply the same standards
of judicial review that govern the review of
agency findings under the statute granting the
agency authority to take the action.

‘‘(4) The court shall set aside agency action
that fails to satisfy the decisional criteria of sec-
tion 624, applying the applicable judicial review
standards.
‘‘§ 626. Deadlines for rulemaking

‘‘(a) Beginning on the date of enactment of
this section, all deadlines in statutes that re-
quire agencies to propose or promulgate any
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rule subject to this subchapter shall be sus-
pended until such time as the requirements of
this subchapter are satisfied.

‘‘(b) Beginning on the date of enactment of
this section, the jurisdiction of any court of the
United States to enforce any deadline that
would require an agency to propose or promul-
gate a rule subject to this chapter shall be sus-
pended until such time as the requirements of
this subchapter are satisfied.

‘‘(c) In any case in which the failure to pro-
mulgate a rule by a deadline would create an
obligation to regulate through individual adju-
dications by another deadline, the deadline for
such regulation shall be suspended to allow the
requirements of this subchapter to be satisfied.

‘‘§ 627. Agency review of rules
‘‘(a)(1)(A) Not later than 9 months after the

date of enactment of this section, each agency
shall prepare and publish in the Federal Reg-
ister a proposed schedule for the review, in ac-
cordance with this section, of—

‘‘(i) each rule of the agency that is in effect
on such effective date and which, considering
its future impact, would be a major rule under
this subchapter;

‘‘(ii) each rule of the agency that is inconsist-
ent or incompatible with, or duplicative of, any
other obligation or requirement established by
any Federal statute, rule, or other agency state-
ment, interpretation, or action that has the
force of law; and

‘‘(iii) each rule of the agency in effect on the
date of enactment of this section (in addition to
the rules described in clauses (i) and (ii)) that
the agency has selected for review.

‘‘(B) Each proposed schedule required by sub-
paragraph (A) shall include—

‘‘(i) a brief explanation of the reasons the
agency considers each rule on the schedule to be
a major rule under section 621(4)(A), or the rea-
sons why the agency selected the rule for re-
view;

‘‘(ii) a date set by the agency, in accordance
with subsection (b)(1), for the completion of the
review of each such rule; and

‘‘(iii) a statement that the agency requests
comments from the public on the proposed
schedule.

‘‘(C) The agency shall set a date to initiate re-
view of each rule on the schedule in a manner
that will ensure the simultaneous review of re-
lated items and that will achieve a reasonable
distribution of reviews over the period of time
covered by the schedule.

‘‘(2) Not later than 90 days before publishing
in the Federal Register the proposed schedule
required under paragraph (1), each agency shall
make the proposed schedule available to the Di-
rector or a designee of the President, or to the
Vice President or other officer to whom over-
sight authority has been delegated under section
643. The President or that officer may select for
review in accordance with this section any addi-
tional rule.

‘‘(3) Not later than 1 year after the date of en-
actment of this section, each agency shall pub-
lish in the Federal Register a final schedule for
the review of the rules referred to in paragraphs
(1) and (2). Each agency shall publish with the
final schedule the response of the agency to
comments received concerning the proposed
schedule.

‘‘(b)(1) Except as explicitly provided otherwise
by statute, the agency shall, pursuant to sub-
sections (c) through (e), review—

‘‘(A) each rule on the schedule promulgated
pursuant to subsection (a);

‘‘(B) each major rule under section 621(4) pro-
mulgated, amended, or otherwise renewed by an
agency after the date of the enactment of this
section; and

‘‘(C) each rule promulgated after the date of
enactment of this section that the President or
the officer designated by the President selects
for review pursuant to subsection (a)(2).

‘‘(2) Except as provided in subsection (f)—

‘‘(A) in the case of a regulation that takes ef-
fect after the date of enactment of this section,
the regulation shall terminate on the date that
is 5 years after the date on which the regulation
takes effect, unless the review required by this
section has been completed by the date that is 5
years after the date on which the regulation
takes effect; and

‘‘(B) in the case of a regulation in effect on
the date of enactment of this section, the regula-
tion shall terminate on the date that is 7 years
after the date of enactment of the Regulatory
Reform Act of 1995, unless the review required
by this section has been completed by the date
that is 7 years after the date of enactment of the
Regulatory Reform Act of 1995.

‘‘(c) An agency shall publish in the Federal
Register a notice of its proposed action under
this section with respect to a rule being re-
viewed. The notice shall include—

‘‘(1) an identification of the specific statutory
authority under which the rule was promul-
gated and an explanation of whether the agen-
cy’s interpretation of the statute is expressly re-
quired by the current text of that statute or, if
not, an explanation that the interpretation is
within the range of permissible interpretations
of the statute as identified by the agency, and
an explanation why the interpretation selected
by the agency is the agency’s preferred interpre-
tation;

‘‘(2) an analysis of the benefits and costs of
the rule during the period in which it has been
in effect;

‘‘(3) an explanation of the proposed agency
action with respect to the rule, including action
to repeal or amend the rule to resolve inconsist-
encies or conflicts with any other obligation or
requirement established by any Federal statute,
rule, or other agency statement, interpretation,
or action that has the force of law; and

‘‘(4) a statement that the agency seeks propos-
als from the public for modifications or alter-
natives to the rule which may accomplish the
objectives of the rule in a more effective or less
burdensome manner.

‘‘(d) If an agency proposes to repeal or amend
a rule under review pursuant to this section, the
agency shall, after issuing the notice required
by subsection (c), comply with the provisions of
this chapter, chapter 5, and any other applica-
ble law. The requirements of such provisions
and related requirements shall apply to the
same extent and in the same manner as in the
case of a proposed agency action to repeal or
amend a rule that is not taken pursuant to the
review required by this section.

‘‘(e) If an agency proposes to renew without
amendment a rule under review pursuant to this
section, the agency shall—

‘‘(1) give interested persons not less than 60
days after the publication of the notice required
by subsection (c) to comment on the proposed re-
newal; and

‘‘(2) publish in the Federal Register notice of
the renewal of such rule, an explanation of the
continued need for the rule, and, if the renewed
rule is a major rule under section 621(4), an ex-
planation of how the rule complies with section
624.

‘‘(f) Any agency, which for good cause finds
that compliance with this section with respect to
a particular rule during the period provided in
subsection (b) is contrary to an important public
interest, may request the President, or an officer
designated by the President, to establish a pe-
riod longer than 5 years, in the case of a regula-
tion that takes effect after the date of enactment
of this section, or 7 years, in the case of a regu-
lation in effect on the date of enactment of this
section, for the completion of the review of such
rule. The President or that officer may extend
the period for review of a rule to a total period
of not more than 10 years. Such extension shall
be published in the Federal Register with an ex-
planation of the reasons therefor.

‘‘(g) In any case in which an agency has not
completed the review of a rule within the period

prescribed by subsection (b) or (f) of this section,
the agency shall immediately publish in the
Federal Register a notice proposing to issue the
rule under subsection (c), and shall complete
proceedings pursuant to subsection (d) or (e) not
later than 180 days after the date on which the
review was required to be completed under sub-
section (b) or (f).

‘‘(h) Nothing in this section shall relieve any
agency from its obligation to respond to a peti-
tion to issue, amend, or repeal a rule, for an in-
terpretation regarding the meaning of a rule, or
for a variance or exemption from the terms of a
rule, submitted pursuant to any other provision
of law.
‘‘§ 628. Special rule

‘‘Notwithstanding any other provision of the
Comprehensive Regulatory Reform Act of 1995,
or the amendments made by such Act, for pur-
poses of this subchapter and subchapter IV, the
head of each appropriate Federal banking agen-
cy (as defined in section 3(q) of the Federal De-
posit Insurance Act), the National Credit Union
Administration, the Federal Housing Finance
Board, the Office of Federal Housing Enterprise
Oversight, and the Farm Credit Administration,
shall have authority with respect to such agen-
cy that otherwise would be provided under such
subchapters to the Director, a designee of the
President, Vice President, or any officer des-
ignated or delegated with authority under such
subchapters.

‘‘SUBCHAPTER III—RISK ASSESSMENTS
‘‘§ 631. Definitions

‘‘For purposes of this subchapter—
‘‘(1) the term ‘benefit’ has the meaning given

such term in section 621(1);
‘‘(2) the term ‘best estimate’ means an estimate

that, to the extent feasible and scientifically ap-
propriate, is based on—

‘‘(A) central estimates of risk using the most
plausible and realistic assumptions;

‘‘(B) an approach that combines multiple esti-
mates based on different scenarios and weighs
the probability of each scenario; and

‘‘(C) any other methodology designed to pro-
vide the most plausible and realistic level of
risk, given the current scientific information
available to the agency concerned;

‘‘(3) the term ‘cost’ has the meaning given
such term in section 621(2);

‘‘(4) the term ‘cost-benefit analysis’ has the
meaning given such term in section 621(3);

‘‘(5) the term ‘emergency’ means an actual,
immediate, and substantial endangerment to
health, safety, or the human environment;

‘‘(6) the term ‘hazard identification’ means
identification of a substance, activity, or condi-
tion that may cause to health, safety, or the en-
vironment based on empirical data, measure-
ments, or testing showing that it has caused sig-
nificant adverse effects at some levels of dose or
exposure combined degree of toxicity and actual
exposure, or other risk the hazards pose for in-
dividuals, populations, or natural resources;
and

‘‘(7) the term ‘major cleanup plan’ means any
proposed or final environmental cleanup plan
for a facility, or Federal guidelines for the issu-
ance of any such plan, the expected costs, ex-
penses, and damages of which are likely to ex-
ceed, in the aggregate, $10,000,000, including a
corrective action requirement under the Solid
Waste Disposal Act (notwithstanding section
4(b)(1)(C) of such Act, but only to the extent of
such requirement), a removal or remedial action
under the Comprehensive Environmental Re-
sponse, Compensation, and Liability Act of 1980,
and any other environmental restoration or
damage assessment carried out by, on behalf of,
or as required or ordered by, an agency or Fed-
eral court, or pursuant to the authority of a
Federal statute with respect to any substance;

‘‘(8) the term ‘major rule’ has the meaning
given such term in section 621(4);

‘‘(9) the term ‘negative data’ means data that
fail to show that a given substance or activity
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induces an adverse effect under certain condi-
tions;

‘‘(10) the term ‘risk assessment’ means—
‘‘(A) the process of identifying hazards, and

of quantifying (to the maximum extent prac-
ticable) or describing the combined degree of
toxicity and actual exposure, or other risk the
hazards pose for individuals, populations, or
natural resources; and

‘‘(B) the document containing the explanation
of how the assessment process has been applied
to an individual substance, activity, or condi-
tion;

‘‘(11) the term ‘risk characterization’—
‘‘(A) means the element of a risk assessment

that involves presentation of the degree of risk
to individuals and populations expected to be
protected, as presented in any regulatory pro-
posal or decision, report to Congress, or other
document that is made available to the public;
and

‘‘(B) may include discussions of uncertainties,
conflicting data, estimates, extrapolations, in-
ferences, and opinions, as appropriate;

‘‘(12) the term ‘rule’ has the meaning given
such term in section 621(7); and

‘‘(13) the term ‘substitution risk’ means a po-
tential increased risk to health, safety, or the
environment resulting from market substi-
tutions, a reduced standard of living, or a regu-
latory alternative designed to decrease other
risks.
‘‘§ 632. Applicability

‘‘(a) Except as provided in subsection (b), this
subchapter shall apply to all risk assessments
and risk characterizations prepared by, or on
behalf of, or prepared by others and adopted by,
any agency in connection with health, safety,
and environmental risks.

‘‘(b)(1) This subchapter shall not apply to risk
assessments or risk characterizations performed
with respect to—

‘‘(A) a situation that the head of the agency
finds to be an emergency;

‘‘(B) a rule or agency action that authorizes
the introduction into or removal from commerce,
or initiation of manufacture, of a substance,
mixture, or product, or recognizes the market-
able status of a product;

‘‘(C) a health, safety, or environmental in-
spection, compliance or enforcement action, or
individual facility permitting action; or

‘‘(D) a screening analysis clearly identified as
such.

‘‘(2)(A) An analysis shall not be treated as a
screening analysis for the purposes of para-
graph (1)(D) if the result of the analysis is
used—

‘‘(i) as the basis for imposing a restriction on
a previously authorized substance, product, or
activity after its initial introduction into manu-
facture or commerce; or

‘‘(ii) to characterize a finding of risk from a
substance or activity in any agency document or
other communication made available to the pub-
lic, the media, or Congress.

‘‘(B) Among the analyses that may be treated
as a screening analyses for the purposes of
paragraph (1)(D) are product registrations,
reregistrations, tolerance settings, and reviews
of premanufacture notices under the Federal In-
secticide, Fungicide, and Rodenticide Act (7
U.S.C. 136 et seq.) and the Toxic Substances
Control Act (15 U.S.C. 2601 et seq.).

‘‘(3) This subchapter shall not apply to any
food, drug, or other product label or to any risk
characterization appearing on any such label.
‘‘§ 633. Principles for risk assessment

‘‘(a)(1) The head of each agency shall apply
the principles set forth in subsection (b) when
preparing any risk assessment for a major rule
to ensure that the risk assessment and all of its
components—

‘‘(A) distinguish scientific findings and best
estimates of risk from other considerations;

‘‘(B) are, to the maximum extent practicable,
scientifically objective, plausible, and realistic,
and inclusive of all relevant data;

‘‘(C) rely, to the extent available and prac-
ticable, on scientific findings; and

‘‘(D) use situation- or decision-specific infor-
mation to the maximum extent practicable.

‘‘(2) An agency shall not be required to repeat
discussions or explanations required under this
section in each risk assessment document if
there is an unambiguous reference to the rel-
evant discussion or explanation in another rea-
sonably available agency document that was
prepared in accordance with this subchapter.

‘‘(b) The principles to be applied when prepar-
ing risk assessments are as follows:

‘‘(1)(A) When assessing human health risks, a
risk assessment shall consider and discuss both
the most important laboratory and epidemiolog-
ical data, including negative data, and summa-
rize the remaining data that finds, or fails to
find, a correlation between a health risk and a
substance or activity.

‘‘(B) When conflicts among such data appear
to exist, or when animal data are used as a basis
to assess human health, the assessment shall in-
clude a discussion of possible reconciliation of
conflicting information. Greatest emphasis shall
be placed on data that indicates the biological
basis of the resulting harm in humans. Animal
data shall be reviewed with regard to relevancy
to humans.

‘‘(2) When a risk assessment involves a choice
of any significant assumption (including the use
of safety factors and default assumptions), in-
ference, or model, the agencies or instrumental-
ity preparing the assessment shall—

‘‘(A) present a representative description and
explicit explanation of plausible and alternative
similar assumptions, inferences, or models (in-
cluding the assumptions incorporated into the
model) and the sensitivity of the conclusions to
them;

‘‘(B) give preference to the model, assumption,
input parameter that represents the most plau-
sible or realistic inference from supporting sci-
entific information;

‘‘(C) identify any science policy or value judg-
ments and employ those judgments only where
the policy determination has been approved by
the head of the agency, after notice and oppor-
tunity for public involvement, as appropriate for
the circumstance under consideration;

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

‘‘(E) indicate the extent to which any signifi-
cant model has been validated by, or conflicts
with, empirical data.

‘‘(3) Risk assessments that provide a quan-
tification or numerical output shall be cal-
culated using the best estimate for each input
parameter and shall use, as available, prob-
abilistic descriptions of the uncertainty and var-
iability associated with each input parameter.

‘‘(4) A risk assessment shall clearly separate
hazard identification from risk characterization
and make clear the relationship between the
level of risk and the level of exposure to a poten-
tial hazard.

‘‘(5) A risk assessment shall be prepared at the
level of detail appropriate and practicable for
reasoned decisionmaking on the matter in-
volved, taking into consideration the signifi-
cance and complexity of the decision and any
need for expedition.

‘‘(6) Where relevant, practicable, and appro-
priate, data shall be developed consistent with
standards for the development of test data pro-
mulgated pursuant to section 4 of the Toxic Sub-
stances Control Act, and standards for data re-
quirements promulgated pursuant to section 3 of
the Federal Insecticide, Fungicide, and
Rodenticide Act.

‘‘(c)(1) The head of each agency shall promote
early involvement by all stakeholders in the de-
velopment of risk assessments that may support
or affect agency rules, guidance, and other sig-
nificant actions, by publishing as part of its
semiannual regulatory agenda, required under
section 602—

‘‘(A) a list of risk assessments and supporting
assessments, including hazard, dose or exposure
assessments, under preparation or planned by
the agency;

‘‘(B) a brief summary of relevant issues ad-
dressed or to be addressed by each listed risk as-
sessment or supporting assessment;

‘‘(C) an approximate schedule for completing
each listed risk assessment and supporting as-
sessment;

‘‘(D) an identification of potential rules, guid-
ance, or other agency actions supported or af-
fected by each listed risk assessment and sup-
porting assessment; and

‘‘(E) the name, address, and telephone number
of an agency official knowledgeable about each
listed risk assessment and supporting assess-
ment.

‘‘(2)(A) The head of each agency shall provide
an opportunity for meaningful public participa-
tion and comment on any risk assessment
throughout the regulatory process commensu-
rate with the consequences of the decision to be
made.

‘‘(B) In cases where the risk assessment will
support a major rule, the agency shall publish,
at the earliest opportunity in the process, an ad-
vanced notice of relevant risk assessment related
information that includes, at a minimum, an
identification of—

‘‘(i) all relevant hazard, dose, exposure, and
other risk related documents that the agency
plans to consider;

‘‘(ii) all risk related guidance that the agency
considers relevant;

‘‘(iii) all hazard, dose, exposure, and other
risk assumptions on which the agency plans to
relay and the bases therefor; and

‘‘(iv) all data and information deficiencies
that could affect agency decisionmaking.

‘‘(d)(1) No agency shall automatically incor-
porate or adopt any recommendation or classi-
fication made by an entity described in para-
graph (2) concerning the health effects or value
of a substance without an opportunity for no-
tice and comment. Any risk assessment or risk
characterization document adopted by an agen-
cy on the basis of such a recommendation or
classification shall comply with this title.

‘‘(2) An entity referred to in paragraph (1) in-
cludes—

‘‘(A) any foreign government and its agencies;
‘‘(B) the United Nations or any of its subsidi-

ary organizations;
‘‘(C) any international governmental body or

standards-making organization; and
‘‘(D) any other organization or private entity

without that does not have a place of business
located in the United States or its territories.

‘‘§ 634. Principles for risk characterization
and communication
‘‘In characterizing risk in any risk assessment

document, regulatory proposal or decision, re-
port to Congress, or other document relating in
each case to a major rule that is made available
to the public, each agency characterizing the
risk shall comply with each of the following:

‘‘(1) The head of the agency shall describe the
exposure scenarios used in any risk assessment,
and, to the extent feasible, provide an estimate
of the size of the corresponding population or
natural resource at risk and the likelihood of
such exposure scenarios.

‘‘(2) If a numerical estimate of risk is pro-
vided, the head of the agency, to the extent fea-
sible and scientifically appropriate, shall pro-
vide—

‘‘(A) the range and distribution of exposures
derived from exposure scenarios used in a risk
assessment, including, where appropriate,
central and high-end estimates, but always in-
cluding a best estimate of the risk to the general
population;

‘‘(B) the range and distribution of risk esti-
mates, including best estimates and, where
quantitative estimates of the range of distribu-
tion of risk estimates are not possible, a list of
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qualitative factors influencing the range of pos-
sible risks; and

‘‘(C) a statement of the major sources of un-
certainties in the hazard identification, dose-re-
sponse, and exposure assessment phases of risk
assessment and their influence on the results of
the assessment.

‘‘(3) To the extent feasible, the head of the
agency shall provide a statement that places the
nature and magnitude of individual and popu-
lation risks to human health in context.

‘‘(4) When a Federal agency provides a risk
assessment or risk characterization for a pro-
posed or final regulatory action, such assess-
ment or characterization shall include a state-
ment of any significant substitution risks to
human health identified by the agency or con-
tained in information provided to the agency by
a commentator.

‘‘(5) An agency shall present a summary in
connection with the presentation of the agen-
cy’s risk assessment or the regulation if—

‘‘(A) the agency provides a public comment
period with respect to a risk assessment or regu-
lation;

‘‘(B) a commentator provides a risk assess-
ment, and a summary of results of such risk as-
sessment; and

‘‘(C) such risk assessment is reasonably con-
sistent with the principles and the guidance
provided under this subtitle.
‘‘§ 635. Requirement to prepare assessment

‘‘(a) Except as provided in section 632 and in
addition to any requirements applicable under
subchapter II, the head of each agency shall
prepare—

‘‘(1) for each major rule relating to health,
safety, or the environment, and for each major
cleanup plan, that is proposed by the agency
after the date of enactment of this subchapter,
is pending on the date of enactment of this sub-
chapter, or is subject to a granted petition for
review pursuant to section 553(e) or 623, a risk
assessment in accordance with this subchapter;

‘‘(2) for each such proposed or final plan, and
each reasonable alternative within the statutory
authority of the agency taking action, a cost-
benefit analysis equivalent to that which would
be required under subchapter II if subchapter II
were applicable; and

‘‘(3) for each such proposed or final plan,
quantified to the extent feasible, a comparison
of any health, safety, or environmental risks ad-
dressed by the regulatory alternatives to other
relevant 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.

‘‘(b) A major cleanup plan is subject to this
subchapter if—

‘‘(1) construction has not commenced on a sig-
nificant portion of the work required by the
plan; or

‘‘(2) if construction has commenced on a sig-
nificant portion of the work required by the
plan, unless—

‘‘(A) it is more cost-effective to complete con-
struction of the work than to apply the provi-
sions of this subchapter; or

‘‘(B) the application of the provisions of this
subchapter, including any delays caused there-
by, will result in an actual and immediate risk
to human health or welfare.

‘‘(c) A risk assessment prepared pursuant to
this subchapter shall be a component of and
used to develop any cost-benefit analysis re-
quired by this subchapter or subchapter II, and
shall, along with any cost-benefit analysis re-
quired by this subchapter, be made part of the
administrative record for judicial review of any
final agency action.
‘‘§ 636. Requirements for assessments

‘‘(a) The head of the agency, subject to review
by the Director or a designee of the President,
shall make a determination that, notwithstand-
ing any other provision of law—

‘‘(1) for each major rule and major cleanup
plan subject to this subchapter, the risk assess-

ment required under section 635 is based on a
scientific, plausible, and realistic evaluation, re-
flecting reasonable exposure scenarios, of the
risk addressed by the major rule and is sup-
ported by the best available scientific data, as
determined by a peer review panel in accordance
with section 640; and

‘‘(2) for each major cleanup plan subject to
this subchapter, the plan has benefits that jus-
tify its costs and that there is no alternative
that is allowed by the statute under which the
plan is promulgated that would provide greater
net benefits or that would achieve an equivalent
reduction in risk in a more cost-effective and
flexible manner.

‘‘(b) Notwithstanding any other provision of
law, no agency shall prohibit or refuse to ap-
prove a substance or product on the basis of
safety where the substance or product presents
a negligible or insignificant human risk under
the intended conditions of use.

‘‘(c) Notwithstanding any other provision of
law, issuance of a record of decision or a final
permit condition or administrative order con-
taining a major cleanup plan, or denial of, or
completion of agency review pursuant to, a peti-
tion for review of a major cleanup plan under
section 637(c), shall constitute final agency ac-
tion subject to judicial review at the time this
action is taken.

‘‘§ 637. Regulations; plan for assessing new in-
formation
‘‘(a)(1) Not later than 1 year after the date of

enactment of this subchapter, the Director or a
designee of the President shall—

‘‘(A) issue a final regulation that has been
subject to notice and comment under section 553
that directs agencies to implement the risk as-
sessment and risk characterization principles set
forth in sections 633 and 634; and

‘‘(B) provide a format for summarizing risk as-
sessment results.

‘‘(2) The regulation under paragraph (1) shall
be sufficiently specific to ensure that risk assess-
ments are conducted consistently by the various
agencies.

‘‘(b) Review of a risk assessment or any entry
(or the evaluation underlying the entry) on an
agency-developed database (including, but not
limited to, the Integrated Risk Information Sys-
tem), shall be conducted by the head of the
agency on the written petition of a person show-
ing a reasonable likelihood that—

‘‘(1) the risk assessment or entry is inconsist-
ent with the principles set forth in sections 633
and 634;

‘‘(2) the risk assessment or entry contains dif-
ferent results than if it had been properly con-
ducted under sections 633 and 634;

‘‘(3) the risk assessment or entry is inconsist-
ent with a rule issued under subsection (a); or

‘‘(4) the risk assessment or entry does not take
into account material significant new scientific
data or scientific understanding.

‘‘(c) Review of a risk assessment, a cost-bene-
fit analysis, or both, for a major cleanup plan
shall be conducted by the head of the agency on
the written petition of a person showing a rea-
sonable likelihood that—

‘‘(1) the risk assessment warrants revision
under any of the criteria set forth in subsection
(b); or

‘‘(2) the cost-benefit analysis warrants revi-
sion under any of the criteria set forth in sec-
tion 624.

‘‘(d)(1) Not later than 90 days after receiving
a petition under subsection (b), the head of the
agency shall respond to the petition by agreeing
or declining to review the risk entry, the cost-
benefit analysis, or both, referred to in the peti-
tion, and shall state the basis for the decision.

‘‘(2) If the head of the agency agrees to review
the petition, the agency shall complete its re-
view not later than 180 days after the decision
made under paragraph (1), unless the Director
agrees in writing with an agency determination
that an extension is necessary in view of limita-

tions on agency resources. Prior to completion of
the agency review, the agency’s written conclu-
sions concerning the review shall be subjected to
peer review pursuant to section 640.

‘‘(3) A risk assessment review completed pur-
suant to a petition may be the basis for initiat-
ing a petition pursuant to any other provision
of law.

‘‘(4) Following a decision to grant or deny a
petition under subsection (b) or (c), no further
petition for such risk assessment, entry, or cost-
benefit analysis, submitted by the same person,
shall be considered by any agency unless such
petition is based on a change in a fact, cir-
cumstance, or provision of law underlying or
otherwise related to the matters covered by the
initial petition, occurring since the initial peti-
tion was granted or denied, that warrants the
granting of such further petition.

