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IN THE SENATE OF THE UNITED STATES

Mr. LEVIN mtroduced the following il which was read twice and referred
to the Committee on

A BILL

To provide for comprehensive regulatory reform.

e it enectod by 1o Senecte aid Denge of T v omn
tives of the Unated States of America in Congress CLSSB’);I:,UL@LL,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Regulatory Reform Act
of 1996”.

2

3

4

5

6 SEC. 2. DEFINITIONS.
7 Section 551 of title 5, United States Code, is amend- -
8 ed—

9 (1) in the matter preceding; paragraph (1), by
10 striking ‘“‘this subchapter’” and inserting ‘“‘this chap-

11 ter and chapters 7 and 8”;
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mental, economie, and distributional effects that are
expected to result directly or indirectly from imple-
mentation of, or compliance with, a rule;

“(3) the term ‘cost.-benéﬂt analvsis™ means an
evaluation of the costs and benefits of a rule, quan-
tified to the extent feasible and appropriate and oth-
erwise qualitativelvy described, that is prepared in ac-
cordance with the requirements of this subchapter at
the level of detail appropriate and practicable for

reasoned decisionmaking on the matter involved,

—

taking into eonsideration(necessarvj uncertainties,
the significance and complexity of the decision and
any need for expedition;

“(4) the term ‘flexible- regulatory options’
means regulatorv options that per--*t fi~vibihty to
regulated persons in achieving the objecuve of the
rulemaking including regulatory options that employ
market-based mechanisms, performance standards,
or voluntary programs;

“(5) the term ‘major rule’ means a rule or a

group of closely related rules that the agency pro- -

wqw’t O

posing the rule or the Director/\reasonably déter-
mines is likely to have an annual effect on the econ-

omy of $100,000,000 or more in reasonably quan-

faz M

tifiable costs and such $100,000,000 amount shall



O:\COE\COE96.075

R e R T o L S O e

| T s T (N T 0 T L 2 R e S
L A W N = © W 0 O L bR WO =D

STAFF DRAFT. SLC.. .,

-

]

“(8) the term ‘reasonable alternative’ means a
reasonable regulatory option wathin—the-—rensonabie
raRpe—at-eptrona that would achieve the objective of
the rulemaking and that the agency has authority to
adopt under the statute granting rulemaking author-
ity, including flexible regulatory options; watese—aeetr

£1 horl | N 1 I N ; -
TICAIUC IT,E’\.uuLG‘: [,\iﬁ\t:_,u-) Al I"C .!n:’]{lﬁl l\: tha stat-

“(9) the term ‘risk assessment’ has the same

meaning as such term is defined under section
5
631(8); and
“(10) the term ‘rule’ has the same meaning as
m section 551(4) of this title, and shall not in-
clude—

“(A) a rule exempt from notier 1 p*;h?"-
comment procedure under section ooo of this
title; |

“(B) a rule that involves the internal reve-
nue laws of the United States, or the assess-
ment and collection of taxes, duties, or other
revenue or receipts; .

() —a—rate—or—apenev—astion—thetatrthon |
izes the Jntroduction into, or removal—frem.,.

]

- Ao ; o lepinlala
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1 tem or the protection of deposit insurance funds
2 or Farm Credit Insurance Fund;

3 “(E) a rule or order relating to the finan-
4 cial responsibility of brokers and dealers or fu-
5 tures commission merchants, the safeguarding
6 of investor securities and funds or commodity
7 future or options customer securities and funds,
S the clearance and settlement of securities, fu-
9 tures, or options transactions, or the suspension
10 of trading under the Securities Exchange Act of
11 1934 (15 U.S.C. 78a et seq.) or emergency ac-
12 tion taken under the Commodity Exchange Act
13 (7 U.S.C. 1 et seq.), or a rule relatingg to the
14 protéction of the Securities Investor Protection
15 Corporation, that is promulgated va'-

16 curities Investor Protection Act of 1970 (id
17 ‘ LY.S:C. 78aaa et seq.);

18 g ) a rule issued by the Fedefal Election
19 Commussion or a rule issued by the Federal
20 Communications Commission pursuant to sec-
21 tions 312(a)(7) and 315 of the Communicatiohs :
22 Act of 1934 (47 U.S.C. 312(a)(7) and 315); |
23 “@) a rule required to be promulgated = at isltlar

24 inh,mls least annually pursuant to- statute;



INSERT @}

622 (a)(2). Notwithstanding the proxdéion of paragraph 621(5), the
Director may designate up to 25 rules in any calendar year as major rules if
the Director determinés that the rule is likely to adversely affect in a materiél
way the economy, a sector of me economy, productivity, competition, jobs,

the environment, public health or safety, or State, local or tribal governments

or communities.
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1 of the persons or classes of persons likely to

2 bear such costs; and

3 “(i11) an evaluation of the relationship of

4 the benefits of the proposed rule to its costs;

5 “(B) an evaluation of a reasonable number of - ¢Sl edvn
6 reasonable alternatives J:lcludmg, where appl 0-%@,"& & G'Q
7 priate, altematlves that— iéu}abn r‘p

8 “(1) require no government action, "‘!“ﬁt obJec*tDt 0‘9'

res . "l“ne rul@.mahﬂj

9 (11) accommodate differences among geo- ,

10 graphic regions and among persons with differ-

1 ing levels of resources with which to comply;

12 and

13 “(11) employ flexible regulatory options;

14 “(C) a description of the reledslsw—et scientific

15 or econonic evaluations or infarmat:  um B

16 the agency substantially relied in the cost-benefit

17 analysis and any nisk assessment required under this

18 chapter; and

19 “(D) if required under this chapter, a risk as-
20 sessment in accordance with subchapter II1.
21 “(d)(1) When the agency publishes a final major rule, '_

22 the agency shall also issue and place in' the rulemaking
23 file a final regulatory analysis, and shall include a sum-
24 mary of the analysis in the statement of basis and pur-

25 pose.

¢



INSERT [,
The agency evaluations of the relationships of the benefits of a
proposed and final rule to its costs required by this section shall be clearly

articulated in accordance with the provisions of this section.

INSERT 6,

Where a risk assessment has been prepared pursuant to subchapter 111,

the analysis of costs and benefits shall take into account the results of that

nsk assessment.
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12
13
14

6
17
18
19
20
21
22
23
24
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“(11) either maximize net benefits or achieve
benefits in a more cost-effective manner than the
other reasonable alternatives evaluated by the agen-

-

ev that achieve the same or a substantially similar

Jrroent D

level of henefitd and

“(m) provide benefits which justify the costs of
the rule unless scientific, technical, or economiec un-
certainties identified by the agency in the rule-
making record make such a determination mfessrive
and the President determines it is appropriate and
in the public interest to 1ssue the rule.

“(B) Nothing in subparagraph (A)(111) provides au-
thority for the agency to act when not otherwise author-
1zed by la\\.'.

() Any determiation under this nar: arh ghall
be based upon the rulemaking record as a whole, incluaing
the regulatory analvsis 1‘eQL1i1‘éd by section 622.

“(2) The agency shall publish in the Federal Register
at the time of promulgation of the final rule an expla-

nation of the determinations made with respect to this

(ﬂvd":atr.) |

and -"?ol‘wo-h‘j
do _

subsection, and any required Presidential determination. -

“(3) The President may delegate the authority to
make a determination under this subsection only to the

Director of the Office of Management and Budget.
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1 “(b) If the agency is unable to make the determina-
tion required under subsection (a)(1){A)(in) that the bene-
fits of the reasonable alternative it selected justifv the
costs because the selection ofs +het alternative 1s othenrvise

required by law, the ageney shall at the time the final rule

Register and forward to Congress—
(1) an explanation of the reason why such a

2
3
4
5
6 is published in the Federal Register, place in the Federal
7
8
9 determination cannot be made; and

0

1 “(2) a statement regarding the statutory provi-
I sions that required the agency to select an alter-
12 native for which the benefits do not justifyv the costs,
13 including any recommendation for amendments to
14 the statutory prowvisions and identification of other -
15 possible 1‘ég*ul&t0r3‘ options which eonld have benefin
16 that justify the costs and meet the objectives of we
17 statute.

18 “(¢) The procedures for congressional review under

19 chapter 8 for a final major rule subject to subsection (b)

20 shall be modified as follows:

21 “(1) The time period under sectidn :
22 801(b)(2)(A) shall be 90 days instead of the 45-day
23 period specified undér such subparagraph.

24 “(2) The time period of 20 calendar days under

25 section 801(1)(3) shall be 30 calendar da)fs.



\SA

JUDICIAL REVIEW

(e) In any proceeding involving judicial review under
section 706 or under the statute granting the rulemaking
authority, the information contained in any cost-benefit analysis
or risk assessment required under subchapter II or III may be
considered by the court as part of the rulemaking record solely
for the purpose of determining whether the final agency action is
arbitrary,.capriciOus or an abuse of discretion {or unsupported
by substantial evidence where that standard is otherwsie provided
by law). The adeguacy of Complianée or the failur- %~ complv
with subchapter II or III shall not be grounds for remanding c-
invalidating a final agency action, unless the agency entirely
failed to perform a required cost-benefit analysis or risk

assessment or to conduct a peer review under section 642.
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1 “(h) Nothing in this chapter is mtended to modify
the rules of statutory construction applied by the courts.
“$ 625. Deadlines for rulemaking
“(a) All deadlines in statutes that require agencies

to propose or promulgate anyv major rule subject to section

on the effective date of this section shall be suspended

2
3
4
5
6 622 or subchapter III during the 2-vear period beginning
7
& until the earlier of—

9

“(1) the date on which the requirements of sec-

10 tion 622 or subchaptér III are satisfied; or

11 “(2) the date occurring 6 months after the date
12 of the applicable deadline.