‘‘(e) The regulations 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, agencies, offices, organizations, or per-
sons as may be advisable.

‘‘(f) At least every 4 years, the Director or a
designee of the President shall review, and
when appropriate, revise, the regulations pub-
lished under this section.
‘‘§ 638. Rule of construction

‘‘Nothing in this subchapter shall be con-
strued to—

‘‘(1) preclude the consideration of any data or
the calculation of any estimate to more fully de-
scribe risk or provide examples of scientific un-
certainty or variability; or

‘‘(2) require the disclosure of any trade secret
or other confidential information.
‘‘§ 639. Regulatory priorities

‘‘(a)(1) Not later than 180 days after the date
of enactment of this section, the Director of the
Office of Management and Budget, in consulta-
tion with the Office of Science and Technology
Policy, shall enter into appropriate arrange-
ments with an accredited scientific body to—

‘‘(A) conduct a study of the methodologies for
using comparative risk to rank dissimilar
health, safety, and environmental risks; and

‘‘(B) to conduct a comparative risk analysis in
accordance with paragraph (2).

‘‘(2) The study of the methodologies under
paragraph (1)(A) shall be conducted as part of
the first comparative risk analysis under para-
graph (1)(B). The study shall—

‘‘(A) seek to develop and rigorously test meth-
ods of comparative risk analysis;

‘‘(B) have sufficient scope and breadth to test
approaches for improving comparative risk anal-
ysis and its use in setting priorities for health,
safety, and environmental risk prevention and
reduction; and

‘‘(C) review and evaluate the experience of
States that have conducted comparative risk
analyses.

‘‘(3)(A) The comparative risk analysis under
paragraph (1)(B) shall compare and rank, to the
extent feasible, health, safety, and environ-
mental risks potentially regulated across the
spectrum of programs relating to health, safety,
and the environment administered by the de-
partments, agencies, and instrumentalities of
the Federal Government.

‘‘(B) In carrying out the comparative risk
analysis under this paragraph, the Director
shall ensure that—

‘‘(i) the scope and specificity of the analysis
are sufficient to provide the President and the
heads of agencies guidance in allocating re-
sources across agencies and among programs in
agencies to achieve the greatest degree of risk
prevention and reduction for the public and pri-
vate resources expended;

‘‘(ii) the analysis is conducted through an
open process, by individuals with relevant ex-
pertise, including, as appropriate—

‘‘(I) toxicologists;
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‘‘(II) biologists;
‘‘(III) engineers; and
‘‘(IV) experts in the fields of medicine, indus-

trial hygiene, and environmental effects;
‘‘(iii) the analysis is conducted, to the extent

feasible, consistent with the risk assessment and
risk characterization principles described in sec-
tions 633 and 634;

‘‘(iv) the methodologies and principal sci-
entific determinations made in the analysis are
subjected to peer review under section 640 and
the conclusions of the peer review are made
publicly available as part of the final report;

‘‘(v) there is an opportunity for public com-
ments on the results of the analysis prior to
making them final; and

‘‘(vi) the results of the analysis are presented
in a manner that distinguishes between the sci-
entific conclusions and any policy or value
judgments embodied in the comparisons.

‘‘(4) The comparative risk analysis shall be
completed, and a report submitted to Congress
not later than 3 years after the date of enact-
ment of this section. The analysis shall be re-
viewed and revised not less often than every 5
years thereafter for a minimum of 15 years fol-
lowing the release of the initial analysis.

‘‘(b) Not later than 180 days after the date of
enactment of this section, the Director of the Of-
fice of Management and Budget, in collabora-
tion with the head of each Federal agency, shall
enter into a contract with the National Re-
search Council to provide technical guidance to
the agencies on approaches to using compara-
tive risk analysis in setting health, safety, and
environmental priorities to assist the agencies in
complying with subsection (c).

‘‘(c)(1) In exercising authority under any laws
protecting health, safety, or the environment,
the head of an agency shall prioritize the use of
the resources available under such laws to ad-
dress the risks to health, safety, and the envi-
ronment that—

‘‘(A) the agency determines are the most seri-
ous; and

‘‘(B) can be addressed in a cost-effective man-
ner, with the goal of achieving the greatest
overall net reduction in risks with the public
and private sector resources to be expended.

‘‘(2) In identifying the sources of the most se-
rious risks under paragraph (1), the head of the
agency shall consider, at a minimum—

‘‘(A) the plausible likelihood and severity of
the effect; and

‘‘(B) the plausible number and groups of indi-
viduals potentially affected.

‘‘(3) The head of the agency shall incorporate
the priorities identified in paragraph (1) into the
budget, strategic planning, and research activi-
ties of the agency by, in the agency’s annual
budget request to Congress—

‘‘(A) identifying which risks the agency has
determined are the most serious and can be ad-
dressed in a cost-effective manner under para-
graph (1), and the basis for that determination;

‘‘(B) explicitly identifying how the agency’s
requested funds will be used to address those
risks;

‘‘(C) identifying any statutory, regulatory, or
administrative obstacles to allocating agency re-
sources in accordance with the priorities estab-
lished under paragraph (1); and

‘‘(D) explicitly considering the requirements of
paragraph (1) when preparing the agency’s reg-
ulatory agenda or other strategic plan, and pro-
viding an explanation of how the agenda or
plan reflects those requirements and the com-
parative risk analysis when publishing any such
agenda or strategic plan.

‘‘(4) In March of each year, the head of each
agency shall submit to Congress specific rec-
ommendations for repealing or modifying laws
that would better enable the agency to prioritize
its activities to address the risks to health, safe-
ty, and the environment that are the most seri-
ous and can be addressed in a cost-effective
manner consistent with the requirements of
paragraph (1).

‘‘§ 640. Establishment of program
‘‘(a) The Director of the Office of Science and

Technology or the Director, as appropriate,
shall develop a systematic program for the peer
review of work products covered by subsection
(c), which program shall be used, in as uniform
a manner as is practicable, across the agencies.

‘‘(b) The program under subsection (a)—
‘‘(1) shall provide for the creation of peer re-

view panels consisting of independent and ex-
ternal experts who are broadly representative
and balanced to the extent feasible;

‘‘(2) shall not exclude peer reviewers merely
because they represent entities that may have a
potential interest in the outcome, if that interest
is fully disclosed;

‘‘(3) shall exclude experts who were associated
with the generation of the specific work product
either directly by substantial contribution to its
development, or indirectly by consultation and
development of the specific product;

‘‘(4) shall provide for differing levels of peer
review depending on the significance or com-
plexity of the issue or the need for expedition;

‘‘(5) shall contain balanced presentations of
all considerations, including minority reports
and an agency response to all significant peer
review comments; and

‘‘(6) shall provide an opportunity for inter-
ested parties to submit issues for consideration
by peer review panels.

‘‘(c) Matters requiring peer review shall in-
clude—

‘‘(1) risk assessments and cost-benefit analyses
for major rules;

‘‘(2) quantitative estimates of risk or hazard
that are used in making regulatory determina-
tions, including all entries into the Integrated
Risk Information System;

‘‘(3) risk assessment and risk characterization
regulations and cost-benefit guidelines; and

‘‘(4) any other significant or technical work
product, as designated by the head of each
agency, the Director of the Office of Science and
Technology, or the Director.

‘‘(d) All underlying data shall be submitted to
peer reviewers, except to the extent necessary to
protect confidential business information and
trade secrets. To ensure such protections, the
head of the agency may require that peer re-
viewers enter into confidentiality agreements.

‘‘(e) The peer review and the agency’s re-
sponses shall be made available to the public for
comment and the final peer review and the
agency’s responses shall be made part of the ad-
ministrative record for purposes of judicial re-
view.

‘‘(f) The proceedings of peer review panels
under this section shall be subject to the appli-
cable provisions of the Federal Advisory Com-
mittee Act.

‘‘SUBCHAPTER IV—EXECUTIVE
OVERSIGHT

‘‘§ 641. Procedures
‘‘(a) The Director or a designee of the Presi-

dent shall—
‘‘(1) establish procedures for agency compli-

ance with this chapter; and
‘‘(2) monitor, review, and ensure agency im-

plementation of such procedures.
‘‘(b) Not later than 12 months after the date of

enactment of this subchapter the Office of Man-
agement and Budget shall issue regulations to
assist agencies in preparing the cost-benefit
analyses required by this subchapter. The regu-
lations shall—

‘‘(1) ensure that cost and benefit evaluations
are consistent with this subchapter and, to the
extent feasible, represent realistic and plausible
estimates;

‘‘(2) be adopted following public notice and
adequate opportunity for comment; and

‘‘(3) be used consistently by all agencies cov-
ered by this subchapter.
‘‘§ 642. Promulgation and adoption

‘‘(a) Procedures established pursuant to sec-
tion 641 shall only be implemented after oppor-

tunity for public comment. Any such procedures
shall be consistent with the prompt completion
of rulemaking proceedings.

‘‘(b)(1) If procedures established pursuant to
section 641 include review of any initial or final
analyses of a rule required under chapter 6, the
time for any such review of any initial analysis
shall not exceed 30 days following the receipt of
the analysis by the Director, a designee of the
President, or by an officer to whom the author-
ity granted under section 641 has been delegated
pursuant to section 643.

‘‘(2) The time for review of any final analysis
required under chapter 6 shall not exceed 30
days following the receipt of the analysis by the
Director, a designee of the President, or such of-
ficer.

‘‘(3)(A) The times for each such review may be
extended for good cause by the President or
such officer for an additional 30 days.

‘‘(B) Notice of any such extension, together
with a succinct statement of the reasons there-
for, shall be inserted in the rulemaking file.
‘‘§ 643. Delegation of authority

‘‘(a) The President may delegate the authority
granted by this subchapter to the Vice President
or to an officer within the Executive Office of
the President whose appointment has been sub-
ject to the advice and consent of the Senate.

‘‘(b)(1) Notice of any delegation, or any rev-
ocation or modification thereof shall be pub-
lished in the Federal Register.

‘‘(2) Any notice with respect to a delegation to
the Vice President shall contain a statement by
the Vice President that the Vice President will
make every reasonable effort to respond to con-
gressional inquiries concerning the exercise of
the authority delegated under this section.
‘‘§ 644. Judicial review

‘‘The exercise of the authority granted under
this subchapter by the Director, the President,
or by an officer to whom such authority has
been delegated under section 643 shall not be
subject to judicial review in any manner under
this chapter.’’.

(b) REGULATORY FLEXIBILITY ANALYSIS.—
(1) JUDICIAL REVIEW.—Section 611 of title 5,

United States Code, is amended to read as fol-
lows:
‘‘§ 611. Judicial review

‘‘(a)(1) Except as provided in paragraph (2),
not later than 2 years after the effective date of
a final rule with respect to which an agency—

‘‘(A) certified, pursuant to section 605(b), that
such rule would not have a significant economic
impact on a substantial number of small enti-
ties;

‘‘(B) prepared a final regulatory flexibility
analysis pursuant to section 604; or

‘‘(C) did not prepare an initial regulatory
flexibility analysis pursuant to section 603 or a
final regulatory flexibility analysis pursuant to
section 604 except as permitted by sections 605
and 608,
an affected small entity may petition for the ju-
dicial review of such certification, analysis, or
lack of analysis, in accordance with this sub-
section. A court having jurisdiction to review
such rule for compliance with section 553 or
under any other provision of law shall have ju-
risdiction to review such certification or analy-
sis.

‘‘(2)(A) Notwithstanding any other provision
of law, an affected small entity shall have 2
years to challenge such certification, analysis or
lack of analysis.

‘‘(B) If an agency delays the issuance of a
final regulatory flexibility analysis pursuant to
section 608(b), a petition for judicial review
under this subsection shall be filed not later
than 2 years after the date the analysis is made
available to the public.

‘‘(3) For purposes of this subsection, the term
‘affected small entity’ means a small entity that
is or will be adversely affected by the final rule.

‘‘(4) Nothing in this subsection shall be con-
strued to affect the authority of any court to
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stay the effective date of any rule or provision
thereof under any other provision of law.

‘‘(5)(A) Notwithstanding section 605, if the
court determines, on the basis of the rulemaking
record, that there is substantial evidence to con-
clude that the rule would have a significant eco-
nomic impact on a substantial number of small
entities, the court shall order the agency to pre-
pare a final regulatory flexibility analysis pur-
suant to section 604.

‘‘(B) If the agency prepared a final regulatory
flexibility analysis, the court may order the
agency to take corrective action consistent with
section 604 if the court determines, on the basis
of the rulemaking record, that the final regu-
latory flexibility analysis was prepared by the
agency without complying with section 604.

‘‘(6) The court may stay the rule or grant such
other relief as it deems appropriate if, by the
end of the 90-day period beginning on the date
of the order of the court pursuant to paragraph
(5) (or such longer period as the court may pro-
vide), the agency fails, as appropriate—

‘‘(A) to prepare the analysis required by sec-
tion 604; or

‘‘(B) to take corrective action consistent with
section 604.

‘‘(7) In making any determination or granting
any relief authorized by this subsection, the
court shall take due account of the rule of prej-
udicial error.

‘‘(b) In an action for the judicial review of a
rule, any regulatory flexibility analysis for such
rule (including an analysis prepared or cor-
rected pursuant to subsection (a)(5)) shall con-
stitute part of the whole record of agency action
in connection with such review.

‘‘(c) Nothing in this section bars judicial re-
view of any other impact statement or similar
analysis required by any other law if judicial re-
view of such statement or analysis is otherwise
provided by law.’’.

(2) EFFECTIVE DATE.—The amendment made
by paragraph (1) shall take effect on the date of
enactment of this Act, except that the judicial
review authorized by section 611(a) of title 5,
United States Code (as added by subsection (a)),
shall apply only to final agency rules issued
after the date of enactment of this Act.

(c) PRESIDENTIAL AUTHORITY.—Nothing in
this Act shall limit the exercise by the President
of the authority and responsibility that the
President otherwise possesses under the Con-
stitution and other laws of the United States
with respect to regulatory policies, procedures,
and programs of departments, agencies, and of-
fices.

(d) TECHNICAL AND CONFORMING AMEND-
MENTS.—

(1) CHAPTER ANALYSIS.—Part I of title 5, Unit-
ed States Code, is amended by striking out the
chapter heading and table of sections for chap-
ter 6 and inserting in lieu thereof the following:

‘‘CHAPTER 6—THE ANALYSIS OF
REGULATORY FUNCTIONS

‘‘SUBCHAPTER I—REGULATORY ANALYSIS

‘‘Sec.
‘‘601. Definitions.
‘‘602. Regulatory agenda.
‘‘603. Initial regulatory flexibility analysis.
‘‘604. Final regulatory flexibility analysis.
‘‘605. Avoidance of duplicative or unnecessary

analyses.
‘‘606. Effect on other law.
‘‘607. Preparation of analysis.
‘‘608. Procedure for waiver or delay of comple-

tion.
‘‘609. Procedures for gathering comments.
‘‘610. Periodic review of rules.
‘‘611. Judicial review.
‘‘612. Reports and intervention rights.

‘‘SUBCHAPTER II—ANALYSIS OF AGENCY
RULES

‘‘621. Definitions.
‘‘622. Rulemaking cost-benefit analysis.
‘‘623. Petition for cost-benefit analysis.

‘‘624. Decisional criteria.
‘‘625. Judicial review.
‘‘626. Deadlines for rulemaking.
‘‘627. Agency review of rules.
‘‘628. Special rule.

‘‘SUBCHAPTER III—RISK ASSESSMENTS
‘‘631. Definitions.
‘‘632. Applicability.
‘‘633. Principles for risk assessment.
‘‘634. Principles for risk characterization and

communication.
‘‘635. Requirement to prepare risk assessment.
‘‘636. Requirements for assessments.
‘‘637. Regulations; plan for assessing new infor-

mation.
‘‘638. Rule of construction.
‘‘639. Regulatory priorities.
‘‘640. Establishment of program.

‘‘SUBCHAPTER IV—EXECUTIVE
OVERSIGHT

‘‘641. Procedures.
‘‘642. Promulgation and adoption.
‘‘643. Delegation of authority.
‘‘644. Judicial review.’’.

(2) SUBCHAPTER HEADING.—Chapter 6 of title
5, United States Code, is amended by inserting
immediately before section 601, the following
subchapter heading:

‘‘SUBCHAPTER I—REGULATORY
ANALYSIS’’.

SEC. 5. JUDICIAL REVIEW.
(a) SCOPE OF REVIEW.—Section 706 of title 5,

United States Code, is amended to read as fol-
lows:
‘‘§ 706. Scope of review

‘‘(a) To the extent necessary to reach a deci-
sion and when presented, the reviewing court
shall decide all relevant questions of law, inter-
pret constitutional and statutory provisions,
and determine the meaning or applicability of
the terms of an agency action. The reviewing
court shall—

‘‘(1) compel agency action unlawfully with-
held or unreasonably delayed; and

‘‘(2) hold unlawful and set aside agency ac-
tion, findings and conclusions found to be—

‘‘(A) arbitrary, capricious, an abuse of discre-
tion, or otherwise not in accordance with law;

‘‘(B) contrary to constitutional right, power,
privilege, or immunity;

‘‘(C) in excess of statutory jurisdiction, au-
thority, or limitations, or short of statutory
right;

‘‘(D) without observance of procedure re-
quired by law;

‘‘(E) unsupported by substantial evidence in a
proceeding subject to sections 556 and 557 or
otherwise reviewed on the record of an agency
hearing provided by statute;

‘‘(F) without substantial support in the rule-
making file, viewed as a whole, for the asserted
or necessary factual basis, as distinguished from
the policy or legal basis, of a rule adopted in a
proceeding subject to section 553; or

‘‘(G) unwarranted by the facts to the extent
that the facts are subject to trial de novo by the
reviewing court.

‘‘(b) In making the foregoing determinations,
the court shall review the whole record or those
parts of it cited by a party, and due account
shall be taken of the rule of prejudicial error.

‘‘(c) In reviewing an agency interpretation of
a statute governing the authority for an agency
action, including agency action taken pursuant
to a statute that provides for review of final
agency action, the reviewing court shall—

‘‘(1) hold erroneous and unlawful—
‘‘(A) an agency interpretation that is other

than the interpretation of the statute clearly in-
tended by Congress; or

‘‘(B) an agency interpretation that is outside
the range of permissible interpretations of the
statute; and

‘‘(2) hold arbitrary, capricious, or an abuse of
discretion—

‘‘(A) an agency action as to which the agen-
cy—

‘‘(i) has improperly classified an interpreta-
tion as being within or outside the range of per-
missible interpretations; or

‘‘(ii) has not explained in a reasoned analysis
why it selected the interpretation and why it re-
jected other permissible interpretations of the
statute; or

‘‘(B) in the case of agency action subject to
chapter 6, an interpretation that does not give
the agency the broadest discretion to develop
rules that will satisfy the decisional criteria of
section 624.

‘‘(d) Notwithstanding any other provision of
law, the provisions of this subsection shall
apply to, and supplement, the requirements con-
tained in any statute for the review of final
agency action which is not otherwise subject to
this subsection.’’.

(b) COURT OF FEDERAL CLAIMS.—
(1) IN GENERAL.—Section 1491(a) of title 28,

United States Code, is amended—
(A) in paragraph (1), by amending the first

sentence to read as follows: ‘‘The United States
Court of Federal Claims shall have jurisdiction
to render judgment upon any claim against the
United States for monetary relief founded either
upon the Constitution or any Act of Congress or
any regulation or action of an agency, or upon
any expressed or implied contract with the Unit-
ed States, in cases not sounding in tort, or for
invalidation of any Act of Congress or any regu-
lation of an executive department that adversely
affects private property rights in violation of the
fifth amendment of the United States Constitu-
tion.’’;

(B) in paragraph (2), by inserting before the
first sentence the following: ‘‘In any case within
its jurisdiction, the Court of Federal Claims
shall have the power to grant injunctive and de-
claratory relief when appropriate.’’; and

(C) by adding at the end the following new
paragraphs:

‘‘(4) In cases otherwise within its jurisdiction,
the Court of Federal Claims shall also have an-
cillary jurisdiction, concurrent with the courts
designated in section 1346(b), to render judg-
ment upon any related tort claim authorized
under section 2674.

‘‘(5) In proceedings within the jurisdiction of
the Court of Federal Claims which constitute ju-
dicial review of agency action (rather than de
novo proceedings), the provisions of section 706
of title 5 shall apply.’’.

(2) PENDENCY OF CLAIMS IN OTHER COURTS.—
Section 1500 of title 28, United States Code, is re-
pealed.

(c) JUDICIAL PROCEEDINGS.—
(1) CONSENT DECREES.—Chapter 7 of title 5,

United States Code, is amended by adding at the
end the following new section:

‘‘§ 707. Consent decrees
‘‘In interpreting any consent decree in effect

on or after the date of enactment of this section
that imposes on an agency an obligation to ini-
tiate, continue, or complete rulemaking proceed-
ings, the court shall not enforce the decree in a
way that divests the agency of discretion grant-
ed to it by the Congress or the Constitution to
respond to changing circumstances, make policy
or managerial choices, or protect the rights of
third parties.’’.

(2) AFFIRMATIVE DEFENSE.—Chapter 7 of title
5, United States Code, is further amended by
adding at the end the following new section:

‘‘§ 708. Affirmative defense
‘‘Notwithstanding any other provision of law,

it shall be an affirmative defense in any en-
forcement action brought by an agency that the
regulated person or entity is complying with a
rule, regulation, adjudication, directive, or
order of such agency or any other agency that
is inconsistent, incompatible, contradictory, or
otherwise cannot be reconciled with the agency
rule, regulation, adjudication, directive, or
order being enforced.’’.
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(3) AGENCY INTERPRETATIONS IN CIVIL AND

CRIMINAL ACTIONS.—
(A) IN GENERAL.—Chapter 7 of title 5, United

States Code, is further amended by adding at
the end the following new section:
‘‘§ 709. Agency interpretations in civil and

criminal actions
‘‘(a)(1) No civil or criminal penalty shall be

imposed in any action brought in a Federal
court, including an action pending on the date
of enactment of this section, for the alleged vio-
lation of a rule, if the defendant, prior to the al-
leged violation—

‘‘(A) reasonably determined, based upon a de-
scription, explanation, or interpretation of the
rule contained in the rule’s statement of basis
and purpose, that the defendant was in compli-
ance with, exempt from, or otherwise not subject
to, the requirements of the rule; or

‘‘(B) was informed by the agency that promul-
gated the rule, or by a State authority to which
had been delegated the responsibility for ensur-
ing compliance with the rule, that the defendant
was in compliance with, exempt from, or other-
wise not subject to, the requirements of the rule.

‘‘(2) In determining, for purposes of para-
graph (1)(A), whether a defendant reasonably
relied upon a description, explanation, or inter-
pretation of the rule contained in the rule’s
statement of basis and purpose, the court shall
not give deference to any subsequent agency de-
scription, explanation, or interpretation of the
rule relied on by the agency in the action that
had not been published in the Federal Register
or otherwise directly and specifically commu-
nicated to the defendant by the agency, or by a
State authority to which had been delegated the
responsibility for ensuring compliance with the
rule, prior to the alleged violation.

‘‘(b)(1) In a civil or criminal action in Federal
court to redress an alleged violation of a rule,
including an action pending on the date of en-
actment of this section, if the court determines
that the rule in question is ambiguous, the court
shall not give deference to an agency interpreta-
tion of the rule if the defendant relied upon an
interpretation of the rule to the effect that the
defendant was in compliance with or was ex-
empt or otherwise not subject to the requirement
of the rule, and the court determines that such
determination is reasonable.

‘‘(2) Without regard to whether the defendant
relied upon an interpretation that the court de-
termines is reasonable under paragraph (1), if
the court determines that the rule failed to give
the defendant fair warning of the conduct that
the rule prohibits or requires, no civil or crimi-
nal penalty shall be imposed.

‘‘(c)(1) No agency action shall be taken, or
any action or other proceeding maintained,
seeking the retroactive application of a require-
ment against any person that is based upon—

‘‘(A) an interpretation of a statute, rule, guid-
ance, agency statement of policy, or license re-
quirement or condition; or

‘‘(B) a determination of fact,
if such interpretation or determination is dif-
ferent from a prior interpretation or determina-
tion by the agency or by a State or local govern-
ment exercising authority delegated or approved
by the agency, and if such person relied upon
the prior interpretation or determination.

‘‘(2) This subsection shall take effect on the
date of enactment of the Comprehensive Regu-
latory Reform Act of 1995 and shall apply to
any matter for which a final unappealable judi-
cial order has not been issued.

‘‘(d) This section shall apply to the review by
a Federal court of any order of an agency as-
sessing civil administrative penalties.’’.

(B) UNPUBLISHED AGENCY GUIDANCE.—Section
552(a)(1) of title 5, United States Code, is
amended by inserting at the end the following
new sentence: ‘‘In an action brought in a Fed-
eral court seeking a civil or criminal penalty for
the alleged violation of a rule, including actions
pending on the date of enactment of this sen-

tence, no consideration shall be given to any in-
terpretive rule, general statement of policy, or
other agency guidance of general or specific ap-
plicability, relied upon by the agency in the ac-
tion, that had not been published in the Federal
Register or otherwise directly and specifically
communicated to the defendant by the agency,
or by a State authority to which had been dele-
gated the responsibility for ensuring compliance
with the rule, prior to the alleged violation.’’.

(4) TECHNICAL AMENDMENT.—The analysis for
chapter 7 of title 5, United States Code, is
amended by adding at the end the following
new items:
‘‘707. Consent decrees.
‘‘708. Affirmative defense.
‘‘709. Agency interpretations in civil and crimi-

nal actions.’’.
SEC. 6. CONGRESSIONAL REVIEW.

(a) IN GENERAL.—Title 5, United States Code,
is amended by inserting immediately after chap-
ter 7 the following new chapter:

‘‘CHAPTER 8—CONGRESSIONAL REVIEW
OF AGENCY RULEMAKING

‘‘§ 801. Congressional review of agency rule-
making
‘‘(a)(1) Before a rule takes effect as a final

rule, the agency promulgating such rule shall
submit to the Congress a report containing a
copy of the rule, the notice of proposed rule-
making, and the statement of basis and purpose
for the rule, including a complete copy of any
analysis required under chapter 6, and the pro-
posed effective date of the rule. In the case of a
rule that is not a major rule within the meaning
of section 621(4), summary of the rulemaking
proceedings shall be submitted.

‘‘(2) A rule relating to a report submitted
under paragraph (1) shall take effect as a final
rule, the latest of the following:

‘‘(A) The later of the date occurring 45 days
after the date on which—

‘‘(i) the Congress receives the report submitted
under paragraph (1); or

‘‘(ii) the rule is published in the Federal Reg-
ister.

‘‘(B) If the Congress passes a joint resolution
of disapproval described under subsection (g) re-
lating to the rule, and the President signs a veto
of such resolution, the earlier date—

‘‘(i) on which either House of Congress votes
and fails to override the veto of the President; or

‘‘(ii) occurring 30 session days after the date
on which the Congress received the veto and ob-
jections of the President.

‘‘(C) The date the rule would have otherwise
taken effect, if not for this section (unless a
joint resolution of disapproval under subsection
(g) is approved).

‘‘(b) A rule shall not take effect as a final rule
if the Congress passes a joint resolution of dis-
approval described under subsection (g), which
is signed by the President or is vetoed and over-
ridden by the Congress.

‘‘(c)(1) Notwithstanding any other provision
of this section (except subject to paragraph (3)),
a rule that would not take effect by reason of
this section may take effect if the President
makes a determination under paragraph (2) and
submits written notice of such determination to
the Congress.

‘‘(2) Paragraph (1) applies to a determination
made by the President by Executive order that
the rule should take effect because such rule
is—

‘‘(A) necessary because of an imminent threat
to health or safety or other emergency;

‘‘(B) necessary for the enforcement of criminal
laws; or

‘‘(C) necessary for national security.
‘‘(3) An exercise by the President of the au-

thority under this subsection shall have no ef-
fect on the procedures under subsection (g) or
the effect of a joint resolution of disapproval
under this section.

‘‘(4) This subsection and an Executive order
issued by the President under paragraph (2)

shall not be subject to judicial review by a court
of the United States.

‘‘(d)(1) Subsection (g) shall apply to any rule
that is published in the Federal Register (as a
rule that shall take effect as a final rule) during
the period beginning on the date occurring 60
days before the date the Congress adjourns sine
die through the date on which the succeeding
Congress first convenes.

‘‘(2) For purposes of subsection (g), a rule de-
scribed under paragraph (1) shall be treated as
though such rule were published in the Federal
Register (as a rule that shall take effect as a
final rule) on the date the succeeding Congress
first convenes.

‘‘(3) During the period between the date the
Congress adjourns sine die through the date on
which the succeeding Congress first convenes, a
rule described under paragraph (1) shall take ef-
fect as a final rule as otherwise provided by
law.

‘‘(e) Any rule that takes effect and later is
made of no force or effect by the enactment of
a joint resolution under subsection (g) shall be
treated as though such rule had never taken ef-
fect.

‘‘(f) If the Congress does not enact a joint res-
olution of disapproval under subsection (g), no
court or agency may infer any intent of the
Congress from any action or inaction of the
Congress with regard to such rule, related stat-
ute, or joint resolution of disapproval.

‘‘(g)(1) For purposes of this subsection, the
term ‘joint resolution’ means only a joint resolu-
tion introduced after the date on which the re-
port referred to in subsection (a) is received by
Congress the matter after the resolving clause of
which is as follows: ‘That Congress disapproves
the rule submitted by the llllll relating
to lllllll, and such rule shall have no
force or effect.’ (The blank spaces being appro-
priately filled in.)

‘‘(2)(A) A resolution described in paragraph
(1) shall be referred to the committees in each
House of Congress with jurisdiction. Such a res-
olution shall not be reported before the eighth
day after its submission or publication date.

‘‘(B) For purposes of this subsection the term
‘submission or publication date’ means the later
of the date on which—

‘‘(i) the Congress receives the report submitted
under subsection (a)(1); or

‘‘(ii) the rule is published in the Federal Reg-
ister.

‘‘(3) If the committee to which a resolution de-
scribed in paragraph (1) is referred has not re-
ported such resolution (or an identical resolu-
tion) at the end of 20 calendar days after its
submission or publication date, such committee
may be discharged by the Majority Leader of
the Senate or the Majority Leader of the House
of Representatives, as the case may be, from fur-
ther consideration of such resolution and such
resolution shall be placed on the appropriate
calendar of the House involved.

‘‘(4)(A) When the committee to which a reso-
lution is referred has reported, or when a com-
mittee is discharged (under paragraph (3)) from
further consideration of, a resolution described
in paragraph (1), it shall at any time thereafter
be in order (even though a previous motion to
the same effect has been disagreed to) for any
Member of the respective House to move to pro-
ceed to the consideration of the resolution, and
all points of order against the resolution (and
against consideration of the resolution) shall be
waived. The motion shall be highly privileged in
the House of Representatives and shall be privi-
leged in the Senate and shall not be debatable.
The motion shall not be subject to amendment,
or to a motion to postpone, or to a motion to
proceed to the consideration of other business. A
motion to reconsider the vote by which the mo-
tion is agreed to or disagreed to shall not be in
order. If a motion to proceed to the consider-
ation of the resolution is agreed to, the resolu-
tion shall remain the unfinished business of the
respective House until disposed of.



CONGRESSIONAL RECORD — SENATE S 9279June 28, 1995
‘‘(B) Debate on the resolution, and on all de-

batable motions and appeals in connection
therewith, shall be limited to not more than 10
hours, which shall be divided equally between
those favoring and those opposing the resolu-
tion. A motion further to limit debate shall be in
order and shall not be debatable. An amendment
to, or a motion to postpone, or a motion to pro-
ceed to the consideration of other business, or a
motion to recommit the resolution shall not be in
order. A motion to reconsider the vote by which
the resolution is agreed to or disagreed to shall
not be in order.

‘‘(C) Immediately following the conclusion of
the debate on a resolution described in para-
graph (1), and a single quorum call at the con-
clusion of the debate if requested in accordance
with the rules of the appropriate House, the
vote on final passage of the resolution shall
occur.

‘‘(D) Appeals from the decisions of the Chair
relating to the application of the rules of the
Senate or the House of Representatives, as the
case may be, to the procedure relating to a reso-
lution described in paragraph (1) shall be de-
cided without debate.

‘‘(5) If, before the passage by one House of a
resolution of that House described in paragraph
(1), that House receives from the other House a
resolution described in paragraph (1), then the
following procedures shall apply:

‘‘(A) The resolution of the other House shall
not be referred to a committee.

‘‘(B) With respect to a resolution described in
paragraph (1) of the House receiving the resolu-
tion—

‘‘(i) the procedure in that House shall be the
same as if no resolution had been received from
the other House; but

‘‘(ii) the vote on final passage shall be on the
resolution of the other House.

‘‘(6) This subsection is enacted by Congress—
‘‘(A) as an exercise of the rulemaking power

of the Senate and House of Representatives, re-
spectively, and as such it is deemed to be a part
of the rules of each House, respectively, but ap-
plicable only with respect to the procedure to be
followed in that House in the case of a resolu-
tion described in paragraph (1), and it super-
sedes other rules only to the extent that it is in-
consistent with such rules; and

‘‘(B) with full recognition of the constitu-
tional right of either House to change the rules
(so far as relating to the procedure of that
House) at any time, in the same manner, and to
the same extent as in the case of any other rule
of that House.

‘‘(h) This section shall not apply to rules that
concern monetary policy proposed or imple-
mented by the Board of Governors of the Fed-
eral Reserve System or the Federal Open Market
Committee.’’.

(b) TECHNICAL AMENDMENT.—The table of
chapters for part I of title 5, United States Code,
is amended by inserting immediately after the
item relating to chapter 7 the following:

‘‘8. Congressional Review of Agency
Rulemaking .................................. 801’’.

SEC. 7. ACCOUNTING.
(a) DEFINITIONS.—For purposes of this sec-

tion, the following definitions apply:
(1) REGULATION.—The term ‘‘regulation’’

means an agency statement of general applica-
bility and future effect designed to implement,
interpret, or prescribe law or policy or describ-
ing the procedures or practice requirements of
an agency. The term shall not include—

(A) administrative actions governed by sec-
tions 556 and 557 of title 5, United States Code;

(B) regulations issued with respect to a mili-
tary or foreign affairs function of the United
States; or

(C) regulations related to agency organiza-
tion, management, or personnel.

(2) AGENCY.—The term ‘‘agency’’ means any
executive department, military department, Gov-
ernment corporation, Government controlled

corporation, or other establishment in the execu-
tive branch of the Government (including the
Executive Office of the President), or any inde-
pendent regulatory agency, but shall not in-
clude—

(A) the General Accounting Office;
(B) the Federal Election Commission;
(C) the governments of the District of Colum-

bia and of the territories and possessions of the
United States, and their various subdivisions; or

(D) Government-owned contractor-operated
facilities, including laboratories engaged in na-
tional defense research and production activi-
ties.

(b) ACCOUNTING STATEMENT.—
(1) IN GENERAL.—(A) The President shall be

responsible for implementing and administering
the requirements of this section.

(B) Every 2 years, not later than June of the
second year, the President shall prepare and
submit to Congress an accounting statement
that estimates the costs of Federal regulatory
programs and corresponding benefits in accord-
ance with this subsection.

(2) YEARS COVERED BY ACCOUNTING STATE-
MENT.—Each accounting statement shall cover,
at a minimum, the 5 fiscal years beginning on
October 1 of the year in which the report is sub-
mitted and may cover any fiscal year preceding
such fiscal years for purpose of revising pre-
vious estimates.

(3) TIMING AND PROCEDURES.—(A) The Presi-
dent shall provide notice and opportunity for
comment for each accounting statement. The
President may delegate to an agency the re-
quirement to provide notice and opportunity to
comment for the portion of the accounting state-
ment relating to that agency.

(B) The President shall propose the first ac-
counting statement under this subsection not
later than 2 years after the date of the enact-
ment of this Act and shall issue the first ac-
counting statement in final form not later than
3 years after the date of the enactment of this
Act. Such statement shall cover, at a minimum,
each of the 8 fiscal years beginning after the
date of the enactment of this Act.

(4) CONTENT OF ACCOUNTING STATEMENT.—(A)
Each accounting statement shall contain esti-
mates of costs and benefits with respect to each
fiscal year covered by the statement in accord-
ance with this paragraph. For each such fiscal
year for which estimates were made in a pre-
vious accounting statement, the statement shall
revise those estimates and state the reasons for
the revisions.

(B)(i) An accounting statement shall estimate
the costs of Federal regulatory programs by set-
ting forth, for each year covered by the state-
ment—

(I) the annual expenditure of national eco-
nomic resources for the regulatory program; and

(II) such other quantitative and qualitative
measures of costs as the President considers ap-
propriate.

(ii) For purposes of the estimate of costs in the
accounting statement, national economic re-
sources shall include, and shall be listed under,
at least the following categories:

(I) Private sector costs.
(II) Federal sector administrative costs.
(III) Federal sector compliance costs.
(IV) State and local government administra-

tive costs.
(V) State and local government compliance

costs.
(VI) Indirect costs, including opportunity

costs.
(C) An accounting statement shall estimate

the benefits of Federal regulatory programs by
setting forth, for each year covered by the state-
ment, such quantitative and qualitative meas-
ures of benefits as the President considers ap-
propriate. Any estimates of benefits concerning
reduction in health, safety, or environmental
risks shall present the most plausible level of
risk practical, along with a statement of the rea-
sonable degree of scientific certainty.

(c) ASSOCIATED REPORT TO CONGRESS.—
(1) IN GENERAL.—At the same time as the

President submits an accounting statement
under subsection (b), the President, acting
through the Director of the Office of Manage-
ment and Budget, shall submit to Congress a re-
port associated with the accounting statement
(hereinafter referred to as an ‘‘associated re-
port’’). The associated report shall contain, in
accordance with this subsection—

(A) analyses of impacts; and
(B) recommendations for reform.
(2) ANALYSES OF IMPACTS.—The President

shall include in the associated report the follow-
ing:

(A) Analyses prepared by the President of the
cumulative impact of Federal regulatory pro-
grams covered in the accounting statement on
the following:

(i) The ability of State and local governments
to provide essential services, including police,
fire protection, and education.

(ii) Small business.
(iii) Productivity.
(iv) Wages.
(v) Economic growth.
(vi) Technological innovation.
(vii) Consumer prices for goods and services.
(viii) Such other factors considered appro-

priate by the President.
(B) A summary of any independent analyses

of impacts prepared by persons commenting dur-
ing the comment period on the accounting state-
ment.

(3) RECOMMENDATIONS FOR REFORM.—The
President shall include in the associated report
the following:

(A) A summary of recommendations of the
President for reform or elimination of any Fed-
eral regulatory program or program element that
does not represent sound use of national eco-
nomic resources or otherwise is inefficient.

(B) A summary of any recommendations for
such reform or elimination of Federal regulatory
programs or program elements prepared by per-
sons commenting during the comment period on
the accounting statement.

(d) GUIDANCE FROM OFFICE OF MANAGEMENT
AND BUDGET.—The Director of the Office of
Management and Budget shall, in consultation
with the Council of Economic Advisers, provide
guidance to agencies—

(1) to standardize measures of costs and bene-
fits in accounting statements prepared pursuant
to sections 3 and 7 of this Act, including—

(A) detailed guidance on estimating the costs
and benefits of major rules; and

(B) general guidance on estimating the costs
and benefits of all other rules that do not meet
the thresholds for major rules; and

(2) to standardize the format of the account-
ing statements.

(e) RECOMMENDATIONS FROM CONGRESSIONAL
BUDGET OFFICE.—After each accounting state-
ment and associated report submitted to Con-
gress, the Director of the Congressional Budget
Office shall make recommendations to the Presi-
dent—

(1) for improving accounting statements pre-
pared pursuant to this section, including rec-
ommendations on level of detail and accuracy;
and

(2) for improving associated reports prepared
pursuant to this section, including recommenda-
tions on the quality of analysis.
SEC. 8. STUDIES AND REPORTS.

(a) RISK ASSESSMENTS.—The Administrative
Conference of the United States shall—

(1) develop and carry out an ongoing study of
the operation of the risk assessment require-
ments of subchapter III of chapter 6 of title 5,
United States Code (as added by section 4 of this
Act); and

(2) submit an annual report to the Congress
on the findings of the study.

(b) ADMINISTRATIVE PROCEDURE ACT.—Not
later than December 31, 1996, the Administrative
Conference of the United States shall—
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(1) carry out a study of the operation of the

Administrative Procedure Act (as amended by
section 3 of this Act); and

(2) submit a report to the Congress on the
findings of the study, including proposals for re-
vision, if any.

Mr. DOLE. Mr. President, I again
thank the Democratic leader, Senator
DASCHLE.

Mr. President, today we begin consid-
eration of regulatory reform, one of the
most important and fundamental re-
forms that this Congress will address.
No doubt about it, the American people
are fed up with a regulatory state that
is out of control. That was one of the
messages the American people deliv-
ered last November.

The regulatory state has become so
pervasive that it lies on our economy
like a blanket, stifling innovation, and
killing infant industries and small
businesses before they get off the
ground. Although the Federal Govern-
ment has a department for just about
everything else, it does not have a de-
partment of lost opportunities. And
that is what this is all about—getting
the Government off the backs of the
American people; and letting them
have an honest opportunity to succeed,
for example, when they open a small
business.

I want to note at the outset that the
reforms before us are the product of
over a decade of bipartisan work. The
first major attempt at regulatory re-
form took place here in the Senate in
1982, when we passed S. 1080 unani-
mously. S. 1080 itself grew out of a bill
I introduced in 1981, again with biparti-
san support.

S. 1080 contained sweeping revisions
of the Administrative Procedures Act.
Most of those revisions are included in
the bill before us.

S. 1080 imposed a requirement that
major rules be subjected to cots-benefit
analyses. The structure of the cost-
benefit analyses in the bill we consider
today closely follow those in S. 1080.

S. 1080 required judicial review of
cost-benefit analyses in order to pro-
vide meaningful enforcement. The bill
before us does the same.

I have provided this brief history for
two reasons. First, there are many
Senators still in this body on both
sides of the aisle who supported S. 1080
in 1982. And, second, there has been a
concerted attempt by those who defend
the status quo to ignore that history
and act as if the bill under consider-
ation today was a radically new ap-
proach with little thought for the con-
sequences. Nothing could be further
from the truth.

Every President since President
Nixon, including President Clinton, has
issued an Executive order that imposed
such requirements on agencies, though
Executive orders are necessarily lim-
ited in scope and cannot provide for
court enforcement, the bill we consider
today draws on two decades of agency
experience with those Executive or-
ders.

This bill is also the product of four
major committees. I want to especially

commend the chairmen of those com-
mittees, Senators HATCH, ROTH, MUR-
KOWSKI, and BOND, and their members
for their hard work. This bill is the
product of negotiations with the Clin-
ton administration, and Democrat col-
leagues. From the beginning, it has had
bipartisan support. I especially want to
commend Senator HEFLIN for his lead-
ership in working on the bill in the Ju-
diciary Committee. And, finally, the
text of the bill we consider today is the
product of weeks of work with Senator
JOHNSTON who has long championed re-
forms in risk assessment in this body.

Given this history and broad biparti-
san support, it might be surprising that
regulatory reform has been met with
often strident opposition.

But this bill is about fundamental
change—needed change—and those who
defend the status quo will fight it
tooth and nail. Apparently, they will
do so without even pretending to read
the legislation.

Let me be clear: These reforms will
not place at risk human health or safe-
ty or protection of the environment.

I understand that Ralph Nader and
Joan Claybrooke are out running ads
in part of the country that Senator
DOLE, the majority leader, is for dirty
meat, for unhealthy meat. So we have
a lot of these incredible statements
being made, but they have nothing to
do with this bill.

And the bill before us makes this ex-
plicit in any number of provisions.
Those who argue otherwise should stop
trying to scare people and take the
time to actually read the bill.

What opponents of regulatory reform
really mean, but are embarrassed to
admit, is that they believe that strong
laws must always mean the most cost-
ly laws. Now, they will not say that of
course. No, they will pay lip service to
common sense. But as soon as you ac-
tually propose a way to consider costs
and benefits, they switch subjects and
accuse reformers of endangering
human health and safety. I doubt any-
one outside Washington, DC, who has
to deal with regulations in their daily
lives really believes that line anymore.

Mr. President, I have enough faith in
our ingenuity to believe that we can
find better, smarter ways to achieve
otherwise worthwhile goals.

Nor—as opponents of reform would
phrase it—is this a debate about plac-
ing a value on human life. The bill
makes clear that there are often
nonquantifiable benefits, and that an
agency decisionmaker may well have
to make judgments that are not sub-
ject to quantification. What the bill de-
mands is accountability, by insisting
that the decisionmaker articulate the
basis for these judgments on the
record. The principles of judging risks
and weighing costs and benefits are ra-
tional and widely used in our daily
lives. What is unacceptable is to allow
Government agencies to avoid these
types of judgments when enacting reg-
ulations that impose huge costs on our
economy.

These reforms are about limited gov-
ernment. For too long, decisionmakers
in Washington, DC, have acted as
though bigger government—taking
more of our taxes and savings, and sup-
pressing individual initiative—could
exist without more coercion and more
rules. But that is wrong. For 40 years,
the number and scope of regulations
have skyrocketed out of control. The
costs and annoyances of regulations
have grown unbearable. And what is
worse: We have not even attempted to
use common sense in order to deter-
mine whether the costs are worth it.

These reforms are about accountabil-
ity. Open government. Forcing the
Government to tell the rest of us why
it chooses to regulate a certain way,
and making it defend its choice. This
aspect of regulatory reform is not often
discussed, but I would argue that it
may be the most important of all.

It has often been remarked by histo-
rians that the decline of great civiliza-
tions—such as ancient Rome—is typi-
cally marked by an overabundance of
bureaucracy that relied on secret,
often contradictory, rules. Eventually,
the entire regulatory structure brings
progress to a standstill and it collapses
of its own weight. It is no accident that
we described complex, inscrutable pro-
cedures as byzantine.

Mr. President, we are a long way
from reaching that point certainly. But
we should understand that this is a
battle that we will fight again and
again. I, for one, intend to win this bat-
tle. The reforms we take up today are
a giant step forward for common sense
and our great country.

So I am pleased that we are on the
bill. I thank my colleagues on the
other side for not objecting to moving
to the bill. We will have a brief debate
today. We will have a longer debate to-
morrow and probably some debate on
Friday of this week. Hopefully, when
we return from the July 4 recess, we
will be able to finish this bill in the
week following the recess, because I
think it is probably the most impor-
tant legislation we will have consid-
ered so far this year.

Mr. President, I would ask the distin-
guished Senator from Utah to be in
charge of the time on this side. I guess
Senator JOHNSTON will be in charge of
the time on that side.

Mr. HATCH addressed the Chair.
The PRESIDING OFFICER. The Sen-

ator from Utah.
Mr. HATCH. How much time does

this side have?
The PRESIDING OFFICER. There

are 20 minutes remaining.
Mr. HATCH. I yield myself 7 minutes.
Mr. President, today we begin the de-

bate on one of the most important
pieces of legislation this Congress will
address this year: the Comprehensive
Regulatory Reform Act of 1995. This is
a bill that will change the way the
Government does business.

It is high time that we respond to the
American people’s loud and clear de-
mands that government become small-
er and more streamlined—their demand
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that government become more respon-
sive. It is high time that we realize just
who is working for whom.

The fact that government often takes
forever to carry out its functions;
spends a fortune in doing so; at best in-
conveniences citizens in the process;
and yet still does not seem to get the
job done properly, is reason enough for
this legislation.

It is high time that Congress acted to
require government to act in a timely,
sensible, and rational manner.

If this bill becomes law, the Federal
bureaucrats will, from now on, have to
prove to America that their regula-
tions do more good than harm to soci-
ety.

I submit that nothing could be more
basic to our democracy and to our fed-
eral system of government than the no-
tion that the Federal Government
should only act when it helps people
and when its actions are justified. That
is just plain common sense, and that is
what this bill is about.

This bill forces the Federal bureauc-
racy to justify the costs of the rules
and regulations that it places on hard-
working Americans.

I. THE NEED FOR REFORM

I do not disagree that there is a need
for some government regulation. Un-
fortunately, under the current system,
there is little notion of restraint or
balance in the way that government
agencies operate. The Federal bureauc-
racy has become bloated, inefficient,
and wasteful. Excessive, needless gov-
ernment regulation is running ramp-
ant. It has done tremendous damage to
our economy, and it continues to do so
every year.

A. STATISTICS

The bottom line is that American
people pay for this bureaucracy several
times over.

First, of course, they have to pay for
the salaries and other expenses for the
Federal agencies to operate. These di-
rect expenditures, of course, figure in
to our budget. To the extent that such
expenditures are not offset by cuts
elsewhere, the cost of maintaining the
Federal bureaucracy adds to the na-
tional deficit and to the national debt,
which is already at about $18,500 for
every man, woman, and child in Amer-
ica.

Second, there are the hidden costs of
complying with all this regulation. The
American people have to pay to comply
with the regulations the bureaucracy
churns out. It has been estimated that
complying with Federal regulation
costs the average American family
$4,000 a year. [The Heritage Founda-
tion, citing Jonathan Adler, ‘‘Regu-
lated . . . out of this world’’, the Wash-
ington Times, June 3, 1992].

And that is the low estimate. If you
include indirect costs—such as in-
creased prices for goods and services
because sellers are passing on some of
their regulatory burden to buyers—
some estimates run as high as $8,000 to
$17,000 a year. [William Laffer, the Her-
itage Foundation].

That is staggering, particularly when
compared with the average annual in-
come tax of $5,491 [IRS, 1992]. The costs
of regulation are operating as a hidden
tax on the system. Not only should
that tax be cut, but the agencies
should be made accountable so that the
American people know what they are
paying and what they are getting.

Third, these costs have indirect con-
sequences and impose opportunity
costs. It has been estimated that the
costs of Federal regulation have re-
duced the total output of the Nation,
the GDP, by nearly 6 percent. [Thomas
Hopkins, ‘‘Costs of Regulation: Filling
the Gaps,’’ citing a study by Hazilla
and Kopp]. How does this happen?

It is simple enough. When businesses
have to devote resources to meeting a
Federal directive, alternative—and
more productive—uses of those re-
sources cannot be made. That means
that the economy is slower, and jobs
are lost because of regulatory excesses.

Mr. President, the status quo is sim-
ply unacceptable. Federal regulation is
stifling the American Dream. It used to
be said that America was the land of
opportunity, where the streets were
paved with gold. Today, the streets are
paved with redtape.

B. EXAMPLES

Where regulation is doing its jobs
and is helping society, there is no prob-
lem. The supporters of beneficial regu-
lations have nothing to fear from this
bill. But, too often regulations not
only fail to do the job, but also they
are downright dumb. Those are the reg-
ulations that this bill seeks to elimi-
nate.

For example, there is a regulatory re-
quirement that drive-through cash ma-
chines must be equipped with Braille
pads. Now, how many blind Americans
are driving cars to drive-through
ATMs? [The Heritge Foundation, citing
Insight which was quoting TCF Bank
Savings of Minneapolis Chairman Wil-
liam Cooper]. That type of regulation
is simply ridiculous on its face.

In another instance, a rancher was
fined $4,000 for killing a grizzly bear
that had eaten his sheep previously and
was attacking him. [The Heritage
Foundation, citing a Wall Street Jour-
nal article by Ike Scrugg, dated June
23, 1993].

What is worse is that excessive regu-
lations have often thwarted the very
ends those regulations seek to further.
Take the case of the Abyssinian Bap-
tist Church in Harlem. That church
struggled for 4 years to get approval
for a Head Start Program in a newly
renovated building. Most of those 4
long years was spent arguing with Fed-
eral bureaucrats concerning the dimen-
sions of rooms.