13 “(b) All deadlines imposed by any court of the United

14 States that would require an agency to propose or promul-
15 pate a major rule subject to section 622 or suh-

16 IIT during the 2-year period beginming on the eifective

17 date of this section shall be suspended until the earlier

18 of—
19 “(1) the date on which the requirements of sec-
20 tion 622 or subchapter III are satisfied; or
21 “(2) the date occurring 6 months after the déte |
22 of the applicable deadline.
23 “(e) In any case in which the failure to promulgate

24 a major rule by a deadline occurring during the 2-vear

25 perod beginning on the effective date of this section would
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Membership on the committee shall represent a balanced

| S I

cross-section of public and private interests affected by the
leouidtmns of the agency, meluding small businesses and

LNty con W\j
small gover nment% No emplovee of tl::‘l-ed:vd—emm- C.OW\rrNﬂlﬂa

ment shall serve as a member of a committee under this

Bow

sect1oi.
“(2) Each member shall be appointed for the life of
the advisory committee. The advisory committee shall ter-

ninate 1 vear after the date on which the committee is

[ N e e e N

established.

11 “(3) A vacancy on a committee shall be filled in the
12 same manner as the original appointment.

13 “‘(4) Each committee shall solicit public participation

14 through appropriate means mcluding hearings, written

LA

comments, public meetrios, and electromie mas

16 “(5) Members of each commttee shall receive travel
17 expenses, including per diem in lieu of subsistence, in ac-
18 cordance with sections 5702 and 5703 of this title.

19 “(6) Each committee shall be subject to the prowi-
20 sions of the Federal Advisory Committee Act (5 U.S.C.
21 App.).

22 “§627. Agency régulatory review

23 “(a) Each adwvisory committee appointed under sec-
24 tion 626 shall develop a list of rules promulgated by the
that

25 agency whieh the committee serves, which the committee
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1 “(8) the resources are expected to be available
2 {o the agency to carry out the reviews under this

..b) J'“ MC»QO]W“! }S section.

" < C
4 “(p) No later than 6 months after an advisory com-

“1) ﬁﬂbo'\ ado 5 mittee 1s established, such committee shall deliver to the
M\dtﬂ-ﬂ/
Iz ob'b-uw

ageney the committee’s recommended list of rules to be

W.\s 7 reviewed i order of priority. The agency shall immediately
.s-u-sg 8 pubhlish the hist in the Fecieral Register and forward a copy
9 of the list to the appropriate committees of jurisdiction

P’W ) 10 in the House of Representatives and the Senate.

11 “&(1) No later than 60 days after recerving and re-
12 viewing the list of rules from its committee, the agency
13 shall publish in the Federal Register a preliminary sched-
14 ule for review of rules based on such hst. The agency shall
15 give deference to the recommendations of its advisn. -
16 mittee but may modify the list of rules to be reviewed,
17 taking into account the factors contained in ‘subsection
18 (a).

19 “(2) The agency shall provide in the Federal Register
20 at the time the preliminary schedule is published an expl_a-
21 nation of each modification to the list provided by the ad- -
22 visory committee and shall invite public comment on the
23 preliminary schedule for a period of no less than 60 days.
24 “(f(;')’ The preliminary schedqle under this subsection

25 shall propose deadlines for review of each rule histed there-
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1 “(B) no later than 1 year before the deadline
2 in such schedule, publish in the Federal Register a
3 notice that—

4 “(1) addresses public comments generated

5 by the notice in subparagraph (A);

6 “(11) eontains a preliminary analysis by the

7 agency with respect to subsection (a) (1), (2)',

8 (3), (4), and (3);

9 “(in1) contains a prelimnary determination
10 whether the rule should be continued, amended,
11 or repealed; and
12 “(1v) solieits public comment on the pre-
13 liminary determimation for the rule; and
14 “(C) no later than 60 dayvs before the deadline
15 in such schedule. publish in the Jed: 7 7
16 iinal notice on the rule that—

17 “(1) addresses public comments generated
18 by the notice in subsection (c);

19 “(11) contains a determination to continue,
20 amend, or repeal the rule and an explanation of
21 such determination with respect to subsection -
22 (a) (1), (2), (3), (4), and (5); and

23 “(i11) if the agency determines to amend or
24 repeal the rule, contains a notice of proposed
25 rulemaking under section 553,
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1 or that would substantially decrease costs or increase ben-

2 efits while meeting the objectives of the rulemaking.

3 “SUBCHAPTER HI—RISK ASSESSMENTS

4 “§631. Definitions

3 “For purposes of this subehapter, the defimitions
6 under sections 551 and 621 shall apply, and—

7 “(1) the term ‘assumption’ means a reasonably
8 accepted principle, theory, or assertion that is rehi-
9 able, relevant, and objectivs: whieh—frfre—reromity
10 Iye—ased—rirer—retermi—and_adequate informaation
11 ] ] .E.‘ . L ] ) . YII]
12 “(2) the term ‘covered agency’ means each
13 égency requifed to comply with this subchapter, as
14 provided in section 632;

15 A I B Ty s T (a_\wupﬂ

g | |
16 o ShatarrEret CITCITZ T uu:,.ur%e—hﬁ*&ﬁ-h@&léh—ﬂﬁge-— *‘W\‘—

17 ty_or the-onsdeonment. ' %‘)

18 “('2) the term ‘exposure assessment’ means the
19 scientific determination of the intensity, frequency,
20 distribution, and durationl of actual or reasonably
21 foreseeable exposures to the hazard in question;

22 “(g) the term ‘hazard assessment’ means the
23 scientific determination of whether a substance, ac-
24 tivity, or condition can cause an increased incidence

25 of one or more significant adverse effects, and a sci-
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1 connection with a major rule adda.nﬂa-nag health, safety,
2 and environmental risks by—

3 “(1) the Secretary of Defense. for environ-
4 mental restoration and waste management pro-
5 grams, and for programs and responsibilities of the
6 United States Army Corps of Engineers:

7 “(2) the Secretary of the Interior, for programs
8 and responsibilities of the Office of Surface Mining
9 Reclamation and Enforcement;

10 “(3) the Secretary of Agriculture, for programs
11 and responsibilities of—

12 “(A) the Anmmal and Plant Health Inspec-
13 tion Service;

14 “(B) the Grain Inspection, Packers, and
15 Stockvards Admmistration:

16 “(C) the Food Safety and Inspection Serv-
17 1ce;

18 “(D) the Forest Service; and

19 “(E) the Natural Resources Conservation
20 Service;
21 “(4) the Secretary of Commerce, for programs :
22 and responsibilities of the National Marine Fisheries
23 Service;
24 “(5) the Secretary of Labor, for programs and
25 responsibilities of—
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11
12
13
14
15

17
18
19
20
21
22
23
24
25

. 29 |
rector of the Office of Management and Budget, shall de-
termine whether any other Federal agency or specific pro-
aram under a Federal ageney should be considered a cov-
ered ageney. Such determination, with respect to a par-
ticular Federal agency or program, shall be based on the
importance of risk assessment and risk characterization
to—
“(A) regulatory programs administered by that
agency; and
“(B) the communication of risk information by
that agency to the public.

“(2) If the President makes a determination under
paragraph (1), the requirements of this subchapter shall
apply to anyv agency determined to be a covered agency
beginming on a date set by the President. Such EIp ro
he no later than 6 months after the date of such deuer-
nunation.

“(e)(1) This subchapter shall not apply to risk assess-

ts performed with respect to—
ments | p 429.(3))'01_.

“(A) an emergency &emd-by-&re-he&d-ef
SH-agereyy

“(B) a health, safety, or environmental inspec-
tion, compliance or enforcement action, or individual

f'acilit}r permitting actiony er .

S A
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12
13
14
15
16
17
18
19
20
21
22
23
24

25

26

31

“§ 634. Principles for risk assessments

“(a) Each agency shall design and condyct risk as-
™ woba s _
- . : m a

sessments
manner that promotes rational and informed risk manage-
ment decisions and informed public input into and under-
standing of the process of making agency decisions.

“(b) Each agency shall consider in each risk assess-
ment reliable and reasonably available scientific informa-
tion and shall describe the basis for selecting such seci-

entific information.

“(¢)(1) Each agency may use assumptions, sekadiag
snferences models, or safety factess, unless relevant and

adequate scientific information, including site-specific or

“(2) When a risk assessment involves cholce of as-
sumptions, the agency shall—

“(A) 1dentify the assumption and its seientific
or poliey basis, including the extent to which the as-
sumption has been validated by, or conflicts with,
empirical data;

“(B) explain the basis for any choices among |
assumptions and, where applicable, the basis for
combining multiple assumptions; and

“(C) describe reasonable alternative assump-

tions that were not selected by the agency for use
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I “(#) To the extent scientifically approprate, each

agency shall—
“(1) express the overall estimate of sk as ewe
O Aeasora .. e
’ ow=—prere rangey or probability distributiong that re-

tflecy varabilities and uncertainties in the analysis:

2
3
4
5
6 “(2) provide the range and distribution of risks
7 and the corresponding exposure scenarios, identifv-
8 mg the range and distribution and likelihood of risk
9 to the general population and to more highly ex-
0 posed or sensitive subpopulations; and

11 “(3) where quantitative estimates are not avail-
12 able, describe the qualitative factors influencing the
13 range, distribution, and likelihood of possible risks.
14 “(f) When scientifiec information that permits rel-
15 evant comparisons of risk is reasonably avajlabl~, “}o
16 agency shall use the information to place the naidre w.:i
17 magnitude of a risk to human health, safety, and the enwvi-
18 ronment being analyzed in relationship to other risks.
19 Such comparisons should consider relevant distinctions
20 among risks, such as the voluntary or involuntary nature
21 of risks. |

22 “(g) When scientifically appropriate. information 0?;
23 significant substitution risks to human health, sa.fety, or

24 the environment is reasonably available to the agency, the

25 agency shall describe such risks in the risk assessment.
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resentatives of industry, universities, agriculture,
Jabor consumers, conservation organizations, or
other public interest groups and organizations;

“(2) may exclude any person with substantial

or W?M\'f
and relevant expertise as a panel member®on the

basis that such person represents am—edida that may

have a potential financial interest in the outcome, or

may nclude such person if such interest s fullv dis-

)

17
18
19
20
21
22

closed to the agency and in the case of a regulatory
decision affecting a single mlo peer reviewer
representing such W\may be includecy Srtdre—
parTret,

“(3) shall provide for a timelv completed peer
review, méeting agency deadlines, that contams a
balanced presentation of all (:mi'sidemtinns. B i
minority reports and an agency response to all s.z-
nificant peer review comments; and

“(4) shall provide adequate protections for con-

fidential business information and trade secrets, in-
. or .

. . . [a) .
cluding requiring panel members to enter into con-

fidentiality agreements.

“(b)(1) Each covered agency shall”prowvide for er;
gency Cosi'ﬁl 1 o p

23 review In accordance with this section of any"risk assess-
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37
tion 622, and the risk assessment prineiples under section
634

“(h) The development, issuance, and publication of
vuidelmes under this section shall not be subject to judi-
clal review.

“(¢) BEach covered ageney shall publish, after notice
and public comment, guidelines for the conduct of risk as-
sessments not required by this subchapter that adapt the
principles of this subchapter in a manner consistent with
section 634(a)(2) and the risk assessment and risk man-
agemernt needs of the agency.

“§ 644. Research, training, and coordination

“(a) To promote the conduct, application, and prac-
tice of cost-benefit analysis and risk assessment in a con-
sistent manner and to.idpntiﬁv agency d='r a.d regesy D
needs, the Director, in consultation with the Orfice of
Science and Technology Policy, shall—

“(1) oversee periodic evaluations of Federal
agency cost-benefit analysis and risk assessment in-
cluding, where relevant and appropriate, research
needs to— |

“(A) reduce generic data gaps, to address
modeling needs (including improved model sen-

sitivity), and to validate assumptions, particu-
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I in the development and application of cost-benefit
2 analysis and risk assessment.

3 “§ 6&&1& 'arl review ot ) 62 4(C),
4 “Phere shall be no judicial review of agency decisions
S or actions made under tlis subchapter.

6 “SUBCHAPTER V—EXECUTIVE OVERSIGHT

7 “§651. Definitions

8 “For purposes of this subchapter

9 “(1) the definitions under sections 551 and 621
10 shall apply; and |
11 “(2) the term ‘regulatory action’ means any one
12 of the following:
13 “(A) An agenda or schedule for
14 | rulemakings.

e “BY Advance notice of  wanas O
16 making.
17 “(C) Notice of proposed rulemaking.
18 “(D) Proposed final rulemaking and in-
19 terim final rulemaking. |

20 “§652. Presidential regulatory review
21 “(a) The President shall establish a process for the -
22 review and coordination of Federal ageney regulatory ac-
23 tions. Such process shall be the responsibility of the Direc-

24 tor.
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“§ 653. Public disclosure of information
“The Director, in carrving out the provisions of sec-
tion 652, shall establish procedures to provide public and
agency access to information concerning regulatory review
actions, including—

“(1) disclosure to the public on. an ongomng
basis of information regarding the status of regu-
latory actions undergoing review; |

“(2) disclosure to the public, no later than pub-
lication of a regulatory action, of— |

“(A) all wntten communications, regard-
less- of form or format, including drafts of all
proposals and associated analyses, between the
Director or employees of the Director and the
regulatory ageney:

“(B) all written conuaunicaaons, regal.
less of form or forma"t, between the Director or
employees of the Director and any pérson not
employed by the executive branch of the Fed-
eral Government relating to the substance of a
regulatory action; |

“(C) a record of all oral communications
relating to the substance of a regulatory action
between the Director or employees of the Diree-
tor and any person not employed by the execu-

tive branch of the Federal Government; and
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thorized by section 611(a) of title 5 _1nited State

Code (as added by subsection (a)), shall apple

to final agency rules issu such effective date.

2
3
4

( b PRESIDENTIAL AUTHORITY.—Nothmge in this Act

5 shall limit the exercise by the President of the authority

6 and responsibility that the President otherwise possesses

7

under the Constitution and other laws of the United

8 States with respect to regulatory policies, procedures, and

9 programs of departments, agencies, and offices.

10
11
12
13
14
15
16

“Sec.
601,
602,
<603,
604,
“605.
600G,
607,
*608.
“609.
“610.
“611.
“612.

@ TECHNICAL AND CONFORMING AMENDMENTS. —
(1) Part I of title 53, United States Code, 1s
amended by striking out the chapter heading and
table of sections for chapter 6 and inserting m lieu
thereof the following:
“CHAPTER 6—THE ANALY®]S ©7
REGULATORY FUNCTiONE

“SUBCHAPTER I—REGULATORY ANALYSIS

Definitions.

Regulatory agenda.

Initial regulatory flexibility analysis.

Final regulatory flexibility analvsis.
Avoidance of duplicative or unnceessary analyses.
[Effeet on other law.

Preparation of analysis.

Procedure for waiver or delay of completion.
Procedures for gathering comments.
Periodic review of rules.

Judicial review. ,

Reports and intervention rights.

“SUBCHAPTER II—ANALYSIS OF AGENCY RULES

. Definitions.
. Regulatory analysis.
. Decisional criteria,
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[~ ciently Teduce risks to luman health, safety; and the
2 environment.
3 (f) SAVINGS PROVISION AND I'])](“I.—\I,.RE-WE\\-'_—
4 (1) IN GENERALANothing in this section shall
5 10difyv any statutory standard or re-
6 esigned to protect human health, safety,
.
8 (2) Jupicial, review —Compliance or non-
9 compliance by an agency with the provisions of this

section shall-net-be-sulject 16 judicial féview’

11 sEC.7. EFFEC';IVE DATE.

12 Except as otherwise provided in this Act, this Act
13 shall take effect 180 days after the date of the enactment
14 of this Act, but shall not apply to any agency rule for

15 which a general notice of proposed rulemaking o -

16 on or before such date.
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AMENDMENT NO. Calendar No. ___

IN THE SENATE OF THE UNITED STATES—104'® Cong,, 2d Sess.

S.

To amend subchapter IV of chapter 5 of title 5, United States
Code, relating to elternative means of dispute resolution in
the administrative process, and for other purposes.

AMENDMENT intended to be proposed by Mr, JOENSTON (for
himself and ) :

Viz:

At the end of the Committee amendment add the following:
SEC. __, ELIMINATION OF REDUNDANT ADMINISTRATIVE
REQUIREMENTS AFFECTING NEGOTIATED RULEMAKING

(a) Section 564 of title 5, United Statzs Code, is amended
by adding at the end the following:

*(d) The puhlication of notice under subsection (a) and the
period for comment under subsection (c) shall be in lieu of any
requirement for notice or for filing an advisory committee
charter under sections 9 or 14 of the Federal Advisory
Committee Act.”

(b) Section 567 of title 5, United States Code, is amended
10 read as follows:

“Notwithstanding section 14 of the Federal Advisory

Committee Act, a negotiated rulemaking committee shall
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1 terminate upon promulgation of the final rule wunder
2 consideration, unless the agency, after consulting the committee,

3 or the committee itself specifies an earlier termination date.”