Now, we do not want Head Start Pro-
grams in unsafe facilities. I agree with
that. But, where is the common sense
here? What exactly are we trying to
do? Provide early childhood edu-
cational opportunities for low-income
children? Or, keep regulators busy with
their tape measures? Clearly, we failed

at the former and were a great success
in the latter. An entire generation of
head starters were unable to partici-
pate in that valuable program.

This is really a shameful waste of re-
sources that could have been provided
by this church in Harlem for the bene-
fit of neighborhood children.

A representative from the church
complained about the unresponsiveness
of the people in Washington.

All the bureaucrats wanted to tell
her, she said, was what could not be
done rather than what could be done.
She said that when she told them that
they were talking about pieces of
paper, and she was talking about chil-
dren, they did not seem to care. [‘‘The
Death of Common Sense.’’].

Mr. President, I believe this particu-
lar example is an excellent illustration
of how our regulatory system has gone
haywire. It is hard to believe that regu-
lators do not care about children and
their access to Head Start or any other
kind of service.

But, this example clearly shows that
our regulatory policy has become more
concerned with process than with out-
comes. It has become so obessed with
the objective that room size not devi-
ate an inch from the Federal standard
that it has completely lost sight of
what Head Start is supposed to accom-
plish.

I have to believe that similar exam-
ples of form over substance exist at the
Department of Labor, the EPA, the In-
terior Department, and just about
every other Federal agency.

Regulation has also reached deep
into our smallest businesses. Take the
case of Dutch Noteboom. Mr.
Noteboom is 72 years old and has
owned a small meat-packing plant in
Springfield, OR, for 33 years.

Despite the fact that Mr. Noteboom
employs only four people, the U.S. De-
partment of Agriculture has one full-
time inspector on his premises. An-
other inspector spends over half his
time there. This level of attention is
astonishing and must be extremely
costly.

Mr. Noteboom says that he is swim-
ming in paperwork, and that he does
not even know a tenth of the rules. He
says, ‘‘You should see all these USDA
manuals.’’ [‘‘The Death of Common
Sense’’].

Well, I have seen some of the Govern-
ment’s manuals and regulations and
they are shocking in their length and
complexity.

Consider, for example, the Federal
regulations on the sale of cabbage.
Now, the Gettysburg Address is 286
words in length, and the Declaration of
Independence contain 1,322 words. But
Government regulations on the sale of
cabbage total an eye-popping 26,911
words. [Heritage, citing a letter from
Congressman McIntosh to Grover
Norquist].

I am frankly wondering just how
much there is to restrict about the sale
of cabbage that would justify nearly
27,000 words. I had my staff do a quick
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calculation: 27,000 words is approxi-
mately the same length as the Federal-
ist Papers Nos. 1 through 15. We have
transformed regulatory compliance
into an industry all by itself. We have
gone from simple rules that reasonable
people could understand and comply
with to a Code of Federal Regulations
that by itself takes up a whole wall of
shelf space—not counting other agency
guidance and field memos. We forget
how fast is mount up.

Could I ask how much time I have
left?

The PRESIDING OFFICER. The Sen-
ator has 11 minutes remaining.

Mr. HATCH. I will yield 1 more
minute to me, and the rest of my time
to Senator ROTH, after Senator JOHN-
STON finishes.

Since 27,000 words is approximately
the same length as the Federalist pa-
pers Nos. 1 through 15, how can there
be any question that we have gone too
far?

Mr. President, Mr. Noteboom’s story
highlights another major mutation of
U.S. regulatory policy.

I can go on and on, but the point I am
making is this: They are taking away
our properties, our private properties,
and interfering with small business.
They are hurting people and stopping
kids from getting the care they need.
And, frankly, it is all because of ridicu-
lous regulations in large part written
by people who are not thinking about
what is best for the American people
and what is cost efficient in doing so.
This bill will make a terrific dif-
ference. It will make our bureaucrats
better and make us better. And, frank-
ly, it is high time we did it.

I want to compliment the distin-
guished Senator from Kansas, our ma-
jority leader, and also my good friend
and colleague from Louisiana, who
both worked long and hard to get to-
gether, and a whole raft of others. I
will put their names in the RECORD by
unanimous consent.

Mr. President, I reserve the balance
of our time.

Mr. JOHNSTON addressed the Chair.
The PRESIDING OFFICER. The Sen-

ator from Louisiana.
PRIVILEGE OF THE FLOOR

Mr. JOHNSTON. I ask unanimous
consent that Dr. Robert Simon be
given the privilege of the floor for the
pendency of S. 343 and any votes there-
on.

The PRESIDING OFFICER. Without
objection, it is so ordered.

Mr. JOHNSTON. Mr. President, I
want to thank my colleague, Mr.
HATCH, as well as Senator DOLE, and
their staffs, and Senator ROTH, and
others on the other side of the aisle, for
making this bill and the negotiation on
it thus far a true bipartisan effort.

The Judiciary Committee bill was,
indeed, the product of last Congress’
risk assessment legislation, which I
sponsored, as well as S. 1020, which
dealt with regulatory reform from ear-
lier in the 1980’s. Since that time, Mr.
President, the distinguished Senator

from Kansas, Senator DOLE, and I,
worked together over a period of some
10 hours—excuse me—12 hours of direct
negotiation in working out what we
called the Dole-Johnston draft, discus-
sion draft. Since that was filed in the
RECORD, we have spent an additional—
or at least I have spent 20 hours in ne-
gotiation with both Republicans and
Democrats, seeking to work out the
problems in that draft.

All of our problems have not yet been
worked out. But if I may give my col-
leagues and others the state of play on
it, I think the mood is there, the will is
there, and I think eventually substan-
tial agreement can be arrived at, deal-
ing with nine major points:

First, judicial review. The argument
about judicial review is now not about
the principle, it is about the language.
I believe our language achieves the re-
sult. We will continue to listen, but I
believe it achieves the result that ev-
eryone wishes.

Supermandate has been eliminated
from the bill. I believe that is also
clear. And both sides agree that under-
lying statutes are not superseded.
Whatever the requirements of the
Clean Air Act are, for example, are still
in place. And we believe that the lan-
guage of the draft now reflects that.
We are willing to work further to clar-
ify that—not to clarify, but to reassure
Senators that that is so.

With respect to decisional criteria,
Mr. President, I believe that from our
side of the aisle the language now in
the draft fully gives the discretion to
the agencies that we wish.

I call attention of my colleagues to
the language of section 624, which
states certain requirements, such as
the benefits rule to justify the cost.
But it goes on to say that if scientific,
technical, or economic uncertainties or
nonquantifiable benefits to the health
or safety of the environment identified
by the agency in the rulemaking record
make a more costly alternative that
achieves the objective of the statute
appropriate and in the public interest,
and the agency head provides an expla-
nation of that, that they may chose the
more costly alternative.

Mr. President, we will listen to fur-
ther elucidation on this.

But it seems to me that this is a
complete victory for those on our side
of the aisle who have always said the
difficulty with risk assessment is
sometimes scientific uncertainty,
where scientists do not agree in some
areas, where the data is uncertain or
where you have values that are
nonquantifiable by their nature, such
as the value of life, the value of good
health, the value of environment, the
value of clean air which are, by their
nature, nonquantifiable.

As I say, the theme, the idea is there,
and I believe is clear. But to the extent
it is not, we are certainly willing to ne-
gotiate, I believe, on both sides of the
aisle. The question, again, is not
whether to grant discretion for these
things, but rather the question is how
best to phrase the language.

With respect to petition, appeal on
that petition, sunset, consolidation, we
believe, Mr. President, that we now
have complete agreement on that. It
covers the issue of agency overload,
and we will soon be filing in the
RECORD language that will reflect that
agreement. Anything, of course, is sub-
ject to further wordsmithing, but we
believe both Democrats and Repub-
licans have arrived at a decision in
that very difficult area.

With respect to effective date, I hope
we can come to agreement on that. On
the Democratic side, we do not want to
have to go back and redo regulations
which have, in some cases, been 2 or 3
years in the making. On the Repub-
lican side, the concern has been that
they do not want to have a flood of new
regulations come in at the last minute
to escape the requirements of this bill.
I believe effective date can be appro-
priately worked out and pick some
date such as July 1 of this year.

With respect to threshold, I believe
the threshold should be 100 million, and
50 million is now in the bill. I believe
also that is a doable thing. My pre-
diction is that we will end up agreeing
on 100 million with some language with
respect to small business because small
business has really been a concern
here. At least I am in good hopes we
can agree on that.

I hope we can agree to drop
Superfund at some point. Not that any-
body thinks a process of risk assess-
ment should not be applicable to
Superfund, it should definitely be ap-
plicable to Superfund, but we believe
that is best done by the Environment
and Public Works Committee, working
their will against special requirements
of the Superfund site. To put it in this
bill, I believe, would be very difficult.

With respect to toxic release inven-
tory, the language now in the Dole-
Johnston draft, I believe, can be much
improved. It, in turn, was an improve-
ment over the Judiciary Committee
draft. Frankly, we are waiting for some
kind of improvement language that we
hope will solve this problem.

Toxic release inventory is a high-pro-
file issue, but I believe, in terms of im-
portance of the issue, it is clearly one
of the lesser issues in this bill and
should not stand in our way of getting
a bill.

The final point I have has to do with
the Delaney rule. We greatly improve
the Judiciary Committee draft on the
Delaney rule. The language now in the
Dole-Johnston draft says that an ad-
ministrator or an agency head cannot
fail to license a chemical if it has neg-
ligible or insignificant foreseeable risk
to human health resulting from its in-
tended use. It seems to me that this
ought to be the standard. It is a good
standard. I have heard no defense of
keeping the Delaney rule as it is, and I
submit that the votes will be on the
floor to change the Delaney rule.

Our request is that those who think
the standard we have in this draft is
not appropriate should come up with
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alternative language which we are
happy to consider. We have given no-
tice of consideration of alternative lan-
guage now for a week or two, and I
have not yet received it. So I urge peo-
ple who want that to be reconsidered to
please submit language.

The point I am making, Mr. Presi-
dent, is that the most difficult things
about this bill—things like decisional
criteria, judicial review,
supermandate—have been agreed upon
in principle, and the problem now is to
determine language that carries out
the principle.

We all understand that language and
wordsmithing in this area is very im-
portant, is crucial, is critical, and we
will continue to negotiate to seek very
precise language that carries this out,
and we solicit that from both sides of
the aisle.

But, Mr. President, frankly, given
the attitudes on both sides of the aisle,
I believe it is going to be possible to
come to those agreements, not with all
Senators. We are not going to get 100
votes, but I believe that there is a real
possibility for a broad consensus, and I
am happy to be part of the group that
is putting together what I consider to
be the most important bill in this field
that has ever been enacted by the Con-
gress.

Mr. President, I reserve the remain-
der of my time.

Mr. ROTH addressed the Chair.
The PRESIDING OFFICER. Who

yields time? The Senator from Dela-
ware.

Mr. HATCH. I yield the remainder of
our time to the Senator from Dela-
ware.

The PRESIDING OFFICER. There
are 9 minutes 51 seconds remaining.

Mr. ROTH. Mr. President, first of all,
I would like to thank the distinguished
Senator from Louisiana for the con-
structive role he has played in the ef-
fort to bring the two sides together.
Like him, I am optimistic that we are
going to be able to fashion legislation
that will satisfy the large majority on
both sides of the aisle.

I, frankly, can think of no legislation
of more critical importance, both from
the standpoint of enforcement of the
legislation or statutes on the books,
but also from getting a better bang for
the taxpayers’ buck. So, again, I con-
gratulate and thank the distinguished
Senator for his contribution.

Mr. President, today marks a mile-
stone in the effort to build a smarter,
more effective regulatory process.
From all quarters, Americans are call-
ing for change from the often overbear-
ing and counterproductive regulatory
monolithic that has grown out of con-
trol these past couple of decades. Presi-
dent Clinton has admitted that many
regulations, regulations that are cost-
ing our Nation billions of dollars, are
bad regulations.

George McGovern has described in
brilliant detail how overbearing regu-
lations put him out of business when
all he was trying to fulfill was the

dream of being an entrepreneur of own-
ing his own New England inn.

Economists are telling us that Fed-
eral regulations are costing our house-
holds some $6,000 annually, costing our
country about $600 billion a year, and
this at a time when our policies must
be those that make our Nation com-
petitive abroad, economically secure at
home and confident within our fami-
lies.

Financial costs are not the only bur-
den. As we move further into the infor-
mation age, the old adage, ‘‘Time is
money,’’ rings truer than ever before.
Time alone is becoming one of Ameri-
ca’s most vital economic resources. In
a competitive world of instant infor-
mation, a world where time is meas-
ured in cyberseconds, businesses, entre-
preneurs, service providers, research-
ers, scientists, farmers, and others
must be able to accelerate their re-
sponse time in providing their services
and bringing new products to market.

In our age of information, time is
often the difference between profit and
loss. But today, Federal regulations,
like cholesterol clogging a vital artery,
not only slow down the process but
often disrupts it. Well over 5 billion
hours—I repeat—well over 5 billion
hours a year are spent by our private
sector just trying to meet government
paperwork demands.

The legislation we are considering
today, S. 343, the comprehensive regu-
latory reform act of 1995, is a real and
workable solution to the problems
being expressed on both sides of the
aisle. That is why I am supporting this
legislation. It is the most comprehen-
sive reform of the regulatory process
since the enactment of the Administra-
tive Procedure Act of 1946. Since then,
efforts to reform Federal regulations
have been like a man trying to save
himself by running up the aisle in the
opposite direction on a runaway train.
What this legislation does, Mr. Presi-
dent, is get that runaway train under
control and places it back on the right
track.

This legislation substantially
changes the requirements for the issu-
ance of Federal regulations. It requires
regulators to directly consider whether
the benefits of a new regulation would
justify its cost. Regulators who want
to issue environmental and health and
safety regulation regulations under
this legislation have to make realistic
estimates of the risks to be addressed.
They have to disclose to the public any
assumptions they make to measure the
risk.

The bill encourages agencies to set
priorities to achieve the greatest over-
all risk reduction at the least cost.
More generally, this bill requires agen-
cies to review existing regulations, to
be sensitive to the cumulative regu-
latory burden, and to select the most
cost effective, market-driven method
feasible.

This, Mr. President, is smarter regu-
lation. Smarter regulation benefits us
all—our farmers, our businesses of all

sizes; it benefits State and local gov-
ernment, and, most important, it bene-
fits the consumer, the wage earner, the
taxpayer, and the family.

I support this legislation because it
is a reform of Federal regulations, not
a rollback. And the distinction is ex-
tremely important. I am an environ-
mentalist and honored to be called an
environmentalist. On this floor, I have
fought many battles to stop ocean
dumping and incineration, to preserve
the northern coastal plain of Alaska,
to protect forests and precious wildlife.
I can say with pride that Federal regu-
lations have made our air cleaner.
They have made our water purer, and
they have improved conditions in our
cities, lakes, and along our shores.

Regulation in itself is not bad. The
problem is that the huge regulatory en-
terprise, like that runaway train, has
gained so much inertia these past few
decades that it is posing a real and
dangerous threat to our future. What
we are looking for is balance, and this
legislation provides that balance. It
will restore common sense to the regu-
latory process.

This legislation helps us achieve nec-
essary regulation in the most flexible
and cost-effective way possible. We
have learned with experience that reg-
ulations often have been more costly
and less effective than they could have
been. This legislation addresses that
problem by making Government more
efficient, more effective. I believe, as
best they can, regulators should issue
regulations whose benefits justify their
cost. I believe that a fair, common-
sense test requiring that the benefits of
a regulation justify its cost should be
consistent with environmentalism, not
contrary to it.

Environmentalists and conservation-
ists have long recognized that we live
in a world of limited resources. In this
vein, we must use those limited re-
sources to achieve the greatest benefit
at the least cost. This is absolutely
consistent with our objectives.

Throughout my career, Mr. Presi-
dent, I have advocated reducing Gov-
ernment waste and inefficiency. I have
led efforts to reduce waste in Govern-
ment procurement practices, particu-
larly in defense contracts. At the time,
some critics suggested that I was un-
dermining support for a strong mili-
tary. How could I support a strong
military, they asked, if I challenged
the practices of the Department of De-
fense? The answer was simple. I pushed
for reform to make the Department of
Defense work better, reform to make it
more efficient and effective in carrying
out its mission. And toward this end,
we have been successful. Our reform of
the procurement process improved the
department. DOD was strengthened as
precious resources were spared to be
used much more efficiently and effec-
tively.

In the same way, as a committed en-
vironmentalist, I want to reduce the
inefficiency of the Environmental Pro-
tection Agency as well as other Federal
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agencies that serve the public interest.
Some critics suggest that we cannot
support strong cost benefit analysis,
and the Dole-Johnston compromise bill
requires and still favors protecting the
environment, health and safety, but
these critics are wrong. Without effec-
tive regulatory reform, the EPA and
other agencies will not carry out their
mission in an efficient and effective
manner.

Mr. President, this legislation simply
requires commonsense in the regu-
latory process. We should require no
less. I urge my colleagues to support
this commonsense legislation. Thank
you, Mr. President.

Mr. JOHNSTON. Mr. President, I
yield 10 minutes to the Senator from
Ohio, with the understanding that he
will yield some time to Senator LEVIN.

The PRESIDING OFFICER. The Sen-
ator from Louisiana has 13 minutes
total remaining.

The Senator from Ohio is recognized.
Mr. GLENN. Mr. President, I hope

that when the press writes about what
happened on the floor today, they get
away from the idea that this is the ul-
timate in confrontation, which seems
to be what the questions lead to when
we go out of the Chamber—talking
about regulatory reform—because,
today, I would hope the message would
go out that we are united in the Senate
of the United States, Democrat and Re-
publican, on one thing: we need regu-
latory reform.

Sometimes we get strident here and
give people the wrong impression. But
we have a need for regulatory reform,
and that is felt by those who have been
negotiating on the particulars of this
legislation over the past several days.
So the importance of regulatory reform
is well understood, and we all share in
a devotion to what we are trying to do
here.

I think a lot of people wonder why we
have regulations and rules. We need to
remember that we pass laws here on
the Senate floor, in the Congress, that
are signed by the President requiring
agencies to issue rules. After we pass
laws, rules and regulations written by
the agencies become applicable in
every community across this country.

I say to those listening that your
children today, your family today, can
have milk that is safe because of rules
and regulations. You can eat food that
is safe. You do not have to worry about
it, because of rules and regulations to
ensure safety to public health. Trans-
portation, whether by air, bus, or
plane, comes under certain rules and
regulations that let your family travel
safely.

The problem is that we have gone too
far in some of these matters with some
rules, and some regulation writers have
been overzealous.

So we have come full circle in need-
ing to put a rein on some of the rules
and regulations. We need to set up new
processes for making sure that we do
not get into the quagmires of where we
do not use common sense. Some of

them are ridiculous. We can all cite an-
ecdotal evidence.

On the Governmental Affairs Com-
mittee, we started working on what
was landmark regulatory reform, doing
a study back in 1977. This issue is not
something that is brand new. Through
the years, we dealt with OMB and
OIRA, and it has been an open process.

While I was chair of the committee,
we had a number of hearings, and this
year, Senator ROTH, our chairman this
year, has had four hearings on our bill,
S. 291. We took a bipartisan and delib-
erative approach to it and voted that
bill out of committee, unanimously, 15–
0. Republicans and Democrats united
together.

Any bill must have a balance. On the
Governmental Affairs Committee, I be-
lieve we achieved that balance. I would
like to run through very briefly some
of the central issues for regulatory re-
form in the limited time I have here
today.

My approach, and the approach taken
by our committee, on regulatory re-
form is the following: First, agencies
should be required to perform risk as-
sessment and cost-benefit analysis for
all major rules; second, cost-benefit
analysis should inform agency deci-
sionmaking, but it should not override
other statutory rulemaking criteria;
third, risk assessment requirements
should apply only to major risk assess-
ments, and these requirements must
not be overly prescriptive; fourth,
agencies should review existing rules,
but the reviews should not be dictated
by special interests; fifth, Government
accountability requires sunshine in the
regulatory review process; sixth, judi-
cial review should be available to en-
sure the final agency rules are based on
adequate analysis; it should not be a
lawyer’s dream with unending ways for
special interest to bog down agencies
with litigation; seventh, regulatory re-
form should not be the fix for every
special interest.

Now, Mr. President, the Senator from
Louisiana mentioned a number of the
areas that are still in contention with
this legislation. While we will have to
work these issues out, we are all united
in the need for regulatory reform.

The decision criteria: Will it be least
cost, or will it be the cost effective-
ness? Judicial reform has yet to be
ironed out completely. Can we get a
threshold of $100 million? How about
the petition process, the sunset, special
interest additions? These are issues we
still need to work together on. We have
yet to iron out exactly how we do these
things.

Mr. President, any bill on the subject
of regulatory reform to be deserving of
support must pass a test. This test is
twofold. I close with this: No. 1, does
the bill provide for reasonable, logical,
appropriate changes to regulatory pro-
cedures that eliminate unnecessary
burdens on businesses and individuals?
No. 2, at the same time, does the bill
maintain the ability to protect the

health, the safety, and the environ-
ment of the American people?

Now, that is a dual test that is very
simple, and one we need to keep in
mind as we debate this legislation. If
the answer is ‘‘yes,’’ to both questions,
the bill should be supported. Any bill
that relieves regulatory burdens but
threatens the protections for the
American people in health or safety or
environment should be opposed.

I will come back to this test many
times when we debate regulatory re-
form the rest of this week and after the
Fourth of July break.

I thank my colleague from Louisiana
for yielding time. I yield the balance of
my time to Senator LEVIN.

The PRESIDING OFFICER. The Sen-
ator from Michigan has 6 minutes re-
maining.

Mr. LEVIN. Let me commend all
those involved in this effort. It is a
very complicated effort, and most im-
portantly perhaps, an essential and bi-
partisan effort. It has been that way
from the beginning. I hope it stays that
way throughout this process.

The original bill which was intro-
duced was flawed. It did not achieve
both goals we need to achieve, which is
regulatory reform, to make this proc-
ess more responsive to cost, to allow
Members to review rules. We all, I
hope, want to do that.

We all, I hope, want cost effective
rules. We all, I hope, want to try to
protect some basic health, safety, and
environmental concerns. And I think
we all believe that we can achieve all
of that.

The original bill which was intro-
duced in the bill that is now pending
had some real limitations in those re-
gards. The Senator from Louisiana and
the Senator leader, the majority lead-
er, and people on both sides of the aisle
worked to come up with a substitute. I
think they made some significant
progress. They should be commended
for it.

After that happened, there were a
number of deficiencies that were point-
ed out by various people—the Senator
from Louisiana and others who were
open to the process of considering sug-
gestions to improve their product—and
we have made some significant
progress in our private discussions to
improve the so-called Dole-Johnston
substitute.

Right now, assuming that the lan-
guage is agreed upon, even though we
have only reached two or three of the
key nine issues, there has been some
significant changes in that draft, which
I think most of the people that have
been involved in these negotiations,
say represent improvements.

Now, there are still some outstanding
issues. For instance, the majority lead-
er and others have said ‘‘We don’t want
a supermandate.’’ This bill is intended
to supplement and not to supersede.

Some have raised the question, what
happens if the material in this bill,
which is intended to supplement, con-
flicts with what it is intended not to
supersede. Then what?
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We are assured that the underlying

legislation governs. Some have said
‘‘Why don’t we just simply say that?’’
The answer has been, ‘‘There is no need
to because there is no conflict,’’ yet
the concern remains, and we are trying
to figure out language which will ad-
dress the concern of those who want to
be sure that what the Republican lead-
er says is the intent, the majority lead-
er says is the intent—that there not be
a supermandate, in fact, implemented
in this bill.

We made some real progress in the
so-called petitions area. Before this
progress was made, I am afraid we were
going to substitute a judicial quagmire
for what is already a complicated regu-
latory process.

Nobody is benefited if we throw to
the drowning folks who are drowning
in regulations another bucket of water.
What they need is a lifeline, not an-
other complicating superstructure of
judicial consideration.

That is what I am afraid we were
about to do in the so-called petition
area, until we had some very fruitful
discussions, which have now, I think,
reached a point where we can hope to
avoid adding a judicial superstructure
of huge complication to a regulatory
process.

Mr. President, I am glad that these
discussions are going to continue. I
want to commend, particularly, Sen-
ator GLENN, Senator ROTH, others on
the Governmental Affairs Committee
who have worked on the Governmental
Affairs bill which contained so many
elements of the bill which we are going
to consider during the days that we do
consider regulatory reform.

We need regulatory reform. We must
have cost benefit analysis. We need
risk assessment. But we also need to be
sure that what we are achieving pro-
tects, in a sensible way, the environ-
ment and the health and the safety of
the people of the United States.

Some people say, ‘‘Why don’t you
just have the cheapest regulation auto-
matically?’’ Well, the answer is be-
cause the cheapest may not be the
most cost effective. Just like the
cheapest pair of shoes is not the sen-
sible pair of shoes. The cheapest car is
not the best car to buy, or else we
would all be driving Yugos.

We need cost-benefit analysis, but
that assumes that something which is
slightly more costly might have huge
benefits, and in that case we surely
want to be able to consider the cost ef-
fectiveness of the regulation and not be
required to always go with what is the
cheapest, because that may not be the
most cost effective.

I think there is kind of an under-
standing, almost a consensus that that
is correct; that we do not want to be
driven always to the cheapest, that a
marginal increase might be sensible
and might achieve some great benefits
and that ought to be permitted under
this process.

Let me close by again commending
my colleagues on Governmental Af-

fairs, Senators GLENN and ROTH and
others; the majority leader and Sen-
ator DASCHLE have been critical in
this, Senator JOHNSTON, Senator
HATCH, and others—so many who have
been involved in getting us where we
are today. We are making progress. I
hope that progress will be allowed to
continue and will not be thwarted in
any way that is inconsistent with what
our common goal is.