EXPLANATION OF THE AMENDMENT

SECTION _

Section __, added by this amendment, eliminates two points of redundancy between the
Negotiated Rulemaking Act of 1990 (NRA) and the Federal Advisory Committec Act (FACA),

Subsection __(a) deals with the redundancy between the mechanisms in the NRA for
public notification at the establishment of a negotiated rulemaking committee and the advisory
committee chartering process in the FACA. The requirement of FACA to preparc and publish
charters, every two years, for advisory committees is made redundant by the requirerient in
gection 564 for extensive notification of the public regarding the establishment of & negotiated
ralemaking committee (including publication “in the Federal Regisier and, as approprate, in
trade or other specialized publications” and for o publi& comment period of at least 30 days.
Further, since it is envisioned by the NRA that negotiated rulemaking committees routinely
remaln in existence until the publication of a final rule (which may take scveral ycars), there
would seem to be little point in forcing a rechartering of the negotiated rulemaking committee on
an arbitrary two-year schedule. Finally. the formal chartering process under FACA, in practice,
involves numerous levels of review within agercies and is ofien a time-consuming burcaucratic
step. Since the purpose of the NRA is to encourage this nnovative forrn of rulemaking. any such
bureaucratic slep (and particularly onc that must be accomplished before the committee can meet
or take any substantive action) needs to play a unique and valuable role, which is not the case for
chartering. Thus, the carrying out of the requirements of section 564(a) and (c) are made to be in
lieu of any requirement for an advisory committee charter, and -negotiated rulemaking
committees can thusbegin to meet once the public comment period under scction 564(c) has
expired, , ‘

Section __(b) deals with (hé automatic sunset, every two years, of advisory commiltees
under FACA (unless recharterinr takes place). As noted above, scction 567 of title 5 envisions a
limitation on the life of the negotiated rulemaking committee that is organically related to the
rulemaking process itself. and also provides for the agency to specify another termination date,
after consultation with the coramitiee. The sunset provision in section 14 of FACA {which may
be appropriate for advisory committees that do not have their ceope and activities tied to a fixed
agency decision) does not serve a useful purpose in the context of the NRA, and so section 567 is
amended and made o apply in lieu of section 14 of FACA.
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AMENDMENT NO. ___ ; Calendar No. __

\

IN THE SENATE OF THE UNITED STATES—104® Cong,, 2d Sess.

S.

e —

AMENDMENT intended to be proposed by Mr. JOHNSTON (for
himself and

Viz:

At the end of the [bill] [Co:qmittec amendment] add the

SEC. . RULE MAKING.
Section 553(b)(A) of tile §, United States Code, is

amended to read as follows:

“(A) 1 interpretative rules, general statements of policy;
gsuidance, or rules of agency orcramzanon, prooc:dnre or practlcc
(and such mles, statemnents, or gmd.ance shall not have general
applicability and substantially alter or create ~ rights or
obligations of persoms omsidc the agency); or”
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EXPLANATION OF THE AMENDMENY

SECTION __

Section __, added by this amsndment, mmends seotion 553 of title 5, United States Code,
goveming informal (notice and comeent) ulemaking. Section 553 was initialy ehamd as
section 4 of the Admiristrative Pracedure Act, or APA (P.L. 79404, hme 11, 1946 60 Stat.
237), and was recodified 1o section 553 by Poblic Law 89-554 (Scptember 6, 1966, 80 Star_ 383).

The anrent section 533(b}A) contains an exemption for “interpretative rules, general
statements of policy, or rules of aggncy organizatior, procedurs, or practice.” This exemption
does not apply to the entire section 553, butm]ynothcmqmum:ntfurgmeralnouceof'
proposed raicmmaking (aond the relazed reqmremems govem.m‘, g informal rutemaking pm:edm-e in
section S53(c)). : '

Thsamendmntdmﬁathatthn‘inﬂ:pmmcmlﬁ.gemalmmemquahzy
guidance, or rales of agency organization, mmocedure™ which are exempt from nouce-and-
comment procedures under section 353(b)(A) cannot have “general apphcabilhty and
substantially alter oreroate rights or obligations of persons outside the agency™ It rehﬁomes, i
sanutory language, the distinctinng that have evolved in administrative case law betwean such
agency statements and rules md:thefomeandcﬂ'ectoflawthatmnstbepmmﬂgamd.undcr |
scction 553, using notice-and-comment procednres.

The following discussion treats eaéhpaztofihiskeyph‘am,fncusingﬁrstonthepﬁnciple =
of general applicabiity, then on the principle of creation of rights or obligations (or“binding
effect”), and finally on cousideradons of the difference between binding effects within the

' agency and outside the agency. These principles are discussed specifically in rclation to
interpretative rules, general starements of palicy, and guidance. Roles of agency organization,
procedure, or practice are discussed separately at the end of this section. ,

General applicability. The langvege m this section allows an agency éto issue
iterpretations, policy statements, or gaidance, that is applicable to a particular person for a '_
particular regulated stuation without foltowing sectibn 553 rulemaking proceduges. 'Ihge agency
is not able to use that process of individnalized imterpretations, thongh, to address mam:zs of
general applicability to alargcrnumberofnxﬁv:dnﬂs or groups if soch an "ime:pz-xanon will
be applied so 2s to snbstantially alter or create a dght of such a la:gernmbarofperson's outside
the agency. It it intended that a person affected by the sort of “interpretarion™ described in the




y
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|
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preceding sentence would be entitled to assert that soch “interpretation” was infacta ngislaﬁve
rule. But that person woold have to demonstrate that the rule had general applicability and that &
class of persons beyond the individual and outside the agency, after adoptioui of that
interpretation or policy statemncnt, had been given substantially new rights or ob].igaﬁoéls or had
rights or obligations which had been subemtialty altered. iI
Legislative and non-legislativa rule.r The distinction between (1) roles that havcrhz force
and effect of law #nd hence are subject notice-aiG-commeat rule making under serlftion 553
(hereinafter refarred to as “legislative rules™) and (2) pﬁxer kinds of agency statements about laws
and their requirements has been the subject of extensive case Jaw and legal commcntan% over the

years. The APA does not cxplicitly Invake the term “Iegislarive rule™ to describe What must be
subject t notice and ¢ommment rulemaking, bat mﬂner discusses the types of “rules™ (1!1nder the
broad definition in section 551(4)) that should be exempt from notice and conmenr_; Ccurrent
case law has crhanstively probed the distincrions among legislative rules, ml:erpmtzr.r‘ve rules,
and general statements of policy apd guidamce. See E.C. Davis and RJ. Picree, Ir,
Administrasive Law Treatise, Third Edition, 225-248 (hereinafter referred to as the “Treggise™).
Legislmive rules vs. tnterpretative rules. There are three Tmpartant dxﬁ'exencesibetween
legislative rules, which ave subject to notice end comment milemeking, mdxmapmammlcs, ‘
which are exerpt from the motice and comment requirement. The distinetions have taen well
estabhshedeupremeConrtdecmnnnnﬁngfmmaﬂnnhaﬁacennuy Cf. American
Telaphona & Telegraph Co. v. Unitsd Stmtes, 299 11.S. 232 (1936) and Skidmore v. Swift & Co.,
323 U.S. 134 (1544), Thc.se distinctions are preserved in this amendment. First, a legislafive .
rale has the szme binding effect as a stanue. I binds members of the poblic, the ageincy, and
even the courts, in the sense that courts must affirm a legislative wle as long a5 it Iepitessms a

valid cxereise of agency amshority. Bycbnmanhnnrpremﬁvemlethzthnerprersaémuneis
not binding. of itself, en conxts of the public. Acomtmygivebindingeffacttoaposiu“innmkm _
byanagencyinsud:anintcrpmtnﬁvcrﬁlc,butipsuchacassitisthecom'tdlaxpmiéic[esthe )
binding effect, and the agency’s position anly serves 2z a potentially persuasive pmo% for the
cottrt to adopt. Second,anagencyhasthepowertdissuealegislativeru]zonlyifar'xdtothe
emntCongmsslmauthonmdrttodom Bycuntrasnanyagencyhasﬂ:emhemmpowerto '
issuc interpretative roles. Thmalcgﬂshnvermemxmposedxmaobhganmonmembemof
:hepummmadqunmﬁoaeamposadbymm..1ongasmem1¢mwnhnmc%mpcuf |
rulemaking authority conferred on the agency by statntr. By conmast, an interprerative role
camot impose obligations on auzznsthatexmedthnsefmdy ann'bmbletoCongrwsiﬂnuugh |

t
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‘the process of statatory interpretarion. . (Ind:emseofanmtup:mﬂvcmlcthat
‘statutory provision comtzining a mandate, the langnage of the interpretative rule rmght use

|
|
|
|
|
'lamsa

mandarory language in spelling out the pre-existing duty contained in legislation, thhout thereby
beconnngalegz.slatrveru]e—whﬂeﬁleuseofmnndamtylmgua.gcmapurpotmdstammsmof.
gencral policy or guidance might indicaie that the agency starement is achally alegxslanve ule)
These considerations are consistent with a mumber of tests used by thacamthmcnm :
Mining Congress v. Mine Sefety and Health Administration, 995 F.2d 1106 (D.C. Cir. 1993). In
distinguishing between interpretative rules and legislative rules, the cout concluded that an
agency statement is a legislative rule, and mot an umcrpretanve role, i any of the followmg
questions can be answered in the affrmartive: “whether in the absence ufﬂlerulemerewould
not be an adequate legal basis for emforcement action or ather ageney action to confer benaﬂjs or
ensie the perfoamance of daries™ (Le., whether there are distinct obligations in add:hon o those
in the statime), “whether the agency bas explicidy imvoked its general Iegislative amhomqf' Gie.,
whether the agency, in making the statament, is mvaking its power to issus logislative mlea),
“whether the rule effectively amends a prior legislative rule™ (Le., an alteration o a ITgmla.uve
rale can only be made by another legislative rule): 995 F.2d at 1112. A fonrth testmentloned in
American Mining Congress, whether the agency has published the ruls mﬂleCodeofFademl
Regulatjons (drawing on the authority in 44 U.S.C. 1510 for the publication of a Codc of Federal
Reguletions contaming “the documents of each agency of the Government havmg general
appﬁmbmwmlegazeﬁmﬂ,mmhsequmﬂyquﬁedhmgembymemnf.emm |
in Healh Insurance Associazion v. Shalals, 23 F-3d 412, 423 (D.C. Cir. 1994) publicarion in the
Code: of Fedoral Regulations is no more than “a suippet of evidence of agency imtent?), apd a
close reading of 44 T1.5.C. 1510 shows that even this. qualified test is not persvasive. Nothing n
soction 1510 prohibits or discourages the publication of imerpretattve rles or omen:r agency
statcments in the Code of Federal Regnlations, and many agencies use the Code to publish their
most impartant interpretarive rules and policy stateménts. Snch publication facilftatss the access
of affected members of the public to the most importamt agency interpretations and policies, and
should be encouraged. In distinguishing between Iégislaﬁve rules and interpretative IruI&c (or
other agency statemnemts) under the changes to section 553(b) mede by this amendment, it is oot
intended that courts apply the test that auy rul published In the Code Is pso facto 2 legislative
mule (see the nexr section for related comments abont the lack of nsefulness of “Form”itests for |
distinguiching between legislative rules and other agency starements). Such a tost wi]i prevent
agencies from publishing their most important mterpretative rules and policy stz:emmts in-the

- |
3 ;
|
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Code out of & concern that such publication will expose those agency statements to invlaﬁdaﬁan
on the basis tar they were actmally legislative miles issaed withort notice and cornmient. :
Revenne rulings issned by the Intamal Revenue Service arc common cxamples of what this
amcndment conesives of as genuine interpremﬁveiml&s. exempted from norml ruéamaldng ‘
procednres under this new section 553(b)(A). Where @ Revemne Rnling essists citizens in
complymg with the tax laws, but does not creats new rights or obligations, or altcr Eosc that
exist, it will be exeeapted from notice and comment procedures as an interpretative mile. !
Legislative rules vs. general siatements of pal}cy and guidace. 'The notion of i“bi:uding '
effact” is also nseful in distmguishing legislative nﬂﬁ from geacral statements of pc?licy and .
guidance, although in a sHghtly different way than for the case of distingmiching Iegislai;ive rules
from interpretative rules (G, the discussion of mandatory langnage in interpretative rules to the
following discussion). Many azency statrments canse considerable confusion 1o the pl#blic and
the courts becanse of the agency’s chaice of langnage to characterize the effect that the agency
mends to have. Aun agency sometimes characterizes the intended effect of its siatema'nt i the
langnage of command n cncpassage, e.2, “regnlames mnst,” and in the language of preference
in other passages, e.g., “tegnlatees should.” Scmefimes, the mixture of such language is Simply a
reflecrion of pre-existing rights and obligations contained in the law or legislative m:le being
described mn the agency statelnent.  Someiimes, thmigh. such ambigumity is doe 10 slnpﬁ'ﬂ.ness or .
inderision, and sometimes such ambiguities are created intentionally for strategic purposes. For
example, a statement Iabeled. as (or in the “form™ of) 2 general statement of policy or @ guidance
document cam have coercive effects, to the exismt that an agency possesses sigmificamt
discretionary power over a clags of r&gnlahaes who “comply volemtarly” with &n ;agancy’s
noobinding, statement of its preferred po]iﬁcs. As the Treaise notes, in these and simj]aircases:
“An ageqcy might wamt to issue a statement that has hinding effect without folloviuing
the notice and comment procedmres wandated for legislative rulemaking and without
sibjecting #ts Statement to the kind of “searching and carefnl” judicial review cc:mrs
typically apply to legislative rles. To further these dlegitimate strategic goals, an

agency might intentionally use embignous or incousistent language in the hope thz;z its
i

regulatees will give its statemem binding effect’ while the courts will ize the
stalement s apn wweviewszble general statement of policy exempt from mpotice ;and
eomunent procedures. l

“The beanty of the ‘binding effect’ tost lies in its ability to frustrate agency amempis to
use ambiguity to farther {llegitimate strategic godls. A court may terpret an.ani)igl;;xous

|
P |
. |

B



statement as bindingmnorbinding,i:mthe agency cannot have itbbr.h ways. If theicourt
conclodes that the agency statemnemt is binding m some important respect, it will bold
that the staternent is & “‘rulc” that can be prommilgaed only through the use ofnﬂen:lakmg
procedures and that is polentially reviewable to the same extent as any other ruilc H
instaad the court concludes that the statement is a general stateroent of policy, courts will
not permittheagencytogtvehsstétemtbindiugeﬂ’emsoumemhersofthebuiﬁc.”
(Treartse ar 229) |
This amendment takes the view :hntﬂxepracﬁmlimPactintcndcdbyanagmcyinn%mkinghs
statement 15 the appropriate gmde t0 use W deretmining whether that statement is a legiclative
rule or a statement of gemeral policy or guidance. Themetefncttharanugcncydcsuif;cs a rule
asaninterpmtaﬁvemleorasgtﬂdanccctasagcn@ stement of policy, or the mere fact that

the “form” ofthemleisdzatofsomemﬁerkindafagmcymmem,mnnocmeas 2 standerd .
for determining whether ar pot it is a legislative rale. If the court concludes that an agency
statement i5 intended to have binding effects ontside dhe agency, and is serving as anind’,ependcut
source of those binding effects, the conrt shonid review the statement with reference w'the sans
. substantive and procedaral eriteria that would pply it were promulgated 25  logislative rule.
This view is supported by ACUS Recommendarion No. 92-2. "Agency Policy Stat;emems."
As in this amendment, ACUS decided that the “binding effect” test should be keyed to the .
practical impact of the agency statement: “A, document that was notissnedpuzsm:ttt:: section
553, and therefore cannot be binding legally, may nevertheless be binding as a practicalimatter if
the ageocy uears it as dispositive of the issue that it addresses.” ACUS, “Agenn:’y Policy
Statements (Recommendation No. 52-2),” 1 CFR_§305-92-2 (1993), n.3. Inthe commqi:mazy on
113 recommendation, ACUS stated: ' ' |
“The Conference is concerned, however, abott situations where agencics issue policy
statemeqts which they treat or which are reasonably regarded by the public as hirécﬁng
and dispositive of the Issues that they address. The issmance of such binding
prononncements ag policy statements does not offer the oppertumity for public comment

which is nermally afforded during the notice-and-comment rlemaking process for fules
which have the force of law. Courts have frequently ovemrnled agency reliance on péllicy
stztements as binding on affected persons. :
“Where the policy statement is treated by the ageacy 2s binding. it operates effactively
as a legislative rule bur withour the notice-and-comment protection of section 553, It

may be difficolr or Impossible far affected persons w challenge the policy satement




within the agency’s own decisional process; they may be foreclosed from an upporl:]!mjty
to coptend that the policy stazement is nnlawfal or unwise, or that an alternative policy
shonld be adopted.... The public is therefora denied the opportimity to comment agd the
agency is demied the educative value of any facts or arguments the party may ‘have
tendered. The Conference believes that this omrome should be avoided. ... :

In Pacific Gas & Electric Co. v. Federal Power Commissicn, 506 F2d 33, 38 (PC Cir.

1974), the court provided a2 useful test of whed]e': a agency statement is "bmdmg and

- disposttive™: “when the agency applies the policy in a particular situation, it nmst be ptgpared to

smpport the policy fust as if the policy stafernent kad nover been issued.” If the agency pl}TOVidm a
reasonebly accessible and credible forum for affected persons o challenge both :a policy
statement (or guidance) and its application, de novo, when the policy statement is applied, it will
probably avoid sitnations in which the agency statement is “reasonably regarded by the pubkic as
binding and dispositive of the issnes.™

The Administrative Conference specifically recommendod that agenciss specifically stats
in agency statements.of gepersl policy that they wish to promulgate under the exemption in
section 553(b)(A) that such statements are not binding, and that this noobinding nature be, to the

" ext=nt practicable, “communicated to a1l persons who apply them or advise on the basis iof them,

including agency staff, counsel, administrative law judges, and relevant state ofﬁcia]s;_” This

" sound suggestion would be zn excellent way in which'to implement this section.

Theprmdmgcﬁmssmnwnotmmttounplythatgcmmlsmmmtsofplohcy or

guidance need have no cffect at afl. Asthecomtobsewedm?acﬁeﬁm&ﬂeafnccz
nonbinding agency stztements may bave many effects:

“As an informafional device, the general smmmcnt of policy cncourages pllbllc
dissemination of the agency’s policies prior to their actmal application in partidular
situations. Thus, the agency’s initial views do noi remain secret bur are disclosed well in
advance of thexw actual applicetion. Additionzlly, the publication of 2 general staiempent
ofpohl:yfacﬂltateslongrmge plannmovmhmfhe reguiated industry and promotes
wmiformity n areag of natiopal concern.™ Id. ‘
These same considerations would be true of other forms of ageacy guidance, 2s well.
Binding Fffect Required to Be Chaside the Agency, Additionally, the langmage in the
revised section S33(bYA) stipulates that these bmd.mg effects take place on persons oumde the
agency. This is intended to permit starcoments ofg:ncm] policy 10 “bind," or affect the dfscreuon
of, an agency or its staff withour triggering the notice and comment provisions of section553. A
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binding by the agency of its own discrerion does not, by fsalf, “substandally aler or ersate ights
or obligations of persons omside the agency” within the meaning of this rovision 9f section
553(h)(A). This point is genemily conﬁshmt with contemporary aduminismative mse;‘ law, bat
intentionally roms comnter (0 one cireult court opimion, m Commmnity Nutrition Institute v.
Young, 18 F24 943 (D.C. Cir, 1987), which held that policy statements that purport fo “bind”
agency ma;ﬁ'couldonlybe:ssmdﬂrroughuscufnouceandcommﬁnlru!emalaq° This |
amendment is in accordance with the view expressed in the Treatise thar: ‘i
“That holding would create horrible incentives for agencies H it were fo]lpwed
generally. . .If agencies arc allowed to esmblish pohdes that limir their discretion and that
of their employees only through use of expensive and time-consuming notmd and
commtprowdme,theymrelywiﬂchnosemhmﬂmrdlscrenonatanmm lim;tthe
discretion. of their employces charved with enforcement and prosecumnal
responsibilitjes. Thes, the holdiag m Camnutmzy Nurition mevitably would y!dd an
adgrinistrative law systema in which tens of thousands of individnal agency emplo!iyees
bave virmally unconstaired discreon and in Which nefiber affacted members of the
public nor polifically accountsble govermment officials would be able to predict the
action of those employees.” Treatise at 232-233.
The Admimistrative Conference also supponts the infent of this amendment on this pomt, in its
recommendation on “Agency Policy Statements,” by stating that agencics should! not be
prech!ﬂed. ' i
“from making a policy statement which is anﬂmmmwe for staff officials in the um’m:st

of adormistrasive umformity or policy coberence. Indeed, agencics arc cucomagé%d 10
provide guidance 1o staff I the form ofmannals and other managernent directives las a
nxans w0 regalarize employee action thar direcﬂy affects the poblic. However, they
should advise staff thar while instructive to them, snch policy gwidance does)not
congtitute a standard where noncompliznce may form an independent hasis for action in
marters thar determine the Hghts and obligations of any person ouside the agency.”
ACUS, 4. : '
This ACUS recormmendation also includes 2 number of other provisions that are commended 10
the anendon of agemcies, as it will heIp them 10 better lmplement the principles undedmg
section 553(b)(A), as argended hera, i
Rules of Agency Organization, Procedure, or Practice. Ttnsamendmentmui;ins&e

existing cxemption in the APA for rules of agency orgamization, procednfe, or pmmTc This

|
|
!
!
|
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exemption has proved difficult for cowts to apply in the past, pariculady in the gray ama
comprising rules that conld be characterized equally as well 25 being substantive, a%ud hence
legislative, or as heing procedural. As the Zreatise notes: “Ther arc scores of lower court
opirions that apply the procedure]-]substance diﬁmion to a wide vagety of agency Imles that
are diffienlt o classify. 'Iheyforma:nunndybody of law that defies ammmzy
teamment.” Treafise at 250. In applying the exemption for rules of agency orgzlmlzanon, .
procedm-e,andpmcuce,zt:smtmdcdthz:agcncxe;_andconnsapplythesmndzrdmthmnedm :
the Administrative Conference’s recommendation’ ou “The Procedural and P;m%oe Rule
Exemption from the APA Notice and Cormnent RoJemaking Requirements (Rncomngendaﬂon
No.92-1),” 1 CER. §305-92-1 (1993):
“A. rule is within the terms of the exception when it both (a) relates solely to
methods of internal opemations or of imterecting with rogulated partics or the public; and
(b) does not @) siglﬁﬁmﬂyaﬂ'ectcdndncnacﬁyiw. or a substantive mretestthstisdm
snhject of agency jurisdiction, or (I) affect the smndards for eligibility for a govcrnlmcm
ACUS finther defined the term “program™ in the sbove standard 2s being “mesnt to be
interpreted broadly to mclude, among others, those involving benefits, contracts, lcenses,
permits, and lown goarantees.” |
This amendment sopports this scope for the exemption from the requirements of section
553. For example, then, rules such ag those goveming conduct of formal hearings or appwls.
ex parte rules, andrulasconccmmgthcbmhmus of the agency wouldbeexennpt_ In
contrast, rules setting criteria for deterrmnm g the saverity of enforcement sanctions, !evals of
¢ivil money pemahies, or application reqmremems that serve to limt eligibility f‘ 0T 2
government beneftt program would not be able 1 vse this exemption from notice;and

oommntpmcedm
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AMENDMENT NO. | Calendar No. __|

—
!
I
l

IN THE SENATE OF THE UNITED S’I‘ATES—~104°" Cong., 2d Sess.

'S,

AMENDMENT intended to be proposed by Mr. JOENSTON (for
himself ard

Viz:

At the end of the [bill] [Conimiuee amendment] add ;hé
following: I
SEC. __. RESPONSETO PETITIONS: |

Section 553(e) of title 5, United States Code, is amended—lﬁ

(1) by inserting “(1)” before “Each™; and
(2) by adding at the end the following paragraphs— ;

‘(2) The agency sha]ltake final agency action to gra.n%
or deny a petition made ander paragraph (1), and glvf!:
written notice of its ‘action to' the petitioner, incinding al|l
explanation of its reasons for granting or denying the:.
petition, with reasonable pmmpmecs but in no event later
than 18 wmonths after the petmon was received by thc
agency. f |

“(3) In acting on a petition made under paragraph (1)5;
the agency shall copsider the availability of its resources




¢ 2

-l

1 and evaluate the effect of granting the petition on achieving

2 statotory objectives.” |




-l

EXPLANATION OF THE AMENDMENT ’.

SECTION ___

Section _, edded by this amendment, amends soction 553(c) of title 5, United States Code,
govemning petitions for informal (norice and commem) rulemaking. to provide reghirements
governing egency humdling of petitions received under section 553(e). 3

Section 533(e) states that “Each agency shallgvcanmt:rcmd pcrson r.h:nghnopeuuon :
for the issnance, amendment, or repeal of amle” Subsection (&) does nat apply to catagorﬁ of
ules made exempt from notice and public comment procedure by section 553(a), bot other than
rules in the topical arcas listed in section 553(a), scction 533(e) generally applies to “rulfs as
defined in section SS1(4), incInding legislative mles, interpretarive mies, geveral smgmms of
policy, and organizatiopatl and procederal rules. ;

Inberent in the right to petition is the rght to a response o thememsofmcpctﬁiuh In this
mgard.rtappm!hauhedraﬂmsufﬁenngmalAPAmtanda:lthatthe:deuucalreqm:?mentsm |
section 555(e) (“Prompt notice shall be given of the denial in whole or in part of a written
application, petition, or other request of an intesested person made in connection with agy agency '
proceeding. Except in affirming a prior denial or when the denial is selfexplanatory, the notice
shall be aecompanied by a simple starepent of proccdural or other gronnds ™ 60 Stat. 2%10) apply
to denials of petitions for mie making tnder section 553(¢). Sen. Repart No. 97-308, 9'!th Cong.,
Ist Sess., 31 (1981). It also appears that the ongmal APA envisioned soms dezree oiqudicial ‘
iavolvemens.  “The facts or considerations brought to the atiention by the agency b;y such a
petiton might be such as 10 require the agency to'act to prevent the rule from conﬁnuing or
becoming valnersble upon judicial review.” Sen. Doc. No. 248, 79th Cong., 2d Sess 201-202
(1946). ‘ i

Thas. under cument case law., the “rejection™ of a petition on a summary basis may be

remanded with instructions that the agencydenythepeuuununﬂmmerrtsandsmxeth}emmom ,

for doing so. National Organization for the Reform of Marifuana Laws v. Ingersoll, _497 Fzd
292 (D.C. Cir. 1971). The D.C. Circuit has also held that agency denials of pezirion$ for rule
roaking are geperally subject to judiciel roview, but with an “extemely narow” scope of review.
WWHT v. FCC, 656 F.2d 807, 818 (D.C. Cir..1981). The couns have geoverally app]ied a |
deferential standard when reviewing agency denials of petitions or when rewewmg agency
dmonsnott_omsuemles,aﬁercon&umnaamlemdnngmmpomwapmm For



.(.‘

éxample, in the Iatter situation, the D.C. Circuit has held that this degree of defereoee to the
agency. “while not exmreme, is very Substantial = Consumer Federation v. Consumey, Product
Safety Commissior, 990 F.2d 1208, 1305 (D_C. Cir. 1993). |
The purpose of this amendment, then, is to clarify ard codify the case law inthi.T.area.to
prevent further ocomrences of instances where petitions have languished for years aw,;aiting an
agency response. ‘Thus, agencies are nstructed to provide a dispositive response toipctitions
vader section 553(c) within 18 momths, along with a stement of the reasons for grnting ar
denying the petition The existing right to judicial review of such agency action, 'linder the
prevadling standard of review, 13 affirmed. Avedlnbility of agency resonrces or other 5s!m:utcu-y
mandates are explicitly named as factors that agencies may take mto accountinrespclmdingm -
petitions. | |
These changes are not inténded to pormit the harassment of agencies with pd:ttions aud
lawsuits. As Judge Leventhal stated in Oljato Chapter of the Navajo Tribe v. Train, ’5 15 F2a
654, 666-667 . 19 (D.C. Cir. 1975), “We are by no means demanding comprehensive I:BSPOﬂseB
w frivolous petitions, but nor arc we sanctioning suommary dismissels of meritorious claims....”
These changes are premised on the befief that agencies should respond seriously, and|within a
reasonable time, to petitions from the public.

10
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AMENDMENT NO. __ Calendar No. ____

YN THE SENATE OF THE UNITED STATES—104" Cong., 2d Sess.