I thank the Chair.
The PRESIDING OFFICER. The Sen-

ator from Louisiana is recognized. All
time has expired.

Mr. JOHNSTON. Mr. President, I ask
unanimous consent I be able to proceed
for 2 minutes.

The PRESIDING OFFICER. Without
objection, it is so ordered.

Mr. JOHNSTON. Mr. President, I
commend my colleagues on this side of
the aisle who have been involved in
this negotiation, particularly Senator
LEVIN, Senator GLENN, Senator BIDEN,
Senator BAUCUS, Senator KERREY, and
Senator LAUTENBERG especially, who
have contributed so much in bringing
the draft up to where it is now.

As I say, it is not a done deal yet in
terms of satisfying everyone’s con-
cerns, but it is much, much closer to
that than when the Judiciary Commit-
tee bill started out.

Mr. President, I am advised it is the
majority leader’s intention Friday
afternoon to withdraw the committee
amendments to S. 343 and send the sub-
stitute to the desk. That substitute is,
in effect, the Dole-Johnston discussion
draft filed a few days ago, which is
being supplemented by the agreement
identified by myself and Senator
LEVIN, and with other modifications
which we have worked on during these
hours.

So I ask unanimous consent that be
printed in the RECORD tonight, when
submitted to the Chair.

There being no objection, the mate-
rial was ordered to be printed in the
RECORD, as follows:

On page 33, beginning with line 5, strike all
through the end of the bill and insert the fol-
lowing:
SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Comprehen-
sive Regulatory Reform Act of 1995’’.
SEC. 2. DEFINITIONS.

Section 551 of title 5, United States Code,
is amended—

(1) in the matter preceding paragraph (1),
by striking ‘‘this subchapter’’ and inserting
‘‘this chapter and chapters 7 and 8’’;

(2) in paragraph (13), by striking ‘‘and’’;
(3) in paragraph (14), by striking the period

at the end and inserting ‘‘; and’’; and
(4) by adding at the end the following new

paragraph:
‘‘(15) ‘Director’ means the Director of the

Office of Management and Budget.’’.
SEC. 3. RULEMAKING.

Section 553 of title 5, United States Code,
is amended to read as follows:
‘‘§ 553. Rulemaking

‘‘(a) APPLICABILITY.—This section applies
to every rulemaking, according to the provi-
sions thereof, except to the extent that there
is involved—

‘‘(1) a matter pertaining to a military or
foreign affairs function of the United States;

‘‘(2) a matter relating to the management
or personnel practices of an agency;

‘‘(3) an interpretive rule, general state-
ment of policy, guidance, or rule of agency
organization, procedure, or practice, unless
such rule, statement, or guidance has gen-
eral applicability and substantially alters or
creates rights or obligations of persons out-
side the agency; or

‘‘(4) a rule relating to the acquisition,
management, or disposal by an agency of
real or personal property, or of services, that
is promulgated in compliance with otherwise
applicable criteria and procedures.

‘‘(b) NOTICE OF PROPOSED RULEMAKING.—
General notice of proposed rulemaking shall
be published in the Federal Register, unless
all persons subject thereto are named and ei-
ther personally served or otherwise have ac-
tual notice of the proposed rulemaking in ac-
cordance with law. Each notice of proposed
rulemaking shall include—

‘‘(1) a statement of the time, place, and na-
ture of public rulemaking proceedings;

‘‘(2) a succinct explanation of the need for
and specific objectives of the proposed rule,
including an explanation of the agency’s de-
termination of whether or not the rule is a
major rule within the meaning of section
621(5);

‘‘(3) a succinct explanation of the specific
statutory basis for the proposed rule, includ-
ing an explanation of—

‘‘(A) whether the interpretation is clearly
required by the text of the statute; or

‘‘(B) if the interpretation is not clearly re-
quired by the text of the statute, an expla-
nation that the interpretation is within the
range of permissible interpretations of the
statute as identified by the agency, and an
explanation why the interpretation selected
by the agency is the agency’s preferred inter-
pretation;

‘‘(4) the terms or substance of the proposed
rule;

‘‘(5) a summary of any initial analysis of
the proposed rule required to be prepared or
issued pursuant to chapter 6;

‘‘(6) a statement that the agency seeks pro-
posals from the public and from State and
local governments for alternative methods
to accomplish the objectives of the rule-
making that are more effective or less bur-
densome than the approach used in the pro-
posed rule; and

‘‘(7) a statement specifying where the file
of the rulemaking proceeding maintained
pursuant to subsection (j) may be inspected
and how copies of the items in the file may
be obtained.

‘‘(c) PERIOD FOR COMMENT.—The agency
shall give interested persons not less than 60
days after providing the notice required by
subsection (b) to participate in the rule-
making through the submission of written
data, views, or arguments.

‘‘(d) GOOD CAUSE EXCEPTION.—Unless no-
tice or hearing is required by statute, a final
rule may be adopted and may become effec-
tive without prior compliance with sub-
sections (b) and (c) and (e) through (g) if the
agency for good cause finds that providing
notice and public procedure thereon before
the rule becomes effective is impracticable,
unnecessary, or contrary to the public inter-
est. If a rule is adopted under this sub-
section, the agency shall publish the rule in
the Federal Register with the finding and a
succinct explanation of the reasons therefor.

‘‘(e) PROCEDURAL FLEXIBILITY.—To collect
relevant information, and to identify and
elicit full and representative public com-
ment on the significant issues of a particular
rulemaking, the agency may use such other
procedures as the agency determines are ap-
propriate, including—

‘‘(1) the publication of an advance notice of
proposed rulemaking;
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‘‘(2) the provision of notice, in forms which

are more direct than notice published in the
Federal Register, to persons who would be
substantially affected by the proposed rule
but who are unlikely to receive notice of the
proposed rulemaking through the Federal
Register;

‘‘(3) the provision of opportunities for oral
presentation of data, views, information, or
rebuttal arguments at informal public hear-
ings, meetings, and round table discussions,
which may be held in the District of Colum-
bia and other locations;

‘‘(4) the establishment of reasonable proce-
dures to regulate the course of informal pub-
lic hearings, meetings and round table dis-
cussions, including the designation of rep-
resentatives to make oral presentations or
engage in direct or cross-examination on be-
half of several parties with a common inter-
est in a rulemaking, and the provision of
transcripts, summaries, or other records of
all such public hearings and summaries of
meetings and round table discussions;

‘‘(5) the provision of summaries, explana-
tory materials, or other technical informa-
tion in response to public inquiries concern-
ing the issues involved in the rulemaking;
and

‘‘(6) the adoption or modification of agency
procedural rules to reduce the cost or com-
plexity of the procedural rules.

‘‘(f) PLANNED FINAL RULE.—If the provi-
sions of a final rule that an agency plans to
adopt are so different from the provisions of
the original notice of proposed rulemaking
that the original notice did not fairly apprise
the public of the issues ultimately to be re-
solved in the rulemaking or of the substance
of the rule, the agency shall publish in the
Federal Register a notice of the final rule
the agency plans to adopt, together with the
information relevant to such rule that is re-
quired by the applicable provisions of this
section and that has not previously been
published in the Federal Register. The agen-
cy shall allow a reasonable period for com-
ment on such planned final rule prior to its
adoption.

‘‘(g) STATEMENT OF BASIS AND PURPOSE.—
An agency shall publish each final rule it
adopts in the Federal Register, together with
a concise statement of the basis and purpose
of the rule and a statement of when the rule
may become effective. The statement of
basis and purpose shall include—

‘‘(1) an explanation of the need for, objec-
tives of, and specific statutory authority for,
the rule;

‘‘(2) a discussion of, and response to, any
significant factual or legal issues presented
by the rule, or raised by the comments on
the proposed rule, including a description of
the reasonable alternatives to the rule pro-
posed by the agency and by interested per-
sons, and the reasons why such alternatives
were rejected;

‘‘(3) a succinct explanation of whether the
specific statutory basis for the rule is ex-
pressly required by the text of the statute, or
if the specific statutory interpretation upon
which the rule is based is not expressly re-
quired by the text of the statute, an expla-
nation that the interpretation is within the
range of permissible interpretations of the
statute as identified by the agency, and why
the agency has rejected other interpreta-
tions proposed in comments to the agency;

‘‘(4) an explanation of how the factual con-
clusions upon which the rule is based are
substantially supported in the rulemaking
file; and

‘‘(5) a summary of any final analysis of the
rule required to be prepared or issued pursu-
ant to chapter 6.

‘‘(h) NONAPPLICABILITY.—In the case of a
rule that is required by statute to be made
on the record after opportunity for an agen-

cy hearing, sections 556 and 557 shall apply in
lieu of subsections (c), (e), (f), and (g).

‘‘(i) EFFECTIVE DATE.—An agency shall
publish the final rule in the Federal Register
not later than 60 days before the effective
date of such rule. An agency may make a
rule effective in less than 60 days after publi-
cation in the Federal Register if the rule
grants or recognizes an exemption, relieves a
restriction, or if the agency for good cause
finds that such a delay in the effective date
would be contrary to the public interest and
publishes such finding and an explanation of
the reasons therefor, with the final rule.

‘‘(j) RULEMAKING FILE.—(1) The agency
shall maintain a file for each rulemaking
proceeding conducted pursuant to this sec-
tion and shall maintain a current index to
such file.

‘‘(2) Except as provided in subsection (k),
the file shall be made available to the public
not later than the date on which the agency
makes an initial publication concerning the
rule.

‘‘(3) The rulemaking file shall include—
‘‘(A) the notice of proposed rulemaking,

any supplement to, or modification or revi-
sion of, such notice, and any advance notice
of proposed rulemaking;

‘‘(B) copies of all written comments re-
ceived on the proposed rule;

‘‘(C) a transcript, summary, or other
record of any public hearing conducted on
the rulemaking;

‘‘(D) copies, or an identification of the
place at which copies may be obtained, of
factual and methodological material that
pertains directly to the rulemaking and that
was considered by the agency in connection
with the rulemaking, or that was submitted
to or prepared by or for the agency in con-
nection with the rulemaking; and

‘‘(E) any statement, description, analysis,
or other material that the agency is required
to prepare or issue in connection with the
rulemaking, including any analysis prepared
or issued pursuant to chapter 6.

The agency shall place each of the foregoing
materials in the file as soon as practicable
after each such material becomes available
to the agency.

‘‘(k) CONFIDENTIAL TREATMENT.—The file
required by subsection (j) need not include
any material described in section 552(b) if
the agency includes in the file a statement
that notes the existence of such material and
the basis upon which the material is exempt
from public disclosure under such section.
The agency may not substantially rely on
any such material in formulating a rule un-
less it makes the substance of such material
available for adequate comment by inter-
ested persons. The agency may use sum-
maries, aggregations of data, or other appro-
priate mechanisms to protect the confiden-
tiality of such material to the maximum ex-
tent possible.

‘‘(l) RULEMAKING PETITION.—(1) Each agen-
cy shall give an interested person the right
to petition—

‘‘(A) for the issuance, amendment, or re-
peal of a rule;

‘‘(B) for the amendment or repeal of an in-
terpretive rule or general statement of pol-
icy or guidance;

‘‘(C) for an interpretation regarding the
meaning of a rule, interpretive rule, general
statement of policy, or guidance; and

‘‘(D) for a variance or exemption from the
terms of a rule to which the petitioner is
otherwise subject, provided the statute au-
thorizing the rule does not prohibit a vari-
ance or exemption.

‘‘(2) The agency shall grant or deny a peti-
tion made pursuant to paragraph (1), and
give written notice of its determination to
the petitioner, with reasonable promptness,

but in no event later than 18 months after
the petition was received by the agency.

‘‘(3) The written notice of the agency’s de-
termination shall include an explanation of
the determination and a response to each
significant factual and legal claim that
forms the basis of the petition.

‘‘(m) JUDICIAL REVIEW.—(1) The decision of
an agency to use or not to use procedures in
a rulemaking under subsection (e) shall not
be subject to judicial review.

‘‘(2) The rulemaking file required under
subsection (j) shall constitute the rule-
making record for purposes of judicial re-
view.

‘‘(3) No court shall hold unlawful or set
aside an agency rule based on a violation of
subsection (j), unless the court finds that
such violation has precluded fair public con-
sideration of a material issue of the rule-
making taken as a whole.

‘‘(4)(A) Judicial review of compliance or
noncompliance with subsection (j) shall be
limited to review of action or inaction on the
part of an agency.

‘‘(B) A decision by an agency to deny a pe-
tition under subsection (l) shall be subject to
judicial review immediately upon denial, as
final agency action under the statute grant-
ing the agency authority to carry out its ac-
tion.

‘‘(n) CONSTRUCTION.—(1) Notwithstanding
any other provision of law, this section shall
apply to and supplement the procedures gov-
erning informal rulemaking under statutes
that are not generally subject to this sec-
tion.

‘‘(2) Nothing in this section authorizes the
use of appropriated funds available to any
agency to pay the attorney’s fees or other
expenses of persons intervening in agency
proceedings.’’.
SEC. 4. ANALYSIS OF AGENCY RULES.

(a) IN GENERAL.—Chapter 6 of title 5, Unit-
ed States Code, is amended by adding at the
end the following:
‘‘SUBCHAPTER II—ANALYSIS OF AGENCY

RULES
‘‘§ 621. Definitions

‘‘For purposes of this subchapter—
‘‘(1) except as otherwise provided, the defi-

nitions under section 551 shall apply to this
subchapter;

‘‘(2) the term ‘benefit’ means the reason-
ably identifiable significant favorable ef-
fects, including social, environmental,
health, and economic effects, that are ex-
pected to result directly or indirectly from
implementation of a rule or other agency ac-
tion;

‘‘(3) the term ‘cost’ means the reasonably
identifiable significant adverse effects, in-
cluding social, environmental, health, and
economic effects that are expected to result
directly or indirectly from implementation
of a rule or other agency action;

‘‘(4) the term ‘cost-benefit analysis’ means
an evaluation of the costs and benefits of a
rule, quantified to the extent feasible and ap-
propriate and otherwise qualitatively de-
scribed, that is prepared in accordance with
the requirements of this subchapter at the
level of detail appropriate and practicable
for reasoned decisionmaking on the matter
involved, taking into consideration the sig-
nificance and complexity of the decision and
any need for expedition;

‘‘(5) the term ‘major rule’ means—
‘‘(A) a rule or set of closely related rules

that the agency proposing the rule, the Di-
rector, or a designee of the President deter-
mines is likely to have a gross annual effect
on the economy of $50,000,000 or more in rea-
sonably quantifiable increased costs; or

‘‘(B) a rule that is otherwise designated a
major rule by the agency proposing the rule,
the Director, or a designee of the President



CONGRESSIONAL RECORD — SENATE S 9287June 28, 1995
(and a designation or failure to designate
under this clause shall not be subject to judi-
cial review);

‘‘(6) the term ‘market-based mechanism’
means a regulatory program that—

‘‘(A) imposes legal accountability for the
achievement of an explicit regulatory objec-
tive on each regulated person;

‘‘(B) affords maximum flexibility to each
regulated person in complying with manda-
tory regulatory objectives, which flexibility
shall, where feasible and appropriate, in-
clude, but not be limited to, the opportunity
to transfer to, or receive from, other persons,
including for cash or other legal consider-
ation, increments of compliance responsibil-
ity established by the program; and

‘‘(C) permits regulated persons to respond
to changes in general economic conditions
and in economic circumstances directly per-
tinent to the regulatory program without af-
fecting the achievement of the program’s ex-
plicit regulatory mandates;

‘‘(7) the term ‘performance-based stand-
ards’ means requirements, expressed in
terms of outcomes or goals rather than man-
datory means of achieving outcomes or
goals, that permit the regulated entity dis-
cretion to determine how best to meet spe-
cific requirements in particular cir-
cumstances;

‘‘(8) the term ‘reasonable alternatives’
means the range of reasonable regulatory op-
tions that the agency has authority to con-
sider under the statute granting rulemaking
authority, including flexible regulatory op-
tions of the type described in section
622(c)(2)(C)(iii), unless precluded by the stat-
ute granting the rulemaking authority; and

‘‘(9) the term ‘rule’ has the same meaning
as in section 551(4), and—

‘‘(A) includes any statement of general ap-
plicability that substantially alters or cre-
ates rights or obligations of persons outside
the agency; and

‘‘(B) does not include—
‘‘(i) a rule that involves the internal reve-

nue laws of the United States, or the assess-
ment and collection of taxes, duties, or other
revenues or receipts;

‘‘(ii) subject to section 633(c)(6), a rule or
agency action that implements a treaty or
international trade agreement to which the
United States is a party;

‘‘(iii) a rule or agency action that author-
izes the introduction into commerce, or rec-
ognizes the marketable status, of a product;

‘‘(iv) a rule exempt from notice and public
procedure under section 553(a);

‘‘(v) a rule or agency action relating to the
public debt;

‘‘(vi) a rule required to be promulgated at
least annually pursuant to statute, or that
provides relief, in whole or in part, from a
statutory prohibition, other than a rule pro-
mulgated pursuant to subtitle C of title II of
the Solid Waste Disposal Act (42 U.S.C. 6921
et seq.);

‘‘(vii) a rule of particular applicability
that approves or prescribes the future rates,
wages, prices, services, corporate or finan-
cial structures, reorganizations, mergers, ac-
quisitions, accounting practices, or disclo-
sures bearing on any of the foregoing;

‘‘(viii) a rule relating to monetary policy
or to the safety or soundness of federally in-
sured depository institutions or any affiliate
of such an institution (as defined in section
2(k) of the Bank Holding Company Act of
1956 (12 U.S.C. 1841(k))), credit unions, Fed-
eral Home Loan Banks, government spon-
sored housing enterprises, farm credit insti-
tutions, foreign banks that operate in the
United States and their affiliates, branches,
agencies, commercial lending companies, or
representative offices, (as those terms are
defined in section 1 of the International
Banking Act of 1978 (12 U.S.C. 3101));

‘‘(ix) a rule relating to the payment system
or the protection of deposit insurance funds
or the farm credit insurance fund;

‘‘(x) any order issued in a rate or certifi-
cate proceeding by the Federal Energy Regu-
latory Commission, or a rule of general ap-
plicability that the Federal Energy Regu-
latory Commission certifies would increase
reliance on competitive market forces or re-
duce regulatory burdens;

‘‘(xi) a rule or order relating to the finan-
cial responsibility of brokers and dealers or
futures commission merchants, the safe-
guarding of investor securities and funds or
commodity future or options customer secu-
rities and funds, the clearance and settle-
ment of securities, futures, or options trans-
actions, or the suspension of trading under
the Securities Exchange Act of 1934 (15
U.S.C. 78a et seq.) or emergency action taken
under the Commodity Exchange Act (7
U.S.C. 1 et seq.), or a rule relating to the pro-
tection of the Securities Investor Protection
Corporation, that is promulgated under the
Securities Investor Protection Act of 1970 (15
U.S.C. 78aaa et seq.); or

‘‘(xii) a rule that involves the inter-
national trade laws of the United States.
‘‘§ 622. Rulemaking cost-benefit analysis

‘‘(a) DETERMINATION OF MAJOR RULE.—
Prior to publishing a notice of proposed rule-
making for any rule (or, in the case of a no-
tice of proposed rulemaking that has been
published but not issued on or before the
date of enactment of this subchapter, not
later than 30 days after such date of enact-
ment), each agency shall determine whether
the rule is or is not a major rule within the
meaning of section 621(5)(A)(i) and, if it is
not, whether it should be designated as a
major rule under section 621(5)(A)(ii).

‘‘(b) DESIGNATION.—(1) If an agency has de-
termined that a rule is not a major rule
within the meaning of section 621(5)(A)(i) and
has not designated the rule as a major rule
within the meaning of section 621(5)(A)(ii),
the Director or a designee of the President
may, as appropriate, determine that the rule
is a major rule or designate the rule as a
major rule not later than 30 days after the
publication of the notice of proposed rule-
making for the rule (or, in the case of a no-
tice of proposed rulemaking that has been
published on or before the date of enactment
of this subchapter, not later than 1 year
after such date of enactment).

‘‘(2) Such determination or designation
shall be published in the Federal Register,
together with a succinct statement of the
basis for the determination or designation.

‘‘(c) INITIAL COST-BENEFIT ANALYSIS.—
(1)(A) When the agency publishes a notice of
proposed rulemaking for a major rule, the
agency shall issue and place in the rule-
making file an initial cost-benefit analysis,
and shall include a summary of such analysis
in the notice of proposed rulemaking.

‘‘(B)(i) When an agency, the Director, or a
designee of the President has published a de-
termination or designation that a rule is a
major rule after the publication of the notice
of proposed rulemaking for the rule, the
agency shall promptly issue and place in the
rulemaking file an initial cost-benefit analy-
sis for the rule and shall publish in the Fed-
eral Register a summary of such analysis.

‘‘(ii) Following the issuance of an initial
cost-benefit analysis under clause (i), the
agency shall give interested persons an op-
portunity to comment in the same manner
as if the initial cost-benefit analysis had
been issued with the notice of proposed rule-
making.

‘‘(2) Each initial cost-benefit analysis shall
contain—

‘‘(A) a succinct analysis of the benefits of
the proposed rule, including any beneficial

effects that cannot be quantified, and an ex-
planation of how the agency anticipates such
benefits will be achieved by the proposed
rule, including a description of the persons
or classes of persons likely to receive such
benefits;

‘‘(B) a succinct analysis of the costs of the
proposed rule, including any costs that can-
not be quantified, and an explanation of how
the agency anticipates such costs will result
from the proposed rule, including a descrip-
tion of the persons or classes of persons like-
ly to bear such costs;

‘‘(C) a succinct description (including an
analysis of the costs and benefits) of reason-
able alternatives for achieving the identified
benefits of the proposed rule, including,
where such alternatives exist, alternatives
that—

‘‘(i) require no government action, where
the agency has discretion under the statute
granting the rulemaking authority not to
promulgate a rule;

‘‘(ii) will accommodate differences among
geographic regions and among persons with
differing levels of resources with which to
comply;

‘‘(iii) employ performance-based standards,
market-based mechanisms, or other flexible
regulatory options that permit the greatest
flexibility in achieving the regulatory result
that the statutory provision authorizing the
rule is designed to produce; or

‘‘(iv) employ voluntary standards;
‘‘(D) in any case in which the proposed rule

is based on one or more scientific evalua-
tions, scientific information, or a risk as-
sessment, or is subject to the risk assess-
ment requirements of subchapter III, a de-
scription of the actions undertaken by the
agency to verify the quality, reliability, and
relevance of such scientific evaluation, sci-
entific information, or risk assessment; and

‘‘(E) an explanation of whether the pro-
posed rule is likely to meet the decisional
criteria of section 624.

‘‘(d) FINAL COST-BENEFIT ANALYSIS.—(1)
When the agency publishes a final major
rule, the agency shall also issue and place in
the rulemaking file a final cost-benefit anal-
ysis, and shall include a summary of the
analysis in the statement of basis and pur-
pose.

‘‘(2) Each final cost-benefit analysis shall
contain—

‘‘(A) a description and comparison of the
benefits and costs of the rule and of the rea-
sonable alternatives to the rule described in
the rulemaking record, including flexible
regulatory options of the type described in
subsection (c)(2)(C)(iii), and a description of
the persons likely to receive such benefits
and bear such costs; and

‘‘(B) an analysis, based upon the rule-
making record considered as a whole, of
whether and how the rule meets the
decisional criteria in section 624.

‘‘(3) In considering the benefits and costs,
the agency, when appropriate, shall consider
the benefits and costs incurred by all of the
affected persons or classes of persons (includ-
ing specially affected subgroups).

‘‘(e) REQUIREMENTS FOR COST-BENEFIT
ANALYSES.—(1)(A) The description of the
benefits and costs of a proposed and a final
rule required under this section shall in-
clude, to the extent feasible, a quantification
or numerical estimate of the quantifiable
benefits and costs.

‘‘(B) The quantification or numerical esti-
mate shall—

‘‘(i) be made in the most appropriate unit
of measurement, using comparable assump-
tions, including time periods;

‘‘(ii) specify the ranges of predictions; and
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‘‘(iii) explain the margins of error involved

in the quantification methods and the uncer-
tainties and variabilities in the estimates
used.

‘‘(C) An agency shall describe the nature
and extent of the nonquantifiable benefits
and costs of a final rule pursuant to this sec-
tion in as precise and succinct a manner as
possible.

‘‘(D) The agency evaluation of the relation-
ship of benefits to costs shall be clearly ar-
ticulated.

‘‘(E) An agency shall not be required to
make such evaluation primarily on a mathe-
matical or numerical basis.

‘‘(F) Nothing in this subsection shall be
construed to expand agency authority be-
yond the delegated authority arising from
the statute granting the rulemaking author-
ity.

‘‘(2) Where practicable and when under-
standing industry-by-industry effects is of
central importance to a rulemaking, the de-
scription of the benefits and costs of a pro-
posed and final rule required under this sec-
tion shall describe such benefits and costs on
an industry by industry basis.

‘‘(f) HEALTH, SAFETY, OR EMERGENCY EX-
EMPTION FROM COST-BENEFIT ANALYSIS.—(1)
A major rule may be adopted and may be-
come effective without prior compliance
with this subchapter if—

‘‘(A) the agency for good cause finds that
conducting cost-benefit analysis is imprac-
ticable due to an emergency or health or
safety threat that is likely to result in sig-
nificant harm to the public or natural re-
sources; and

‘‘(B) the agency publishes in the Federal
Register, together with such finding, a suc-
cinct statement of the basis for the finding.

‘‘(2) Not later than 180 days after the pro-
mulgation of a final major rule to which this
section applies, the agency shall comply
with the provisions of this subchapter and, if
thereafter necessary, revise the rule.
‘‘§ 623. Agency regulatory review

‘‘(a) PRELIMINARY SCHEDULE FOR RULES.—
(1) Not later than 1 year after the date of the
enactment of this section, and every 5 years
thereafter, the head of each agency shall
publish in the Federal Register a notice of
proposed rulemaking under section 553 that
contains a preliminary schedule of rules se-
lected for review under this section by the
head of the agency and in the sole discretion
of the head of the agency, and request public
comment thereon, including suggestions for
additional rules warranting review. The
agency shall allow at least 180 days for pub-
lic comment.