S.

s —

AMENDMENT intended to be proposed by Mr. JOUNSTON (far
himself and )

Viz:

 AlUthe end of the [bill] [Committée mmendment] add the
following:
SEC. __. REASONARLE AND GOOD-FAITH RELIANCE ON
AGENCY INTERPRETATIONS AND DEYERMINATIONS

{(a) IN GENBRaL.—Chapter 7 of tide 5, United States Code,
is emended by adding at the end the following new section;
“§ 707. Agency interpretations in civil and criminal actions.

“(a) No civil or criminal sanction shall be imposed by a

court, and no ¢ivil edministrative sanction shall be imposed by

an agency, for the violation of a rule if the court or agency, as
appropriate, finds that—

*(1) the rule, other information published by the

agency under section 552(a)(1) or section 553 of this title

(or other applicable rule making authority), and other

writen agency Information directly and specifically

communicated to the defendant prior to the violation, failed

LR A
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to give the:defendant fair warning that the conduct engaged
in by the defendant violates the rule;

“(2) the defendant reasonably and in good faith
determined, prior to the alleged violation, based on the
information described in paragraph (1), that the defendant
was in compliance with, exempt from, or not etherwise
subject to, the requirements of the rule;

“(3) the defendant engaged in the conduct alleged to

violate the rule in reasonable reliance upon a written

‘statement from an approprizte agency official, or from an

appropriate official of a State authority to which had been
delegated responsibility for implementing or ensuring
compliance with the rule, after good-faith disclosure of the
facts that were material at the time of the determination
(including any facts requested at the time by the agency or
State authority) and after appropriate review, stating that
the action was in corﬁpliance with, or that the defendant
was exempt from, or otherwise pot subject to, the
requirements of the rule; or
“(4) the proposed sanction is based vpon—
“(A) an interpretation of & statute, rule, guidance,
'agency statement of policy, or license requirement ar
condition which is materially. different from a prior

interpretation; or

“Ricoa
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“(B) a determination of fact made by an
appropriate agency official, or a State official
described in paragraph (3), which is materially
different from a prior determination of fact made by
the agency or the State authority, after good-faith
disclosure of the facts that were material at the time of

the determination (including any facts requested at the

time by the agency or State authority) and after

appropriate review; and-—
the defendant, having taken into account all information
described in paragraph (1) that was reasonably available at
the time of the original interprétation or -determination,
reasonably and in good faith relied upon the prior

interpretation or determination.
“(b) In determining whether a defendant’s determination or

reliance under subsection (a) was reasonable, the court or

agency shall consider, as appropriate, whethes—

“(1) the defendant was qualified to make a
determination under subsection (a}(2) or sought competent
advice from a qualified person;

“(2) the defendant sought a determination under
subsection (a)(3) or subsection (2)(4)(B) in good faith; or

“(3) the agency or State official who provided a
determination under subsection {(a)(3) or subsection

(a)(4)(B) had the authority to do so.’

@ao4
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“(c) Nothing in this section shall be construed—

“(1) to preclude an agency from revising a rule or
changing its interpretation of a rule in accordance with
section 552(a)(1) or section 553 of this title (or other
applicable rule making authority) and, subject to the
provisions of this section, from prospectively enforcing the
requirements of sach rule, as revised or reinterpreted, and
imposing or seeking civil or criminal penalty for any
subsequent violation of such rule, as revised or

reinterpreted; or

“(2) to preclude an agencv from making & new

determunation of fact and, based on such determination,
from prospecuvely applying a patticular legal
requirement.”

(b) TECHNICAL AND CONFORMING AMENDMENTS.—

(1) The analysis for chapter 7 of title 5, United States

Cade, 1s amended by inserting the following new item;

“707. Agency interpretations in civil and ¢riminal actjons.”

(2) Section 701(b)}(2) of title 5, United States Code, is

amended by striking ““sanction’,”.

—Enous
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EXPLANATION OF THE AMENDMENT v
SECTION __

Section __, added by this amendment, is & modified form of the Modified Hutchison
Amendment No. 1539, adopted by the Senate by a vote of 80-0 on July 14, 1995. The purpose of
this section is the same as the Hutchison Amendment—to prevent agencies from bringing
enfarcament actions sseking civil or criminal sanctions when due process and fair notice are not
followed. In some cases, agencies have sought to impote sanctions retroactively based on new
agency interpretations or deterrminations of fact, even when the bcrson against whom the action
is brought has reasonably relied, in good fzith, on a prior agency interpretation or determnination.
The principles underlying this section sre generally accepted in administrative case law, and
generally upheld by courts, as will be discussed below. Yet, the time and expense involved in
litigation jn such circumstances is burdensome, particilarly to srmall businesses, who are often
forced to settle a case and pay a rediced fine because to fight for their nghts under administradve
¢ase law would be more expansive. The codification of these principles is intended to deter
agencies fromn pursuing thesc cases i the first place, by reminding theru through a clear statutory
pronouncement of their obligations to provide regulated persons with clear and adequate notice

of their regulatory responsibilities.
SUBSECTION __(a)

Subsection _ (a) adds & now section 707 10 title 5, United States Code. The provisions of

the new section 7Q7 are as follows:
Subsaction 707(a)
This subsection enumerates four situations in which “no civil or criminal sanction shall be

imposed by a court, and oo civil administrative sancdon shall be imposed by an agency, for
violation of & mle " These fonr situations, contained in the four paragraphs of subsection 707(a),

are a disjuncuive test and require a finding by the court or gency, as apprapriale to the situation.

@006
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Parapraph 707(a)(1]

The first situation in which civil or criminal sanctions for violation of 4 rule are precluded is
if the court or agency finds that the rule, other agency published by the agency under section
552(a)(1) or section 333 of title 5 (or other applicable rule making authority), and ather written
agancy information directly and specifically communicared to the defendant prior to the
violation, failed te give the defendant fair wamning that the conduct engsged in by the defendant
violates the mle. This provision reflects an array of Federal court decisions on the principles of
basic faimess and due precess. For example, in Diamond ?aaﬁng v. QSHRC, 528 F.2d 645, 649
(5th Cir. 1976), the court found that a defendant is “entitled to fair notice in dealing with bis
government,” and if a “violation of a regulation subjects private parties to criminal or civil
sanctions, 4 regulations cannot be consttued 10 mcan what an agency itended but did not
adequately express.”” This is in accard with the finding of the court in Gates & Fox Co. v.
OSHRC, 790 F.2d 154, 156 (D.C. Cir. 1986) that “Where the imposition of penal sanctions is at
igsue. . .the due process clause prevents [deference to agency interpretation) from validating the
application of a regulation that fails to give fair waming of the conduct it prohibits or requires.”
This is also consistent with the finding of the court in Director, Qffice of Worker's Compensarion
v. Magnifers, 826 F.24 1318, 1325 (3d Cir. 1987), stating that “A claimant proceeding in good
faith should not be subjected to a trap brought abont by an interpretation of a regulatien hidden
in the bosom of the agency.”

The principle of fair warning has been applied by the cowts in both criminal and civil
contexts, as explained by Judge Tatel in General Electric Co. v. £PA, 53 F.3d 1324, 1329 (DC.
Cir. 1995):

“Of course, it is in the context of eriminal liability that this ‘no pugishrnent without

notice’ rule is most commonly applied. See, e.g.. United States v. National Dairy Carg.,

3172 U.8. 29, 32-33, 9 L. Ed. 24 561, 83 §. Ct. 594 (1963) (‘Criminal responsibility

should nat attach where one could not reasonably understand that bis coatemplated

conduct is proscribed.”), But as long ago as 1968, wa recognized that this ‘fair notice’
requirement in the <ivil adminiserative context. In Radio Athens, Inc. v. FCC, we hald
that when sanctions are drastic—in that case, the FCC dismissed the petitioner's
application for a radio station ﬁcense—‘elementaryvfaimess compels clarity’ in the
stataraents snd regulations setdng forth the ecijons with which the agency expects the
public 10 comply. 130 U.S. App D.C. 333, 401 F.2d 398, 404 (D.C. Cir. 1968); see also

@ooT
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' Maxcell Telecom Fius Irc. v, FCC, 259 US. App. I.C. 350, 815 F.2d 1551, 1558 (D.C.
Cir, 1987) (Describing FCC's logal duty to provide adequate notice of requirements).
This requiremsnt has how been thoroughly ‘incotporsted into administrative law.’
Satellite Broadeasting Co. v. FCC, 262 U.S. App. D.C. 274, 824 F2d 1, 3 (D.C. Cir,
1987): tae aleo Rollins [Envel, Serv., Inc. v. EPA], 937 F.2d at 654 n.1, 655 (Edwards, ¥,
dissenting in part and concurring in part) (principle is not constitutionel, but ‘basic
komhook law in the adrrﬁuisﬁ'arive context,” and 'simple principle of administrative
law')."