‘‘(2) In selecting rules for the preliminary
schedule, the head of the agency shall con-
sider the extent to which, in the judgment of
the head of the agency—

‘‘(A) a rule is unnecessary, and the agency
has discretion under the statute authorizing
the rule to repeal the rule;

‘‘(B) a rule would not meet the decisional
criteria of section 624, and the agency has
discretion under the statute authorizing the
rule to repeal the rule; or

‘‘(C) a rule could be revised in a manner al-
lowed by the statute authorizing the rule so
as to meet the decisional criteria of section
624 and to—

‘‘(i) substantially decrease costs;
‘‘(ii) substantially increase benefits; or
‘‘(iii) provide greater flexibility for regu-

lated entities, through mechanisms includ-
ing, but not limited to, those listed in sec-
tion 622(c)(2)(C)(iii).

‘‘(3) The preliminary schedule under this
subsection shall propose deadlines for review
of each rule listed thereon, and such dead-
lines shall occur not later than 11 years from
the date of publication of the preliminary
schedule.

‘‘(4) Any interpretive rule, general state-
ment of policy, or guidance that has the
force and effect of a rule under section 621(9)
shall be treated as a rule for purposes of this
section.

‘‘(b) SCHEDULE.—(1) Not later than 1 year
after publication of a preliminary schedule
under subsection (a), and subject to sub-
section (c), the head of each agency shall
publish a final rule that establishes a sched-
ule of rules to be reviewed by the agency
under this section.

‘‘(2) The schedule shall establish a deadline
for completion of the review of each rule
listed on the schedule, taking into account
the criteria in subsection (d) and comments
received in the rulemaking under subsection
(a). Each such deadline shall occur not later
than 11 years from the date of publication of
the preliminary schedule.

‘‘(3) The schedule shall contain, at a mini-
mum, all rules listed on the preliminary
schedule.

‘‘(4) The head of the agency shall modify
the agency’s schedule under this section to
reflect any change ordered by the court
under subsection (e) or subsection (g)(3) or
contained in an appropriations Act under
subsection (f).

‘‘(c) PETITIONS AND COMMENTS PROPOSING
ADDITION OF RULES TO THE SCHEDULE.—(1)
Notwithstanding section 553(l), a petition to
amend or repeal a major rule or an interpre-
tative rule, general statement of policy, or
guidance may only be filed during the 180-
day comment period under subsection (a) and
not at any other time. Such petition shall be
reviewed only in accordance with this sub-
section.

‘‘(2) The head of the agency shall, in re-
sponse to petitions received during the rule-
making to establish the schedule, place on
the final schedule for review within the first
3 years of the schedule any rule for which a
petition, on its face, together with any rel-
evant comments received in the rulemaking
under subsection (a), establishes that there
is a substantial likelihood that, considering
the future impact of the rule—

‘‘(A) the rule is a major rule under section
621(5)(A); and

(B) the head of the agency would not be
able to make the findings required by section
624 with respect to the rule.

‘‘(3) For the purposes of paragraph (2), the
head of the agency may consolidate multiple
petitions on the same rule into 1 determina-
tion with respect to review of the rule.

‘‘(4) The head of the agency may, at the
sole discretion of the head of the agency, add
to the schedule any other rule suggested by
a commentator during the rulemaking under
subsection (a).

‘‘(d) CRITERIA FOR ESTABLISHING DEADLINES
FOR REVIEW.—The schedules in subsections
(a) and (b) shall establish deadlines for re-
view of each rule on the schedule that take
into account—

‘‘(1) the extent to which, for a particular
rule, the preliminary views of the agency are
that—

‘‘(A) the rule is unnecessary, and the agen-
cy has discretion under the statute authoriz-
ing the rule to repeal the rule;

‘‘(B) the rule would not meet the decisional
criteria of section 624, and the agency has
discretion under the statute authorizing the
rule to repeal the rule; or

‘‘(C) the rule could be revised in a manner
allowed by the statute authorizing the rule
so as to meet the decisional criteria under
section 624 and to—

‘‘(i) substantially decrease costs;
‘‘(ii) substantially increase benefits; or
‘‘(iii) provide greater flexibility for regu-

lated entities, through mechanisms includ-
ing, but not limited to, those listed in sec-
tion 622(c)(2)(C)(iii);

‘‘(2) the importance of each rule relative to
other rules being reviewed under this sec-
tion; and

‘‘(3) the resources expected to be available
to the agency under subsection (f) to carry
out the reviews under this section.

‘‘(e) JUDICIAL REVIEW.—(1) Notwithstand-
ing section 625 and except as provided other-
wise in this subsection, agency compliance
or noncompliance with the requirements of
this section shall be subject to judicial re-
view in accordance with section 706 of this
title.

‘‘(2) The United States Court of Appeals for
the District of Columbia Circuit shall have
exclusive jurisdiction to review agency ac-
tion pursuant to subsection (b) and sub-
section (c).

‘‘(3) A petition for review of final agency
action under subsection (b) or subsection (c)
shall be filed not later than 60 days after the
agency publishes the final rule under sub-
section (b).

‘‘(4) The court upon review, for good cause
shown, may extend the 3-years deadline
under subsection (c)(2) for a period not to ex-
ceed an additional year.

‘‘(5) The court shall remand to the agency
any schedule under subsection (b) only if
final agency action under subsection (b) is
arbitrary or capricious. Agency action under
subsection (d) shall not be subject to judicial
review.

‘‘(f) ANNUAL BUDGET.—(1) The President’s
annual budget proposal submitted under sec-
tion 1105(a) of title 31 for each agency subject
to this section shall—

‘‘(A) identify as a separate sum the amount
requested to be appropriated for implemen-
tation of this section during the upcoming
fiscal year; and

‘‘(B) include a list of rules which may ter-
minate during the year for which the budget
proposal is made.

‘‘(2) Amendments to the schedule under
subsection (b) that change a deadline for re-
view of a rule may be included in annual ap-
propriations Acts for the relevant agencies.
An authorizing committee with jurisdiction
may submit, to the House of Representatives
or Senate appropriations committee (as the
case may be), amendments to the schedule
published by an agency under subsection (b)
that change a deadline for review of a rule.
The appropriations committee to which such
amendments have been submitted shall in-
clude or propose the amendments in the an-
nual appropriations Act for the relevant
agency. Each agency shall modify its sched-
ule under subsection (b) to reflect such
amendments.

‘‘(g) REVIEW OF RULE.—(1) For each rule on
the schedule under subsection (b), the agency
shall—

‘‘(A) not later than 2 years before the dead-
line in such schedule, publish in the Federal
Register a notice that solicits public com-
ment regarding whether the rule should be
continued, amended, or repealed;

‘‘(B) not later than 1 year before the dead-
line in such schedule, publish in the Federal
Register a notice that—

‘‘(i) addresses public comments generated
by the notice in subparagraph (A);

‘‘(ii) contains a preliminary analysis pro-
vided by the agency of whether the rule is a
major rule, and if so, whether it satisfies the
decisional criteria of section 624;

‘‘(iii) contains a preliminary determina-
tion as to whether the rule should be contin-
ued, amended, or repealed; and

‘‘(iv) solicits public comment on the pre-
liminary determination for the rule; and

‘‘(C) not later than 60 days before the dead-
line in such schedule, publish in the Federal
Register a final notice on the rule that—

‘‘(i) addresses public comments generated
by the notice in subparagraph (B); and
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‘‘(ii) contains a final determination of

whether to continue, amend, or repeal the
rule; and

‘‘(iii) if the agency determines to continue
the rule and the rule is a major rule, con-
tains findings necessary to satisfy the
decisional criteria of section 624; and

‘‘(iv) if the agency determines to amend
the rule, contains a notice of proposed rule-
making under section 553.

‘‘(2) If the final determination of the agen-
cy is to continue or repeal the rule, that de-
termination shall take effect 60 days after
the publication in the Federal Register of
the notice in paragraph (1)(C).

‘‘(3) An interested party may petition the
U.S. Court of Appeals for the District of Co-
lumbia Circuit to extend the period for re-
view of a rule on the schedule for up to two
years and to grant such equitable relief as is
appropriate, if such petition establishes
that—

‘‘(A) the rule is likely to terminate under
subsection (i);

‘‘(B) the agency needs additional time to
complete the review under this subsection;

‘‘(C) terminating the rule would not be in
the public interest; and

‘‘(D) the agency has not expeditiously com-
pleted its review.

‘‘(h) DEADLINE FOR FINAL AGENCY ACTION
ON MODIFIED RULE.—If an agency makes a
determination to amend a major rule under
subsection (g)(1)(C)(ii), the agency shall com-
plete final agency action with regard to such
rule not later than 2 years of the date of pub-
lication of the notice in subsection (g)(1)(C)
containing such determination. Nothing in
this subsection shall limit the discretion of
an agency to decide, after having proposed to
modify a major rule, not to promulgate such
modification. Such decision shall constitute
final agency action for the purposes of judi-
cial review.

‘‘(i) TERMINATION OF RULES.—If the head of
an agency has not completed the review of a
rule by the deadline established in the sched-
ule published or modified pursuant to sub-
section (b) and subsection (c), the head of the
agency shall not enforce the rule, and the
rule shall terminate by operation of law as of
such date.

‘‘(j) FINAL AGENCY ACTION.—(1) The final
determination of an agency to continue or
repeal a major rule under subsection (g)(1)(C)
shall be considered final agency action.

‘‘(2) Failure to promulgate an amended
major rule or to make other decisions re-
quired by subsection (h) by the date estab-
lished under such subsection shall be consid-
ered final agency action.
‘‘§ 624. Decisional criteria

‘‘(a) CONSTRUCTION WITH OTHER LAWS.—The
requirements of this section shall supple-
ment, and not supersede, any other
decisional criteria otherwise provided by
law.

‘‘(b) REQUIREMENTS.—Except as provided in
subsection (c), no final major rule subject to
this subchapter shall be promulgated unless
the agency head publishes in the Federal
Register a finding that—

‘‘(1) the benefits from the rule justify the
costs of the rule;

‘‘(2) the rule employs to the extent prac-
ticable flexible reasonable alternatives of
the type described in section 622(c)(2)(C)(iii);
and

‘‘(3)(A) the rule adopts the least cost alter-
native of the reasonable alternatives that
achieves the objectives of the statute; or

‘‘(B) if scientific, technical, or economic
uncertainties or nonquantifiable benefits to
health, safety, or the environment identified
by the agency in the rulemaking record
make a more costly alternative that
achieves the objectives of the statute appro-

priate and in the public interest and the
agency head provides an explanation of those
considerations, the rule adopts the least cost
alternative of the reasonable alternatives
necessary to take into account such uncer-
tainties or benefits; and

‘‘(4) if a risk assessment is required by sec-
tion 632—

‘‘(A) the rule is likely to significantly re-
duce the human health, safety, and environ-
mental risks to be addressed; or

‘‘(B) if scientific, technical, or economic
uncertainties or nonquantifiable benefits to
health, safety, or the environment, preclude
making the finding under subparagraph (A),
promulgating the final rule is nevertheless
justified for reasons stated in writing accom-
panying the rule and consistent with sub-
chapter III.

‘‘(c) ALTERNATIVE REQUIREMENTS.—If, ap-
plying the statutory requirements upon
which the rule is based, a rule cannot satisfy
the criteria of subsection (b), the agency
head may promulgate the rule if the agency
head finds that—

‘‘(1) the rule employs to the extent prac-
ticable flexible reasonable alternatives of
the type described in section 622(c)(2)(C)(iii);

‘‘(2)(A) the rule adopts the least cost alter-
native of the reasonable alternatives that
achieves the objectives of the statute; or

‘‘(B) if scientific, technical, or economic
uncertainties or nonquantifiable benefits to
health, safety, or the environment identified
by the agency in the rulemaking record
make a more costly alternative that
achieves the objectives of the statute appro-
priate and in the public interest, and the
agency head provides an explanation of those
consideration, the rule adopts the least cost
alternative of the reasonable alternatives
necessary to take into account such uncer-
tainties or benefits; and

‘‘(3) if a risk assessment is required by sec-
tion 632—

‘‘(A) the rule is likely to significantly re-
duce the human health, safety, and environ-
mental risks to be addressed; or

‘‘(B) if scientific, technical, or economic
uncertainties or nonquantifiable benefits to
health, safety, or the environment, preclude
making the finding under subparagraph (A),
promulgating the final rule is nevertheless
justified for reasons stated in writing accom-
panying the rule and consistent with sub-
chapter III.

‘‘(d) PUBLICATION OF REASONS FOR NON-
COMPLIANCE.—If an agency promulgates a
rule to which subsection (c) applies, the
agency head shall prepare a written expla-
nation of why the agency was required to
promulgate a rule that does not satisfy the
criteria of subsection (b) and shall transmit
the explanation with the final cost-benefit
analysis to Congress when the final rule is
promulgated.
‘‘§ 625. Jurisdiction and judicial review

‘‘(a) REVIEW.—Compliance or noncompli-
ance by an agency with the provisions of this
subchapter and subchapter III shall be sub-
ject to judicial review only in accordance
with this section.

‘‘(b) JURISDICTION.—(1) Subject to para-
graph (2), each court with jurisdiction under
a statute to review final agency action to
which this title applies, has jurisdiction to
review any claims of noncompliance with
this subchapter and subchapter III.

‘‘(2) No claims of noncompliance with this
subchapter or subchapter III shall be re-
viewed separate or apart from judicial re-
view of the final agency action to which they
relate.

‘‘(c) RECORD.—Any analysis or review re-
quired under this subchapter or subchapter
III shall constitute part of the rulemaking
record of the final agency action to which it
pertains for the purposes of judicial review.

‘‘(d) STANDARDS FOR REVIEW.—In any pro-
ceeding involving judicial review under sec-
tion 706 or under the statute granting the
rulemaking authority, failure to comply
with this subchapter or subchapter III may
be considered by the court solely for the pur-
pose of determining whether the final agency
action is arbitrary and capricious or an
abuse of discretion (or unsupported by sub-
stantial evidence where that standard is oth-
erwise provided by law).

‘‘(e) INTERLOCUTORY REVIEW.—(1) The Unit-
ed States Court of Appeals for the District of
Columbia Circuit shall have jurisdiction to
review—

‘‘(A) an agency determination that a rule
is not a major rule pursuant to section
622(a); and

‘‘(B) an agency determination that a risk
assessment is not required pursuant to sec-
tion 632(a).

‘‘(2) A petition for review of agency action
under paragraph (1) shall be filed within 60
days after the agency makes the determina-
tion or certification for which review is
sought.

‘‘(3) Except as provided in this subsection,
no court shall have jurisdiction to review
any agency determination or certification
specified in paragraph (1).
‘‘§ 626. Deadlines for rulemaking

‘‘(a) STATUTORY.—All deadlines in statutes
that require agencies to propose or promul-
gate any rule subject to section 622 or sub-
chapter III during the 5-year period begin-
ning on the effective date of this section
shall be suspended until the earlier of—

‘‘(1) the date on which the requirements of
section 622 or subchapter III are satisfied; or

‘‘(2) the date occurring 2 years after the
date of the applicable deadline.

‘‘(b) COURT-ORDERED.—All deadlines im-
posed by any court of the United States that
would require an agency to propose or pro-
mulgate a rule subject to section 622 or sub-
chapter III during the 5-year period begin-
ning on the effective date of this section
shall be suspended until the earlier of—

‘‘(1) the date on which the requirements of
section 622 or subchapter III are satisfied; or

‘‘(2) the date occurring 2 years after the
date of the applicable deadline.

‘‘(c) OBLIGATION TO REGULATE.—In any
case in which the failure to promulgate a
rule by a deadline occurring during the 5-
year period beginning on the effective date
of this section would create an obligation to
regulate through individual adjudications,
the deadline shall be suspended until the ear-
lier of—

‘‘(1) the date on which the requirements of
section 622 or subchapter III are satisfied; or

‘‘(2) the date occurring 2 years after the
date of the applicable deadline.
‘‘§ 627. Special rule

‘‘Notwithstanding any other provision of
the Comprehensive Regulatory Reform Act
of 1995, or the amendments made by such
Act, for purposes of this subchapter and sub-
chapter IV, the head of each appropriate
Federal banking agency (as defined in sec-
tion 3(q) of the Federal Deposit Insurance
Act), the National Credit Union Administra-
tion, the Federal Housing Finance Board, the
Office of Federal Housing Enterprise Over-
sight, and the Farm Credit Administration,
shall have authority with respect to such
agency that otherwise would be provided
under such subchapters to the Director, a
designee of the President, Vice President, or
any officer designated or delegated with au-
thority under such subchapters.
‘‘§ 628. Requirements for major environ-

mental management activities
‘‘(a) DEFINITION.—For purposes of this sec-

tion, the term ‘major environmental man-
agement activity’ means—
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‘‘(1) a corrective action requirement under

the Solid Waste Disposal Act;
‘‘(2) a response action or damage assess-

ment under the Comprehensive Environ-
mental Response, Compensation, and Liabil-
ity Act of 1980 (42 U.S.C. 9601 et seq.);

‘‘(3) the treatment, storage, or disposal of
radioactive or mixed waste in connection
with site restoration activity; and

‘‘(4) Federal guidelines for the conduct of
such activity, including site-specific guide-
lines,
the expected costs, expenses, and damages of
which are likely to exceed, in the aggregate,
$10,000,000.

‘‘(b) APPLICABILITY.—A major environ-
mental management activity is subj ect to
this section unless construction has com-
menced on a significant portion of the activ-
ity, and—

‘‘(1) it is more cost-effective to complete
construction of the work than to apply the
provisions of this subchapter; or

‘‘(2) the application of the provisions of
this subchapter, including any delays caused
thereby, will result in an actual and imme-
diate risk to human health or welfare.

‘‘(c) REQUIREMENT TO PREPARE RISK AS-
SESSMENT.—(1) For each major environ-
mental management activity or significant
unit thereof that is proposed by the agency
after the date of enactment of this sub-
chapter, is pending on the date of enactment
of this subchapter, or is subject to a granted
petition for review pursuant to section 623,
the head of an agency shall prepare—

‘‘(A) a risk assessment in accordance with
subchapter III; and

‘‘(B) a cost-benefit analysis equivalent to
that which would be required under this sub-
chapter, if such subchapter were applicable.

‘‘(2) In conducting a risk assessment or
cost-benefit analysis under this section, the
head of the agency shall incorporate the rea-
sonably anticipated probable future use of
the land and its surroundings (and any asso-
ciated media and resources of either) af-
fected by the environmental management
activity.

‘‘(3) For actions pending on the date of en-
actment of this section or proposed during
the year following the date of enactment of
this section, in lieu of preparing a risk as-
sessment in accordance with subchapter III
or cost-benefit analysis under this sub-
chapter, an agency may use other appro-
priately developed analyses that allow it to
make the judgments required under sub-
section (d).

‘‘(d) REQUIREMENT.—The requirements of
this subsection shall supplement, and not su-
persede, any other requirement provided by
any law. A major environmental manage-
ment activity under this section shall meet
the decisional criteria under section 624 as if
it is a major rule under such section.
‘‘SUBCHAPTER III—RISK ASSESSMENTS

‘‘§ 631. Definitions
‘‘For purposes of this subchapter—
‘‘(1) except as otherwise provided, the defi-

nitions under section 551 shall apply to this
subchapter;

‘‘(2) the term ‘exposure assessment’ means
the scientific determination of the intensity,
frequency and duration of actual or potential
exposures to the hazard in question;

‘‘(3) the term ‘hazard assessment’ means
the scientific determination of whether a
hazard can cause an increased incidence of
one or more significant adverse effects, and a
scientific evaluation of the relationship be-
tween the degree of exposure to a perceived
cause of an adverse effect and the incidence
and severity of the effect;

‘‘(4) the term ‘major rule’ has the meaning
given such term in section 621(5);

‘‘(5) the term ‘risk assessment’ means the
systematic process of organizing and analyz-

ing scientific knowledge and information on
potential hazards, including as appropriate
for the specific risk involved, hazard assess-
ment, exposure assessment, and risk charac-
terization;

‘‘(6) the term ‘risk characterization’ means
the integration and organization of hazard
and exposure assessment to estimate the po-
tential for specific harm to an exposed popu-
lation or natural resource including, to the
extent feasible, a characterization of the dis-
tribution of risk as well as an analysis of un-
certainties, variabilities, conflicting infor-
mation, and inferences and assumptions in
the assessment;

‘‘(7) the term ‘screening analysis’ means an
analysis using simple conservative postu-
lates to arrive at an estimate of upper and
lower bounds as appropriate, that permits
the manager to eliminate risks from further
consideration and analysis, or to help estab-
lish priorities for agency action; and

‘‘(8) the term ‘substitution risk’ means an
increased risk to human health, safety, or
the environment reasonably likely to result
from a regulatory option.
‘‘§ 632. Applicability

‘‘(a) IN GENERAL.—Except as provided in
subsection (c), for each proposed and final
major rule, a primary purpose of which is to
protect human health, safety, or the envi-
ronment, or a consequence of which is a sub-
stantial substitution risk, that is proposed
by an agency after the date of enactment of
this subchapter, or is pending on the date of
enactment of this subchapter, the head of
each agency shall prepare a risk assessment
in accordance with this subchapter.

‘‘(b) APPLICATION OF PRINCIPLES.—(1) Ex-
cept as provided in subsection (c), the head
of each agency shall apply the principles in
this subchapter to any risk assessment con-
ducted to support a determination by the
agency of risk to human health, safety, or
the environment, if such determination
would be likely to have an effect on the
United States economy equivalent to that of
a major rule.

‘‘(2) In applying the principles of this sub-
chapter to risk assessments other than those
in subsections (a), (b)(1), and (c), the head of
each agency shall publish, after notice and
public comment, guidelines for the conduct
of such other risk assessments that adopt
the principles of this subchapter in a manner
consistent with section 633(a)(4) and the risk
assessment and risk management needs of
the agency.

‘‘(3) An agency shall not, as a condition for
the issuance or modification of a permit,
conduct, or require any person to conduct, a
risk assessment, except if the agency finds
that the risk assessment meets the require-
ments of section 633 (a) through (f).

‘‘(c) EXCEPTIONS.—(1) This subchapter shall
not apply to risk assessments performed
with respect to—

‘‘(A) a situation for which the agency finds
good cause that conducting a risk assess-
ment is impracticable due to an emergency
or health and safety threat that is likely to
result in significant harm to the public or
natural resources;

‘‘(B) a rule or agency action that author-
izes the introduction into commerce, or ini-
tiation of manufacture, of a substance, mix-
ture, or product, or recognizes the market-
able status of a product;

‘‘(C) a human health, safety, or environ-
mental inspection, an action enforcing a
statutory provision, rule, or permit, or an in-
dividual facility or site permitting action,
except to the extent provided by subsection
(b)(3);

‘‘(D) a screening analysis clearly identified
as such; or

‘‘(E) product registrations, reregistrations,
tolerance settings, and reviews of

premanufacture notices under the Federal
Insecticide, Fungicide, and Rodenticide Act
(7 U.S.C. 136 et seq.) and the Toxic Sub-
stances Control Act (15 U.S.C. 2601 et seq.).

‘‘(2) An analysis shall not be treated as a
screening analysis for the purposes of para-
graph (1)(D) if the result of the analysis is
used—

‘‘(A) as the basis for imposing a restriction
on a previously authorized substance, prod-
uct, or activity after its initial introduction
into manufacture or commerce; or

‘‘(B) as the basis for a formal determina-
tion by the agency of significant risk from a
substance or activity.

‘‘(3) This subchapter shall not apply to any
food, drug, or other product label or labeling,
or to any risk characterization appearing on
any such label.
‘‘§ 633. Principles for risk assessments

‘‘(a) IN GENERAL.—(1) The head of each
agency shall design and conduct risk assess-
ments in a manner that promotes rational
and informed risk management decisions and
informed public input into the process of
making agency decisions.

‘‘(2) The head of each agency shall estab-
lish and maintain a distinction between risk
assessment and risk management.

‘‘(3) An agency may take into account pri-
orities for managing risks, including the
types of information that would be impor-
tant in evaluating a full range of alter-
natives, in developing priorities for risk as-
sessment activities.

‘‘(4) In conducting a risk assessment, the
head of each agency shall employ the level of
detail and rigor considered by the agency as
appropriate and practicable for reasoned de-
cisionmaking in the matter involved, propor-
tionate to the significance and complexity of
the potential agency action and the need for
expedition.

‘‘(5) An agency shall not be required to re-
peat discussions or explanations in each risk
assessment required under this subchapter if
there is an unambiguous reference to a rel-
evant discussion or explanation in another
reasonably available agency document that
was prepared consistent with this section.

‘‘(b) ITERATIVE PROCESS.—(1) Each agency
shall develop and use an iterative process for
risk assessment, starting with relatively in-
expensive screening analyses and progressing
to more rigorous analyses, as circumstances
or results warrant.

‘‘(2) In determining whether or not to pro-
ceed to a more detailed analysis, the head of
the agency shall take into consideration
whether or not use of additional data or the
analysis thereof would significantly change
the estimate of risk and the resulting agency
action.

‘‘(c) DATA QUALITY.—(1) The head of each
agency shall base each risk assessment only
on the best reasonably available scientific
data and scientific understanding, including
scientific information that finds or fails to
find a correlation between a potential hazard
and an adverse effect, and data regarding ex-
posure and other relevant physical condi-
tions that are reasonably expected to be en-
countered.

‘‘(2) The agency shall select data for use in
a risk assessment based on a reasoned analy-
sis of the quality and relevance of the data,
and shall describe such analysis.

‘‘(3) In making its selection of data, the
agency shall consider whether the data were
published in the peer-reviewed scientific lit-
erature, or developed in accordance with
good laboratory practice or published or
other appropriate protocols to ensure data
quality, such as the standards for the devel-
opment of test data promulgated pursuant to
section 4 of the Toxic Substances Control
Act (15 U.S.C. 2603), and the standards for
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data requirements promulgated pursuant to
section 3 of the Federal Insecticide, Fun-
gicide, and Rodenticide Act (7 U.S.C. 136a),
or other form of independent evaluation.

‘‘(4) Subject to paragraph (3), relevant sci-
entific data submitted by interested parties
shall be reviewed and considered by the
agency in the analysis under paragraph (2).

‘‘(5) When conflicts among scientific data
appear to exist, the risk assessment shall in-
clude a discussion of all relevant informa-
tion including the likelihood of alternative
interpretations of the data and emphasiz-
ing—

‘‘(A) postulates that represent the most
reasonable inferences from the supporting
scientific data; and

‘‘(B) when a risk assessment involves an
extrapolation from toxicological studies,
data with the greatest scientific basis of sup-
port for the resulting harm to affected indi-
viduals, populations, or resources.

‘‘(6) The head of an agency shall not auto-
matically incorporate or adopt any rec-
ommendation or classification made by any
foreign government, the United Nations, any
international governmental body or stand-
ards-making organization, concerning the
health effects value of a substance except as
provided in paragraph (2) of this subsection.
Nothing in this paragraph shall be construed
to affect the implementation or application
of any treaty or international trade agree-
ment to which the United States is a party.

‘‘(d) USE OF POLICY JUDGMENTS.—(1) To the
maximum extent practicable, each agency
shall use policy judgments, including default
assumptions, inferences, models or safety
factors, only when relevant scientific data
and scientific understanding, including site-
specific data, are lacking. The agency shall
modify or decrease the use of policy judg-
ments to the extent that higher quality sci-
entific data and understanding become avail-
able.

‘‘(2) When a risk assessment involves
choice of a postulate, the head of the agency
shall—

‘‘(A) identify the postulate and its sci-
entific or policy basis, including the extent
to which the policy judgment has been vali-
dated by, or conflicts with, empirical data;

‘‘(B) explain the basis for any choices
among policy judgments; and

‘‘(C) describe reasonable alternative policy
judgments that were not selected by the
agency for use in the risk assessment, and
the sensitivity of the conclusions of the risk
assessment to the alternatives, and the ra-
tionale for not using such alternatives.

‘‘(3) An agency shall not inappropriately
combine or compound multiple policy judg-
ments.

‘‘(4) The agency shall, subject to notice and
opportunity for public comment, develop and
publish guidelines describing the agency’s
default policy judgments and how they were
chosen, and guidelines for deciding when and
how, in a specific risk assessment, to adopt
alternative policy judgments or to use avail-
able scientific information in place of a pol-
icy judgment.

‘‘(e) RISK CHARACTERIZATION.—In each risk
assessment, the agency shall include in the
risk characterization, as appropriate, each of
the following:

‘‘(1) A description of the hazard of concern.
‘‘(2) A description of the populations or

natural resources that are the subject of the
risk assessment.

‘‘(3) An explanation of the exposure sce-
narios used in the risk assessment, including
an estimate of the corresponding population
at risk and the likelihood of such exposure
scenarios.

‘‘(4) A description of the nature and sever-
ity of the harm that could plausibly occur.

‘‘(5) A description of the major uncertain-
ties in each component of the risk assess-

ment and their influence on the results of
the assessment.

‘‘(f) PRESENTATION OF RISK ASSESSMENT
CONCLUSIONS.—(1) To the extent feasible and
scientifically appropriate, the head of an
agency shall—

‘‘(A) express the overall estimate of risk as
a range or probability distribution that re-
flects variabilities, uncertainties and data
gaps in the analysis;

‘‘(B) provide the range and distribution of
risks and the corresponding exposure sce-
narios, identifying the reasonably expected
risk to the general population and, where ap-
propriate, to more highly exposed or sen-
sitive subpopulations; and

‘‘(C) where quantitative estimates of the
range and distribution of risk estimates are
not available, describe the qualitative fac-
tors influencing the range of possible risks.

‘‘(2) When scientific data and understand-
ing that permits relevant comparisons of
risk are reasonably available, the agency
shall use such information to place the na-
ture and magnitude of risks to human
health, safety, and the environment being
analyzed in context.

‘‘(3) When scientifically appropriate infor-
mation on significant substitution risks to
human health, safety, or the environment is
reasonably available to the agency, or is con-
tained in information provided to the agency
by a commentator, the agency shall describe
such risks in the risk assessments.

‘‘(g) PEER REVIEW.—(1) Each agency shall
provide for peer review in accordance with
this section of any risk assessment subject
to the requirements of this subchapter that
forms that basis of any major rule or a major
environmental management activity.

‘‘(2) Each agency shall develop a system-
atic program for balanced, independent, and
external peer review that—

‘‘(A) shall provide for the creation or utili-
zation of peer review panels, expert bodies,
or other formal or informal devices that are
balanced and comprised of participants se-
lected on the basis of their expertise relevant
to the sciences involved in regulatory deci-
sions and who are independent of the agency
program that developed the risk assessment
being reviewed;

‘‘(B) shall not exclude any person with sub-
stantial and relevant expertise as a partici-
pant on the basis that such person has a po-
tential interest in the outcome, if such inter-
est is fully disclosed to the agency, and the
agency includes such disclosure as part of
the record, unless the result of the review
would have a direct and predictable effect on
a substantial financial interest of such per-
son;

‘‘(C) shall provide for a timely completed
peer review, meeting agency deadlines, that
contains a balanced presentation of all con-
siderations, including minority reports and
agency response to all significant peer re-
view comments; and

‘‘(D) shall provide adequate protections for
confidential business information and trade
secrets, including requiring panel members
to enter into confidentiality agreements.

‘‘(3) Each peer review shall include a report
to the Federal agency concerned detailing
the scientific and technical merit of data
and the methods used for the risk assess-
ment, and shall identify significant peer re-
view comments. Each agency shall provide a
written response to all significant peer re-
view comments. All peer review comments,
conclusions, composition of the panels, and
the agency’s responses shall be made avail-
able to the public and shall be made part of
the administrative record for purposes of ju-
dicial review of any final agency action.

‘‘(4)(A) The Director of the Office of
Science and Technology Policy shall develop

a systematic program to oversee the use and
quality of peer review of risk assessments.

‘‘(B) The Director or the designee of the
President may order an agency to conduct
peer review for any risk assessment or cost-
benefit analysis that is likely to have a sig-
nificant impact on public policy decisions, or
that would establish an important precedent.

‘‘(5) The proceedings of peer review panels
under this section shall not be subject to the
Federal Advisory Committee Act.

‘‘(h) PUBLIC PARTICIPATION.—The head of
each agency shall provide appropriate oppor-
tunities for public participation and com-
ment on risk assessments.
‘‘§ 634. Rule of construction

‘‘Nothing in this subchapter shall be con-
strued to—

‘‘(1) preclude the consideration of any data
or the calculation of any estimate to more
fully describe or analyze risk, scientific un-
certainty, or variability; or

‘‘(2) require the disclosure of any trade se-
cret or other confidential information.
‘‘§ 635. Comprehensive risk reduction

‘‘(a) SETTING PRIORITIES.—The head of each
agency with programs to protect human
health, safety, or the environment shall set
priorities for the use of resources available
to address those risks to human health, safe-
ty, and the environment, with the goal of
achieving the greatest overall net reduction
in risks with the public and private sector
resources expended.

‘‘(b) INCORPORATING RISK-BASED PRIORITIES
INTO BUDGET AND PLANNING.—The head of
each agency in subsection (a) shall incor-
porate the priorities identified under sub-
section (a) into the agency budget, strategic
planning, regulatory agenda, enforcement,
and research activities. When submitting its
budget request to Congress and when an-
nouncing its regulatory agenda in the Fed-
eral Register, each covered agency shall
identify the risks that the covered agency
head has determined are the most serious
and can be addressed in a cost-effective man-
ner using the priorities set under subsection
(a), the basis for that determination, and ex-
plicitly identify how the agency’s requested
budget and regulatory agenda reflect those
priorities.

‘‘(c) REPORTS BY THE NATIONAL ACADEMY OF
SCIENCES.—(1) Not later than 6 months after
the date of enactment of this section, the Di-
rector of the Office of Science and Tech-
nology Policy shall enter into an arrange-
ment with the National Academy of Sciences
to investigate and report on comparative
risk analysis. The arrangement shall pro-
vide, to the extent deemed appropriate and
feasible by the Academy, for—

‘‘(A) 1 or more reports evaluating methods
of comparative risk analysis that would be
appropriate for agency programs related to
human health, safety, and the environment
to use in setting priorities for activities; and

‘‘(B) a report providing a comprehensive
and comparative analysis of the risks to
human health, safety, and the environment
that are addressed by agency programs under
subsection (a), along with companion activi-
ties to disseminate the conclusions of the re-
port to the public.

‘‘(2) The report or reports prepared under
paragraph (1)(A) shall be completed not later
than 3 years after the date of enactment of
this section. The report under paragraph
(1)(B) shall be completed not later than 4
years after the date of enactment of this sec-
tion, and shall draw, as appropriate, upon
the insights and conclusions of the report or
reports made under paragraph (1)(A). The
companion activities under paragraph (1)(B)
shall be completed not later than 5 years
after the date of enactment of this section.

‘‘(3)(A) The head of an agency with pro-
grams to protect human health, safety, and
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the environment shall incorporate the rec-
ommendations of reports under paragraph (1)
in revising any priorities under subsection
(a).

‘‘(B) The head of the agency shall submit a
report to the appropriate Congressional com-
mittees of jurisdiction responding to the rec-
ommendations from the National Academy
of Sciences and describing plans for utilizing
the results of comparative risk analysis in
agency budget, strategic planning, regu-
latory agenda, enforcement, and research
and development activities.

‘‘(4) Following the submission of the report
in paragraph (2), for the next 5 years, the
head of the agency shall submit, with the
budget request submitted to Congress under
section 1105(a) of title 31, a description of
how the requested budget of the agency and
the strategic planning activities of the agen-
cy reflect priorities determined using the
recommendations of reports issued under
subsection (a). The head of the agency shall
include in such description—

‘‘(A) recommendations on the modifica-
tion, repeal, or enactment of laws to reform,
eliminate, or enhance programs or mandates
relating to human health, safety, or the en-
vironment; and

‘‘(B) recommendation on the modification
or elimination of statutory or judicially
mandated deadlines,
that would assist the head of the agency to
set priorities in activities to address the
risks to human health, safety, or the envi-
ronment that incorporate the priorities de-
veloped using the recommendations of the
reports under subsection (a), resulting in
more cost-effective programs to address risk.

‘‘(5) For each budget request submitted in
accordance with paragraph (4), the Director
shall submit an analysis of ways in which re-
sources could be reallocated among Federal
agencies to achieve the greatest overall net
reduction in risk.

‘‘SUBCHAPTER IV—EXECUTIVE
OVERSIGHT

‘‘§ 641. Procedures
‘‘(a) IN GENERAL.—The Director or a des-

ignee of the President shall—
‘‘(1) establish and, as appropriate, revise

procedures for agency compliance with this
chapter; and

‘‘(2) monitor, review, and ensure agency
implementation of such procedures.

‘‘(b) PUBLIC COMMENT.—Procedures estab-
lished pursuant to subsection (a) shall only
be implemented after opportunity for public
comment. Any such procedures shall be con-
sistent with the prompt completion of rule-
making proceedings.

‘‘(c) TIME FOR REVIEW.—(1) If procedures
established pursuant to subsection (a) in-
clude review of any initial or final analyses
of a rule required under chapter 6, the time
for any such review of any initial analysis
shall not exceed 90 days following the receipt
of the analysis by the Director, or a designee
of the President.

‘‘(2) The time for review of any final analy-
sis required under chapter 6 shall not exceed
90 days following the receipt of the analysis
by the Director, a designee of the President.

‘‘(3)(A) The times for each such review may
be extended for good cause by the President
or by an officer to whom the President has
delegated his authority pursuant to section
642 for an additional 45 days. At the request
of the head of an agency, the President or
such an officer may grant an additional ex-
tension of 45 days.

‘‘(B) Notice of any such extension, together
with a succinct statement of the reasons
therefor, shall be inserted in the rulemaking
file.
‘‘§ 642. Delegation of authority

‘‘(a) IN GENERAL.—The President may dele-
gate the authority granted by this sub-

chapter to an officer within the Executive
Office of the President whose appointment
has been subject to the advice and consent of
the Senate.

‘‘(b) NOTICE.—Notice of any delegation, or
any revocation or modification thereof shall
be published in the Federal Register.
‘‘§ 643. Judicial review

‘‘The exercise of the authority granted
under this subchapter by the Director, the
President, or by an officer to whom such au-
thority has been delegated under section 642
and agency compliance or noncompliance
with the procedure under section 641 shall
not be subject to judicial review.
‘‘§ 644. Regulatory agenda

‘‘The head of each agency shall provide, as
part of the semiannual regulatory agenda
published under section 602—

‘‘(1) a list of risk assessments subject to
subsection 632 (a) or (b)(1) under preparation
or planned by the agency;

‘‘(2) a brief summary of relevant issues ad-
dressed or to be addressed by each listed risk
assessment;

‘‘(3) an approximate schedule for complet-
ing each listed risk assessment;

‘‘(4) an identification of potential rules,
guidance, or other agency actions supported
or affected by each listed risk assessment;
and

‘‘(5) the name, address, and telephone num-
ber of an agency official knowledgeable
about each listed risk assessment.’’.

(b) REGULATORY FLEXIBILITY ANALYSIS.—
(1) FINAL REGULATORY FLEXIBILITY ANALY-

SIS.—Section 604 of title 5, United States
Code, is amended by adding at the end there-
of the following new subsection:

‘‘(c)(1) Except as provided in paragraph (2),
no final rule for which a final regulatory
flexibility analysis is required under this
section shall be promulgated unless the
agency finds that the final rule minimizes
significant economic impact on small enti-
ties to the maximum extent possible, con-
sistent with the purposes of this subchapter,
the objectives of the rule, and the require-
ments of applicable statutes.

‘‘(2) If an agency determines that a statute
requires a rule to be promulgated that does
not satisfy the criterion of paragraph (1), the
agency shall—

‘‘(A) include a written explanation of such
determination in the final regulatory flexi-
bility analysis; and

‘‘(B) transmit the final regulatory flexibil-
ity analysis to Congress when the final rule
is promulgated.’’.

(2) JUDICIAL REVIEW.—Section 611 of title 5,
United States Code, is amended to read as
follows:
‘‘§ 611. Judicial review

‘‘(a)(1) For any rule described in section
603(a), and with respect to which the agen-
cy—

‘‘(A) certified, pursuant to section 605(b),
that such rule would not have a significant
economic impact on a substantial number of
small entities;

‘‘(B) prepared a final regulatory flexibility
analysis pursuant to section 604; or

‘‘(C) did not prepare an initial regulatory
flexibility analysis pursuant to section 603 or
a final regulatory flexibility analysis pursu-
ant to section 604 except as permitted by sec-
tions 605 and 608,
an affected small entity may petition for the
judicial review of such certification, analy-
sis, or failure to prepare such analysis, in ac-
cordance with this subsection. A court hav-
ing jurisdiction to review such rule for com-
pliance with section 553 or under any other
provision of law shall have jurisdiction over
such petition.

‘‘(2)(A) Notwithstanding any other provi-
sion of law, an affected small entity shall

have 1 year after the effective date of the
final rule to challenge the certification,
analysis or failure to prepare an analysis re-
quired by this subchapter with respect to
any such rule.

‘‘(B) If an agency delays the issuance of a
final regulatory flexibility analysis pursuant
to section 608(b), a petition for judicial re-
view under this subsection may be filed not
later than 1 year after the date the analysis
is made available to the public.

‘‘(3) For purposes of this subsection, the
term ‘affected small entity’ means a small
entity that is or will be subject to the provi-
sions of, or otherwise required to comply
with, the final rule.

‘‘(4) Nothing in this subsection shall be
construed to limit the authority of any court
to stay the effective date of any rule or pro-
vision thereof under any other provision of
law.

‘‘(5)(A) Notwithstanding section 605, if the
court determines, on the basis of the court’s
review of the rulemaking record, that there
is substantial evidence that the rule would
have a significant economic impact on a sub-
stantial number of small entities, the court
shall order the agency to prepare a final reg-
ulatory flexibility analysis that satisfies the
requirements of section 604.

‘‘(B) If the agency prepared a final regu-
latory flexibility analysis, the court shall
order the agency to take corrective action
consistent with section 604 if the court deter-
mines, on the basis of the court’s review of
the rulemaking record, that the final regu-
latory flexibility analysis does not satisfy
the requirements of section 604.

‘‘(6) The court shall stay the rule and grant
such other relief as the court determines to
be appropriate if, by the end of the 90-day pe-
riod beginning on the date of the order of the
court pursuant to paragraph (5), the agency
fails, as appropriate—

‘‘(A) to prepare the analysis required by
section 604; or

‘‘(B) to take corrective action consistent
with section 604.

‘‘(b) In an action for the judicial review of
a rule, any regulatory flexibility analysis for
such rule (including an analysis prepared or
corrected pursuant to subsection (a)(5)) shall
constitute part of the whole record of agency
action in connection with such review.

‘‘(c) Except as otherwise required by the
provisions of this subchapter, the court shall
apply the same standards of judicial review
that govern the review of agency findings
under the statute granting the agency au-
thority to conduct the rulemaking.’’.

(c) REVISION OF CERTAIN PROVISIONS OF THE
FEDERAL FOOD, DRUG, AND COSMETIC ACT RE-
LATING TO TESTING.—In applying section
409(c)(3)(A), 512(d)(1), or 721(b)(5)(B) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 348(c)(3)(A), 360b(d)(1), 379e(b)(5)(B)),
the Secretary of Health and Human Services
and the Administrator of the Environmental
Protection Agency shall not prohibit or
refuse to approve a substance or product on
the basis of safety, where the substance or
product presents a negligible or insignificant
foreseeable risk to human health resulting
from its intended use.

(d) TOXIC RELEASE INVENTORY REVIEW.—
(1) Not later than 180 days after the date of

enactment of this subsection, the Adminis-
trator of the Environmental Protection
Agency shall carry out a review of each char-
acterization or listing of a substance added
since November 8, 1994, to the Toxic Release
Inventory under section 313(c) of the Emer-
gency Planning and Community Right to
Know Act of 1986 (42 U.S.C. 11023(c)).

(2) In this review, the Administrator shall
determine with respect to each such charac-
terization or listing whether removal of the
substance from the Toxic Release Inventory
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presents a foreseeable significant risk to
human health or the environment.

(3) The Administrator shall remove from
the Toxic Release Inventory any substance
the removal of which is justified by a deter-
mination under paragraph (2).

(4)(A) Not later than 90 days after the date
of enactment of this section, the Adminis-
trator shall publish a draft review and the
Administrator’s preliminary plans to use the
authority under paragraph (3), and afford in-
terested persons an opportunity to comment.

(B) Promptly upon completion of the re-
view, the Administrator shall provide Con-
gress with a written report summarizing the
review and the reasons for action or inaction
on each characterization or listing subject to
this subsection.

(e) TECHNICAL AND CONFORMING AMEND-
MENTS.—

(1) CHAPTER ANALYSIS.—Part I of title 5,
United States Code, is amended by striking
the chapter heading and table of sections for
chapter 6 and inserting the following:

‘‘CHAPTER 6—THE ANALYSIS OF
REGULATORY FUNCTIONS

‘‘SUBCHAPTER I—REGULATORY
ANALYSIS

‘‘Sec.
‘‘601. Definitions.
‘‘602. Regulatory agenda.
‘‘603. Initial regulatory flexibility analysis.
‘‘604. Final regulatory flexibility analysis.
‘‘605. Avoidance of duplicative or unneces-

sary analyses.
‘‘606. Effect on other law.
‘‘607. Preparation of analysis.
‘‘608. Procedure for waiver or delay of com-

pletion.
‘‘609. Procedures for gathering comments.
‘‘610. Periodic review of rules.
‘‘611. Judicial review.
‘‘612. Reports and intervention rights.

‘‘SUBCHAPTER II—ANALYSIS OF AGENCY
RULES

‘‘621. Definitions.
‘‘622. Rulemaking cost-benefit analysis.
‘‘623. Agency regulatory review.
‘‘624. Decisional criteria.
‘‘625. Jurisdiction and judicial review.
‘‘626. Deadlines for rulemaking.
‘‘627. Special rule.
‘‘628. Requirements for major environmental

management activities.

‘‘SUBCHAPTER III—RISK ASSESSMENTS

‘‘631. Definitions.
‘‘632. Applicability.
‘‘633. Principles for risk assessments.
‘‘634. Rule of construction.
‘‘635. Comprehensive risk reduction.

‘‘SUBCHAPTER IV—EXECUTIVE
OVERSIGHT

‘‘641. Procedures.
‘‘642. Delegation of authority.
‘‘643. Judicial review.
‘‘644. Regulatory agenda.’’.

(2) SUBCHAPTER HEADING.—Chapter 6 of
title 5, United States Code, is amended by in-
serting immediately before section 601, the
following subchapter heading:

‘‘SUBCHAPTER I—REGULATORY
ANALYSIS’’.

SEC. 5. JUDICIAL REVIEW.
(a) IN GENERAL.—Chapter 7 of title 5, Unit-

ed States Code, is amended—
(1) by striking section 706; and
(2) by adding at the end the following new

sections:

‘‘§ 706. Scope of review
‘‘(a) To the extent necessary to reach a de-

cision and when presented, the reviewing
court shall decide all relevant questions of
law, interpret constitutional and statutory
provisions, and determine the meaning or ap-

plicability of the terms of an agency action.
The reviewing court shall—

‘‘(1) compel agency action unlawfully with-
held or unreasonably delayed; and

‘‘(2) hold unlawful and set aside agency ac-
tion, findings and conclusions found to be—

‘‘(A) arbitrary, capricious, an abuse of dis-
cretion, or otherwise not in accordance with
law;

‘‘(B) contrary to constitutional right,
power, privilege, or immunity;

‘‘(C) in excess of statutory jurisdiction, au-
thority, or limitations, or short of statutory
right;

‘‘(D) without observance of procedure re-
quired by law;

‘‘(E) unsupported by substantial evidence
in a proceeding subject to sections 556 and
557 or otherwise reviewed on the record of an
agency hearing provided by statute;

‘‘(F) without substantial support in the
rulemaking file, viewed as a whole, for the
asserted or necessary factual basis, in the
case of a rule adopted in a proceeding subject
to section 553; or

‘‘(G) unwarranted by the facts to the ex-
tent that the facts are subject to trial de
novo by the reviewing court.

‘‘(b) In making the determinations set
forth in subsection (a), the court shall review
the whole record or those parts of it cited by
a party, and due account shall be taken of
the rule of prejudicial error.

‘‘§ 707. Consent decrees
‘‘In interpreting any consent decree in ef-

fect on or after the date of enactment of this
section that imposes on an agency an obliga-
tion to initiate, continue, or complete rule-
making proceedings, the court shall not en-
force the decree in a way that divests the
agency of discretion clearly granted to the
agency by statute to respond to changing
circumstances, make policy or managerial
choices, or protect the rights of third par-
ties.

‘‘§ 708. Affirmative defense
‘‘Notwithstanding any other provision of

law, it shall be an affirmative defense in any
enforcement action brought by an agency
that the regulated person or entity reason-
ably relied on and is complying with a rule,
regulation, adjudication, directive, or order
of such agency or any other agency that is
incompatible, contradictory, or otherwise
cannot be reconciled with the agency rule,
regulation, adjudication, directive, or order
being enforced.’’.

(b) TECHNICAL AMENDMENT.—The analysis
for chapter 7 of title 5, United States Code,
is amended by striking the item relating to
section 706 and inserting the following new
items:

‘‘706. Scope of review.
‘‘707. Consent decrees.
‘‘708. Affirmative defense.’’.
SEC. 6. CONGRESSIONAL REVIEW.

(a) FINDING.—The Congress finds that effec-
tive steps for improving the efficiency and
proper management of Government oper-
ations will be promoted if a moratorium on
the implementation of certain significant
final rules is imposed in order to provide
Congress an opportunity for review.

(b) IN GENERAL.—Title 5, United States
Code, is amended by inserting immediately
after chapter 7 the following new chapter:

‘‘CHAPTER 8—CONGRESSIONAL REVIEW
OF AGENCY RULEMAKING

‘‘801. Congressional review.
‘‘802. Congressional disapproval procedure.
‘‘803. Special rule on statutory, regulatory,

and judicial deadlines.
‘‘804. Definitions.
‘‘805. Judicial review.
‘‘806. Applicability; severability.

‘‘807. Exemption for monetary policy.
‘‘§ 801. Congressional review

‘‘(a)(1)(A) Before a rule can take effect as a
final rule, the Federal agency promulgating
such rule shall submit to each House of the
Congress and to the Comptroller General a
report containing—

‘‘(i) a copy of the rule;
‘‘(ii) a concise general statement relating

to the rule; and
‘‘(iii) the proposed effective date of the

rule.
‘‘(B) The Federal agency promulgating the

rule shall make available to each House of
Congress and the Comptroller General, upon
request—

‘‘(i) a complete copy of the cost-benefit
analysis of the rule, if any;

‘‘(ii) the agency’s actions relevant to sec-
tions 603, 604, 605, 607, and 609;

‘‘(iii) the agency’s actions relevant to sec-
tions 202, 203, 204, and 205 of the Unfunded
Mandates Reform Act of 1995; and

‘‘(iv) any other relevant information or re-
quirements under any other Act and any rel-
evant Executive orders, such as Executive
Order No. 12866.

‘‘(C) Upon receipt, each House shall provide
copies to the Chairman and Ranking Member
of each committee with jurisdiction.

‘‘(2)(A) The Comptroller General shall pro-
vide a report on each major rule to the com-
mittees of jurisdiction to each House of the
Congress by the end of 12 calendar days after
the submission or publication date as pro-
vided in section 802(b)(2). The report of the
Comptroller General shall include an assess-
ment of the agency’s compliance with proce-
dural steps required by paragraph (1)(B).

‘‘(B) Federal agencies shall cooperate with
the Comptroller General by providing infor-
mation relevant to the Comptroller Gen-
eral’s report under subparagraph (A).

‘‘(3) A major rule relating to a report sub-
mitted under paragraph (1) shall take effect
as a final rule, the latest of—

‘‘(A) the later of the date occurring 60 days
after the date on which—

‘‘(i) the Congress receives the report sub-
mitted under paragraph (1); or

‘‘(ii) the rule is published in the Federal
Register;

‘‘(B) if the Congress passes a joint resolu-
tion of disapproval described under section
802 relating to the rule, and the President
signs a veto of such resolution, the earlier
date—

‘‘(i) on which either House of Congress
votes and fails to override the veto of the
President; or

‘‘(ii) occurring 30 session days after the
date on which the Congress received the veto
and objections of the President; or

‘‘(C) the date the rule would have other-
wise taken effect, if not for this section (un-
less a joint resolution of disapproval under
section 802 is enacted).

‘‘(4) Except for a major rule, a rule shall
take effect as otherwise provided by law
after submission to Congress under para-
graph (1).

‘‘(5) Notwithstanding paragraph (3), the ef-
fective date of a rule shall not be delayed by
operation of this chapter beyond the date on
which either House of Congress votes to re-
ject a joint resolution of disapproval under
section 802.

‘‘(b) A rule shall not take effect (or con-
tinue) as a final rule, if the Congress passes
a joint resolution of disapproval described
under section 802.

‘‘(c)(1) Notwithstanding any other provi-
sion of this section (except subject to para-
graph (3)), a rule that would not take effect
by reason of this chapter may take effect, if
the President makes a determination under
paragraph (2) and submits written notice of
such determination to the Congress.
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‘‘(2) Paragraph (1) applies to a determina-

tion made by the President by Executive
order that the rule should take effect be-
cause such rule is—

‘‘(A) necessary because of an imminent
threat to health or safety or other emer-
gency;

‘‘(B) necessary for the enforcement of
criminal laws;

‘‘(C) necessary for national security; or
‘‘(D) issued pursuant to a statute imple-

menting an international trade agreement.
‘‘(3) An exercise by the President of the au-

thority under this subsection shall have no
effect on the procedures under section 802 or
the effect of a joint resolution of disapproval
under this section.

‘‘(d)(1) In addition to the opportunity for
review otherwise provided under this chap-
ter, in the case of any rule that is published
in the Federal Register (as a rule that shall
take effect as a final rule) during the period
beginning on the date occurring 60 days be-
fore the date the Congress adjourns sine die
through the date on which the succeeding
Congress first convenes, section 802 shall
apply to such rule in the succeeding Con-
gress.

‘‘(2)(A) In applying section 802 for purposes
of such additional review, a rule described
under paragraph (1) shall be treated as
though—

‘‘(i) such rule were published in the Federal
Register (as a rule that shall take effect as
a final rule) on the 15th session day after the
succeeding Congress first convenes; and

‘‘(ii) a report on such rule were submitted
to Congress under subsection (a)(1) on such
date.

‘‘(B) Nothing in this paragraph shall be
construed to affect the requirement under
subsection (a)(1) that a report shall be sub-
mitted to Congress before a final rule can
take effect.

‘‘(3) A rule described under paragraph (1)
shall take effect as a final rule as otherwise
provided by law (including other subsections
of this section).

‘‘(e)(1) Section 802 shall apply in accord-
ance with this subsection to any major rule
that is published in the Federal Register (as
a rule that shall take effect as a final rule)
during the period beginning on November 20,
1994, through the date on which the Com-
prehensive Regulatory Reform Act of 1995
takes effect.

‘‘(2) In applying section 802 for purposes of
Congressional review, a rule described under
paragraph (1) shall be treated as though—

‘‘(A) such rule were published in the Fed-
eral Register (as a rule that shall take effect
as a final rule) on the date of enactment of
the Comprehensive Regulatory Reform Act
of 1995; and

‘‘(B) a report on such rule were submitted
to Congress under subsection (a)(1) on such
date.

‘‘(3) The effectiveness of a rule described
under paragraph (1) shall be as otherwise
provided by law, unless the rule is made of
no force or effect under section 802.

‘‘(f) Any rule that takes effect and later is
made of no force or effect by enactment of a
joint resolution under section 802 shall be
treated as though such rule had never taken
effect.

‘‘(g) If the Congress does not enact a joint
resolution of disapproval under section 802,
no court or agency may infer any intent of
the Congress from any action or inaction of
the Congress with regard to such rule, relat-
ed statute, or joint resolution of disapproval.
‘‘§ 802. Congressional disapproval procedure

‘‘(a) For purposes of this section, the term
‘joint resolution’ means only a joint resolu-
tion introduced during the period beginning
on the date on which the report referred to

in section 801(a) is received by Congress and
ending 60 days thereafter, the matter after
the resolving clause of which is as follows:
‘That Congress disapproves the rule submit-
ted by the ll relating to ll, and such rule
shall have no force or effect.’. (The blank
spaces being appropriately filled in.)

‘‘(b)(1) A resolution described in paragraph
(1) shall be referred to the committees in
each House of Congress with jurisdiction.
Such a resolution may not be reported before
the eighth day after its submission or publi-
cation date.

‘‘(2) For purposes of this subsection the
term ‘submission or publication date’ means
the later of the date on which—

‘‘(A) the Congress receives the report sub-
mitted under section 801(a)(1); or

‘‘(B) the rule is published in the Federal
Register.

‘‘(c) If the committee to which is referred
a resolution described in subsection (a) has
not reported such resolution (or an identical
resolution) at the end of 20 calendar days
after the submission or publication date de-
fined under subsection (b)(2), such commit-
tee may be discharged from further consider-
ation of such resolution in the Senate upon
a petition supported in writing by 30 Mem-
bers of the Senate and in the House upon a
petition supported in writing by one-fourth
of the Members duly sworn and chosen or by
motion of the Speaker supported by the Mi-
nority Leader, and such resolution shall be
placed on the appropriate calendar of the
House involved.

‘‘(d)(1) When the committee to which a res-
olution is referred has reported, or when a
committee is discharged (under subsection
(c)) from further consideration of, a resolu-
tion described in subsection (a), it is at any
time thereafter in order (even though a pre-
vious motion to the same effect has been dis-
agreed to) for a motion to proceed to the
consideration of the resolution, and all
points of order against the resolution (and
against consideration of resolution) are
waived. The motion is not subject to amend-
ment, or to a motion to postpone, or to a
motion to proceed to the consideration of
other business. A motion to reconsider the
vote by which the motion is agreed to or dis-
agreed to shall not be in order. If a motion
to proceed to the consideration of the resolu-
tion is agreed to, the resolution shall remain
the unfinished business of the respective
House until disposed of.

‘‘(2) Debate on the resolution, and on all
debatable motions and appeals in connection
therewith, shall be limited to not more than
10 hours, which shall be divided equally be-
tween those favoring and those opposing the
resolution. A motion further to limit debate
is in order and not debatable. An amendment
to, or a motion to postpone, or a motion to
proceed to the consideration of other busi-
ness, or a motion to recommit the resolution
is not in order.

‘‘(3) Immediately following the conclusion
of the debate on a resolution described in
subsection (a), and a single quorum call at
the conclusion of the debate if requested in
accordance with the rules of the appropriate
House, the vote on final passage of the reso-
lution shall occur.

‘‘(4) Appeals from the decisions of the
Chair relating to the application of the rules
of the Senate or the House of Representa-
tives, as the case may be, to the procedure
relating to a resolution described in sub-
section (a) shall be decided without debate.

‘‘(e) If, before the passage by one House of
a resolution of that House described in sub-
section (a), that House receives from the
other House a resolution described in sub-
section (a), then the following procedures
shall apply:

‘‘(1) The resolution of the other House
shall not be referred to a committee.

‘‘(2) With respect to a resolution described
in subsection (a) of the House receiving the
resolution—

‘‘(A) the procedure in that House shall be
the same as if no resolution had been re-
ceived from the other House; but

‘‘(B) the vote on final passage shall be on
the resolution of the other House.

‘‘(f) This section is enacted by Congress—
‘‘(1) as an exercise of the rulemaking power

of the Senate and House of Representatives,
respectively, and as such it is deemed a part
of the rules of each House, respectively, but
applicable only with respect to the procedure
to be followed in that House in the case of a
resolution described in subsection (a), and it
supersedes other rules only to the extent
that it is inconsistent with such rules; and

‘‘(2) with full recognition of the constitu-
tional right of either House to change the
rules (so far as relating to the procedure of
that House) at any time, in the same man-
ner, and to the same extent as in the case of
any other rule of that House.
‘‘§ 803. Special rule on statutory, regulatory,

and judicial deadlines
‘‘(a) In the case of any deadline for, relat-

ing to, or involving any rule which does not
take effect (or the effectiveness of which is
terminated) because of enactment of a joint
resolution under section 802, that deadline is
extended until the date 1 year after the date
of the joint resolution. Nothing in this sub-
section shall be construed to affect a dead-
line merely by reason of the postponement of
a rule’s effective date under section 801(a).

‘‘(b) The term ‘deadline’ means any date
certain for fulfilling any obligation or exer-
cising any authority established by or under
any Federal statute or regulation, or by or
under any court order implementing any
Federal statute or regulation.
‘‘§ 804. Definitions

‘‘(a) For purposes of this chapter—
‘‘(1) the term ‘Federal agency’ means any

agency as that term is defined in section
551(1) (relating to administrative procedure);

‘‘(2) the term ‘major rule’ has the same
meaning given such term in section 621(5);
and

‘‘(3) the term ‘final rule’ means any final
rule or interim final rule.

‘‘(b) As used in subsection (a)(3), the term
‘rule’ has the meaning given such term in
section 551, except that such term does not
include any rule of particular applicability
including a rule that approves or prescribes
for the future rates, wages, prices, services,
or allowances therefor, corporate or finan-
cial structures, reorganizations, mergers, or
acquisitions thereof, or accounting practices
or disclosures bearing on any of the fore-
going or any rule of agency organization,
personnel, procedure, practice or any routine
matter.
‘‘§ 805. Judicial review

‘‘No determination, finding, action, or
omission under this chapter shall be subject
to judicial review.
‘‘§ 806. Applicability; severability

‘‘(a) This chapter shall apply notwith-
standing any other provision of law.

‘‘(b) If any provision of this chapter or the
application of any provision of this chapter
to any person or circumstance, is held in-
valid, the application of such provision to
other persons or circumstances, and the re-
mainder of this chapter, shall not be affected
thereby.
‘‘§ 807. Exemption for monetary policy

‘‘Nothing in this chapter shall apply to
rules that concern monetary policy proposed
or implemented by the Board of Governors of
the Federal Reserve System or the Federal
Open Market Committee.’’.
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(c) EFFECTIVE DATE.—The amendment

made by subsection (b) shall take effect on
the date of enactment of this Act and shall
apply to any rule that takes effect as a final
rule on or after such effective date.

(d) TECHNICAL AMENDMENT.—The table of
chapters for part I of title 5, United States
Code, is amended by inserting immediately
after the item relating to chapter 7 the fol-
lowing:
‘‘8. Congressional Review of Agency

Rulemaking .................................. 801’’.
SEC. 7. REGULATORY ACCOUNTING.

(a) DEFINITIONS.—For purposes of this sec-
tion, the following definitions apply:

(1) MAJOR RULE.—The term ‘‘major rule’’
has the same meaning as defined in section
621(5)(A)(i) of title 5, United States Code. The
term shall not include—

(A) administrative actions governed by
sections 556 and 557 of title 5, United States
Code;

(B) regulations issued with respect to a
military or foreign affairs function of the
United States or a statute implementing an
international trade agreement; or

(C) regulations related to agency organiza-
tion, management, or personnel.

(2) AGENCY.—The term ‘‘agency’’ means
any executive department, military depart-
ment, Government corporation, Government
controlled corporation, or other establish-
ment in the executive branch of the Govern-
ment (including the Executive Office of the
President), or any independent regulatory
agency, but shall not include—

(A) the General Accounting Office;
(B) the Federal Election Commission;
(C) the governments of the District of Co-

lumbia and of the territories and possessions
of the United States, and their various sub-
divisions; or

(D) Government-owned contractor-oper-
ated facilities, including laboratories en-
gaged in national defense research and pro-
duction activities.

(b) ACCOUNTING STATEMENT.—
(1) IN GENERAL.—(A) The President shall be

responsible for implementing and admin-
istering the requirements of this section.

(B) Not later than June 1, 1997, and each
June 1 thereafter, the President shall pre-
pare and submit to Congress an accounting
statement that estimates the annual costs of
major rules and corresponding benefits in ac-
cordance with this subsection.

(2) YEARS COVERED BY ACCOUNTING STATE-
MENT.—Each accounting statement shall
cover, at a minimum, the 5 fiscal years be-
ginning on October 1 of the year in which the
report is submitted and may cover any fiscal
year preceding such fiscal years for purpose
of revising previous estimates.

(3) TIMING AND PROCEDURES.—(A) The Presi-
dent shall provide notice and opportunity for
comment for each accounting statement.
The President may delegate to an agency the
requirement to provide notice and oppor-
tunity to comment for the portion of the ac-
counting statement relating to that agency.

(B) The President shall propose the first
accounting statement under this subsection
not later than 2 years after the date of enact-
ment of this Act and shall issue the first ac-
counting statement in final form not later
than 3 years after such effective date. Such
statement shall cover, at a minimum, each
of the fiscal years beginning after the date of
enactment of this Act.

(4) CONTENT OF ACCOUNTING STATEMENT.—
(A) Each accounting statement shall contain
estimates of costs and benefits with respect
to each fiscal year covered by the statement
in accordance with this paragraph. For each
such fiscal year for which estimates were
made in a previous accounting statement,
the statement shall revise those estimates
and state the reasons for the revisions.

(B)(i) An accounting statement shall esti-
mate the costs of major rules by setting
forth, for each year covered by the state-
ment—

(I) the annual expenditure of national eco-
nomic resources for major rules, grouped by
regulatory program; and

(II) such other quantitative and qualitative
measures of costs as the President considers
appropriate.

(ii) For purposes of the estimate of costs in
the accounting statement, national eco-
nomic resources shall include, and shall be
listed under, at least the following cat-
egories:

(I) Private sector costs.
(II) Federal sector costs.
(III) State and local government adminis-

trative costs.
(C) An accounting statement shall esti-

mate the benefits of major rules by setting
forth, for each year covered by the state-
ment, such quantitative and qualitative
measures of benefits as the President consid-
ers appropriate. Any estimates of benefits
concerning reduction in health, safety, or en-
vironmental risks shall present the most
plausible level of risk practical, along with a
statement of the reasonable degree of sci-
entific certainty.

(c) ASSOCIATED REPORT TO CONGRESS.—
(1) IN GENERAL.—At the same time as the

President submits an accounting statement
under subsection (b), the President, acting
through the Director of the Office of Man-
agement and Budget, shall submit to Con-
gress a report associated with the account-
ing statement (hereinafter referred to as an
‘‘associated report’’). The associated report
shall contain, in accordance with this sub-
section—

(A) analyses of impacts; and
(B) recommendations for reform.
(2) ANALYSES OF IMPACTS.—The President

shall include in the associated report the fol-
lowing:

(A) Analyses prepared by the President of
the cumulative impact of major rules in Fed-
eral regulatory programs covered in the ac-
counting statement on the following:

(i) The ability of State and local govern-
ments to provide essential services, includ-
ing police, fire protection, and education.

(ii) Small business.
(iii) Productivity.
(iv) Wages.
(v) Economic growth.
(vi) Technological innovation.
(vii) Consumer prices for goods and serv-

ices.
(viii) Such other factors considered appro-

priate by the President.
(B) A summary of any independent analy-

ses of impacts prepared by persons comment-
ing during the comment period on the ac-
counting statement.

(3) RECOMMENDATIONS FOR REFORM.—The
President shall include in the associated re-
port the following:

(A) A summary of recommendations of the
President for reform or elimination of any
Federal regulatory program or program ele-
ment that does not represent sound use of
national economic resources or otherwise is
inefficient.

(B) A summary of any recommendations
for such reform or elimination of Federal
regulatory programs or program elements
prepared by persons commenting during the
comment period on the accounting state-
ment.

(d) GUIDANCE FROM OFFICE OF MANAGEMENT
AND BUDGET.—The Director of the Office of
Management and Budget shall, in consulta-
tion with the Council of Economic Advisers,
provide guidance to agencies—

(1) to standardize measures of costs and
benefits in accounting statements prepared

pursuant to sections 3 and 7 of this Act, in-
cluding—

(A) detailed guidance on estimating the
costs and benefits of major rules; and

(B) general guidance on estimating the
costs and benefits of all other rules that do
not meet the thresholds for major rules; and

(2) to standardize the format of the ac-
counting statements.

(e) RECOMMENDATIONS FROM CONGRES-
SIONAL BUDGET OFFICE.—After each account-
ing statement and associated report submit-
ted to Congress, the Director of the Congres-
sional Budget Office shall make rec-
ommendations to the President—

(1) for improving accounting statements
prepared pursuant to this section, including
recommendations on level of detail and accu-
racy; and

(2) for improving associated reports pre-
pared pursuant to this section, including rec-
ommendations on the quality of analysis.

(f) JUDICIAL REVIEW.—No requirements
under this section shall be subject to judicial
review in any manner.
SEC. 8. STUDIES AND REPORTS.

(a) RISK ASSESSMENTS.—The Administra-
tive Conference of the United States shall—

(1) develop and carry out an ongoing study
of the operation of the risk assessment re-
quirements of subchapter III of chapter 6 of
title 5, United States Code (as added by sec-
tion 4 of this Act); and

(2) submit an annual report to the Con-
gress on the findings of the study.

(b) ADMINISTRATIVE PROCEDURE ACT.—Not
later than December 31, 1996, the Adminis-
trative Conference of the United States
shall—

(1) carry out a study of the operation of the
Administrative Procedure Act (as amended
by section 3 of this Act); and

(2) submit a report to the Congress on the
findings of the study, including proposals for
revision, if any.
SEC. 9. MISCELLANEOUS PROVISIONS.

(a) EFFECTIVE DATE.—Except as otherwise
provided, this Act and the amendments made
by this Act shall take effect on the date of
enactment.

(b) SEVERABILITY.—If any provision of this
Act, an amendment made by this Act, or the
application of such provision or amendment
to any person or circumstance is held to be
unconstitutional, the remainder of this Act,
the amendments made by this Act, and the
application of the provisions of such to any
person or circumstance shall not be affected
thereby.

Mr. JOHNSTON. Mr. President, I un-
derstand that will be the pending busi-
ness when the Senate returns from re-
cess. In the meantime, we will continue
to discuss this package with our col-
leagues and, hopefully, will be able to
arrive at further modifications along
the lines we have talked about. I be-
lieve those negotiations will happen to-
morrow.

Mr. LEVIN. Reserving the right to
object, Mr. President, there was a
unanimous-consent agreement that
had been entered into previously be-
tween Senator DOLE and Senator
DASCHLE. Is there any intent in what
the Senator from Louisiana has just
said to modify in any way the previous
unanimous-consent agreement that
had been entered into?

Mr. JOHNSTON. No, the only unani-
mous consent I asked is that when this
draft is prepared, that it be printed in
the RECORD for notice.
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The majority leader, I was just in-

formed, will ask on tomorrow after-
noon—I did not ask unanimous consent
but I was just advised that he would
ask for permission to withdraw the
committee amendments to S. 343 and
send a substitute to the desk.

I am not asking that be done. I was
just giving the Senate notice because
his staff just gave me that notice. I
wanted to make the Senate aware of
that.

I hope tomorrow we can reassure
Senators on matters, or change that
which needs to be changed, and get a
very broad consensus bill so when we
come back after the recess we will have
a bill that passes overwhelmingly.

Mr. President, I said a moment ago
Senator DOLE intended to put in the
substitute tomorrow afternoon. I
meant on Friday afternoon, because
that is what he meant. I wanted to give
my colleagues notice of that.

f

THE BUDGET RESOLUTION
The PRESIDING OFFICER (Mr.

DEWINE). Under the previous order, the
Senate will resume debate on the con-
ference report to House Concurrent
Resolution 67, the budget resolution for
fiscal year 1996.

The PRESIDING OFFICER. The Sen-
ator from Minnesota.

Mr. GRAMS. Mr. President, I rise
this afternoon to voice my strong sup-
port for the budget conference report,
which I believe is a historic document
that looks forward and not back; one
that promises freedom, not Govern-
ment servitude; and one that delivers
hope and not despair.

Mr. DOMENICI. Mr. President, I won-
der if the Senator will yield for a mo-
ment?

Mr. GRAMS. Yes, go ahead.
Mr. DOMENICI. Mr. President, I un-

derstand we are going to be on this res-
olution for 1 hour now; is that correct?

The PRESIDING OFFICER. There is
not an hour to end the debate, or to
begin debate.

Mr. DOMENICI. We will be going
back and forth? I ask the Senator, how
much time would the Senator like?

Mr. GRAMS. No more than 10 min-
utes.

Mr. DOMENICI. I yield 10 minutes to
the distinguished Senator.

Mr. GRAMS. Mr. President, talking
about the budget, this historic budget
is a budget unlike any other approved
by Congress in more than a quarter of
a century because, not only does it bal-
ance the budget within 7 years without
raising taxes, it actually cuts taxes for
middle-class Americans.

It marks the first time since 1969
that Congress has committed itself to a
balanced budget, and reflects the
change demanded by the voters in No-
vember: Get government off our backs
and out of our back pockets.

Mr. President, our budget resolution
provides $245 billion in tax relief, mak-
ing it the largest tax refund in history.

I am proud that the centerpiece of
the tax relief package will be the $500

per-child tax credit originally proposed
by me and my very good friend from
Indiana, Senator COATS, in our fami-
lies-first legislation, and by Represent-
ative TIM HUTCHINSON in the House.

Along with my freshman colleague,
Senator ABRAHAM, and the leadership
of Senator DOLE, we have ensured that
this Senate goes on record supporting
middle-class tax relief, and incentives
to stimulate savings, investment, job
creation, and economic growth.

And, Mr. President, this tax relief
could not have come at a better time.

Government has become a looming
presence in the lives of the American
people, mostly through the encourage-
ment of Congress.

Each year, the people are asked to
turn more and more responsibilities
over to the Federal Government—for
Government regulation, for Govern-
ment support.

From the time they get up in the
morning till the time they go to bed at
night, there are very few aspects of
daily American life that are not
touched by the hand of government.

So government has been forced to
grow just to keep up.

Consider that government spending
at the Federal State, and local levels
has jumped from less than 12 percent of
national income in the 1930’s to more
than 42 percent today.

And the burden for keeping these
ever-ballooning bureaucracies in oper-
ation has fallen on the taxpayers, of
course—through more and higher
taxes.

As a sign of just how big the Federal
Government has grown—and how the
number of tax dollars sent to Washing-
ton have grown right along with it—
look what has happened to the IRS.

Today, it has an annual operating
budget in excess of $7.5 billion. If it
were a private company, its gross re-
ceipts—more than $1 trillion—would
put it at the top of the Fortune 500 list.

All that—just by processing tax dol-
lars.

Most middle-class American families
pay more in Federal taxes than they
spend for food, clothing, and shelter
combined.

Families with children are now the
lowest after-tax income group in Amer-
ica—below elderly households, below
single persons, below families without
children.

Since 1948, when Americans paid just
22 cents per dollar of their personal in-
come in taxes, the Gallup organization
has asked Americans what they think
about the taxes they pay.

That first year, 57 percent of the peo-
ple said yes, taxes are too high. Today,
nearly 50 cents of every dollar earned
by middle-class Americans goes to
taxes of some sort—and 67 percent of
the people say they’re handing over too
much of their own money to the Fed-
eral Government.

They might feel differently if they
were getting a fair return on then in-
vestment. But Americans see their
hard-earned dollars being wasted by

the Federal Government. They look at
the services they are getting in return
and they feel like they are being taken
to the cleaners.

The 1993 tax bill offered by President
Clinton did not help, either. As the
largest tax increase in American his-
tory, it hit middle-class Americans
right where it hurt the most—their
wallets.

The President’s 1993 tax hike actu-
ally increased their tax burden, mak-
ing it more difficult for the middle
class to care for themselves and their
children.

And I remind you—not a single Re-
publican voted for it.

The tax burden has become so heavy
in my home State of Minnesota that it
took until May 14 this year—134 days
into 1995—for us to finally reach Tax
Freedom Day.

That is the day when Minnesotans
are no longer working just to pay off
taxes, and can finally begin working
for themselves. Nearly 20 weeks, over
800 hours on the job just to pay Uncle
Sam and his cousins at the State level.

In order to pay all these taxes, Amer-
icans are spending more time on the
job. Within the past three decades, the
average American has added about 160
hours annually to their work schedule.
That is about 4 extra weeks of work a
year.

They are overworked, overstressed,
and they are moonlighting more than
ever before.

In 1995, one in six Americans holds
more than one job. One out of every
three is regularly working on weekends
and evenings. And it is not because
they necessarily want to—it is because
they must.

A significant number of families are
relying on that second job just to pull
themselves above the poverty line and
meet their annual tax obligations.

The majority of families who have
reached a middle-class standard of liv-
ing are families relying on two in-
comes. They are still pursuing the
American dream, but the ever-increas-
ing tax burden keeps pushing it out of
reach.

Imagine what those longer work
hours are doing to the family. Or bet-
ter yet, listen to taxpayers like Natalie
Latzska-Wolstad of Coon Rapids, MN,
who struggle with the demands of fam-
ily life, the job, and the Government—
while pursuing their own version of the
American Dream.

I went to the floor of the Senate last
month to talk about Natalie and her
family, after she wrote me a moving
letter about the enormous tax burden
her family is forced to bear.

It hit home for Natalie after she and
her husband met with their realtor,
only to learn that they simply could
not afford to purchase a new home on
their own.

Let me quote just a few paragraphs
from Natalie’s letter: ‘‘I have finally
reached the point of complete frustra-
tion and anger over the amount of
taxes being deducted from my check
each month,’’ she wrote.
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