There are several ways in which the agency may provide fair warning under paragraph
707(8)(1). The agency may do sa in the context of its publication of the rule, either plainly in the
text of the rule or in the material accornpanying its promulgation. It may do 50 as part of
“staternents of general policy or interpretations of general applicability forruulated and adopted
by the agency™ and published in the Federal Register under section 552{a)(1) of tide 5, United
States Code. The connection between this requirement and fair waming is provided by the
staternent at the end of sscuon 552(a)(1) that “Except to the extent that a person has nctua] and
timely notice of the terms thereof, a person may not be in any manner required to resort to, or be
adversely affected by, a matter required to be published in the Federal Register and not $o
published” Finally, es stated in paragraph 707(a)(1), the agency rnay provide fair warning
through '“written agency information Adirect[y and specifically communicated to the defendant
prior to the violation,” provided that that written cuxmnﬁnicadon meet the standards of "actual
and timely notice™ contsined in section 552(a)1). What an agency may not do is to use a
sanctien, without priar wamning in the rule itself, in any other mterpretative statement published
in the Federal Register, or in any other “actual and timely” staternent to the defendant, as the
tnitial means of announcing a particular interpretation of a rule. :

Paragraph 707(n)(2)

The second situation in which the imposition of sanctigns is not permitted is where the
court or agency. as appropriate, finds that the defendant “reasonably and in good faith
determined, prior to the alleged violation, based on the informarion deseribed in paragraph (1),
thit the defendant was in compliance with, exempt from, or not otherwise subject to, the
requirements of the rule.” This test is subject to the requirement in subsecrion 707(p)(1) that the
defendamt be qualified to make such 3 determination or thét the defendant sesk compevent advice
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from a qualified person (and a& on the advice given). This paragraph is not intended to “reward
ignorance,” as it might be construed to do if this qualification were not included (see, e.g., the
statement of Scnator Biden, July 14, 1995, Congkessionar Recars at 5 9957.) It is intended to
preclude the impasition of civil or criminal sanctions in cases where a qualificd or competently
advised defendant, after consulting all of the agency informarion described in paragraph
T07{a)(1), concludes that the action that the defendant is abour to undertake is within the law.
This is intcnded to be an incentive for agencies to write clear regulations and interpretations of
regulations, for the courts have held that where “the regulations and other policy statements are
unclear, where the [defendant’s] inteepretation is reasonable. and Where the agency itself
struggles to provide a definitive reading of the regulatory requirements, & regulated party is not
‘on notice” of the agancy’s ultimate mnterprotation of the regulanons, and may not be punished.”
53 F3d ar 1334, '

Paragruph 7071a)(3)

The third situation in which the imposition of sancticns is not permitted is where the court
Or agency, as appropriate, finds that the dafendant “engaged in the conduct alleged to violate the
rule in reasonable reliance upon a written staterent from.an appropriate agency official, or from
ao appropriate official of a Starc aythority to which had been delegated responsibility for
implementing or ensuring compliance with the rule, aftcr: pood-faith disclosure of the facts that
wure moaterial at the fime of the determination Cmcluding: any facts requested at the time by the
agency or State authority) and afier appropriate review, statng that the action was in compliance
with, or that the defendant was exempt from, of not otherwise subject 1o, the requirements of the
rule.” _ :

This seetion is intended to hold harmless from sanctions a person: (1) who gous 10 a
Federal agency, or to a State authofity to which 2 Federal agency has delegated its autherity for
compliance and enforcement; (2) who discloses the persoa's planned actjons along with all the
facts that aye deemed material at the me; and (3) who then regaives from the agency or State
quthority a written statement that the perton's intended sastion is in compliance with, exempt
from, or not gtherwise subject to a patticular regulation. If there is a change in the ageacy's or
State authority’s rules, interpretations, or determinations af fact, then the person can be ruade to
prospectively comply with new requiretments. but the person cannat be penalized for past acgons
based on geod-faith disclosure and reliance.
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Thare are several impornant cavests contained in this paragraphi»‘. The writien statement
from the agency or State official must precede the conduet alleged to violate the rule. All of the
facts that were material at the time thar the determination was sought and made mmst be
disclosed—“gnod faith” disclosmwre precludes any amempt by a defendant 1o coneeal such
material facts. An appropriate review of the determination may be incorporated into the process
of providing the determination by the relevant agency or State authority.

In additicn to these ¢cnsiderations, scveral gualificarlaons In subsection 707(b) are relevant
here. Fitst, the “appropriaze official™ of an agency or a State authority must ba an official with
the suthorlty to provide & detenmination, and the officigl must know that he or she is. in fact,
providing such & detasemnination. A court should oot find “rcagsonable reliance” on statements
from low-level agency or State employees that cannot be reagonably be considered to be able to
“speak for the agency.” Al the same time, this qualification does not mean that each statemsnt
relied en under this paragraph must be issued by the head of the agency er the State authornity, It
is expected that the court will take into account such factors as the level of autharity of the
person within the agency as well as the defendant’s own reasonable belief as to the pature of that
person's authority. Sacond, the actions of the defendant in secking a determination must bz in
good faith. Thus, for example, any determination obtainad by a defendant through collusion or

. by suborning an official of an agency or Stalg authority would be invalid.

This paragraph (and the following paragraph 707(a)(4)) elevates the importance of
interpretations and detertningtions of fact made by State autherities under delegated autherity
fram Federal agencies. Where a Federal agency makes a State guthority its agent for matters of
compliance or enforcement, it mnst resolve intargevernmental differences in interpretation or
factual analysis with the State authority (and perhaps through the terros of its delegation), nor by
secking criminal or civil sanctions against partics that are bystanders to the intergovernmental
dispute. The focus should be on the appropriate Federal cxereise of authority over the State
agency, as provided by law.

Paragraph 707(a)(4)

The final situation in which a criminal or efvil sancﬁon may not be imposed is if the court
or agency, as appropriate, finds that the proposed sanetion is based on an interpretation or
detormination of fact that is materially different from & prior interpretation or determinaton of

fact that the defandant reasonably and in good faith relied upon, having taken into account all of
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the informarion described in paragraph 707(a)(1). Such retroactive sanctions, based om
reintetpretations or new determinations of fact disclosed in an enforcement proceeding, violate
the principlc of fair warming and due procass.

This paragraph does not prevent an agency from changing an interpretation or factual
determination and prospectively applying requirement; based oo such a change. This provision
merely limits application of (he ceinterpretation or new determination to actions taken after the
agency's change in positon, as is made explizit in subsection 707(c).

Subsection 707(b)

This subsection contains z number of importent qualifications to the concepts of
reagonable reliance and reasonable determination in subsection 707(a). These qualifications
have been discussed, above, in comzction with section 707(a).

Subsection 707(c)

This subsection clarifies that nothing in se¢tion 707 precludes agencies from revising rules
vnder applicable rule making authority, from revising interpretations of rule under gection
552(a)(1), or from making cew determinations of fact. In such cases, agencies may prospectively
enforce the requirernents of a rule, as revigsed or teinterpreted oc prospectively apply a particular
legal requirerpent, based on the new fact determination, and seeking civil or criminal sanctions
for any sobsequent violation of such rule, subject to the provisions of section 707. This section
is not intended to, nor does i, lock agencies into pacticulae intcrpretations or d;.-,nemminanons of
facr for all time. It merely prevetits the unfair situafion in which agancies retroactivaly penalize
parties for interpretations or determinatjons of fact that did not exist (or were unknown outside
the agency) at the time of the alleged violation.

SUBSECTION __(b)

Paragraph __(b)(1) smends the chapter analysis for chaupter 7 of title 5 to reflect the
addition of the new secton 707. k . |

Paragraph __ (b){(2) removes the term “sanction” frdm the list of defined terms in section
702(b)(2) of title 5. The matter in chapter 7 of title S was originally enacted as section 10 of the
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Administrative Procedure Act (APA; 60 Staz, 243), and all of the definitions in scction 2 of that
Act were applicable to scction 10 (including “sanction™). However, the term “sanction™ wes not
used in section 10. When title 5 was recodified and enacted into positive law by P.L. 89-554 (80
Stat. 302), a selection of the terms from the original section 2 of the APA were referenced in
section 702, providing definitions for chapter 7, including “sanction,” again. degpita the facr that
the term was not used in chapter 7. This amendment employs the term “sanction” for the first
tims in chepter 7 of title §, and so it is worth examining whether the definidon in 5 U.S.C.
551(10), made applicable here by 5 U.S.C. 702(bN2). is c'ompaﬁble with the way in which
“sanction” 1s used in the court cases that form the basis for this section. The definition in section
551(10), which includes essentially any agenity restriction in the definiton of sanction, could be
read as including prospective requirements of agencies after fair waming is given--a type of
“sancion’” sxpressly allowed by section 707. To avoid confugion, then, the definition o% E
“ganction” in sec;ion 551 is made inapplicable to section 707 by removing the rerm from the kst
in section 702(b)(2). The term “sanction” shoutld thus be understood in the broad manner that is
used in the case law thar this section is codifying, including both penalties and findings of
liability (CF, 53 F.3d at 1334), and in ths sense that is defined in standard dictionarics of legal
terms (i.e., “penalty or other mechanism of eaforcement used to provide incentives for obedience
with the law or with rules and regulations” 6 BLack's Law Dicrrow.mv 1341 (1990)), instead of the
more spacialized defiition in 5 U.S.C. 551(10).
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AMENDMENT 7O H.R. 3136
OFFERED BY MR. HYDE

Strike title IIT and insert the following:

TITLE III-SMALL BUSINESS
REGULATORY FAIRNESS

SEC. 301. SHORT TITLE.

This title may be cited as the ‘“Small Business Regu-

latory Enforcement Fairness Act of 1996”.

SEC. 302. FINDINGS.

Congress finds that—

(1) a vibrant and growing small business sector
is critical to creating jobs in a dynamic economy;

(2) small businesses bear a disproportionate
share of regulatory costs am_l burdens; i

(3) fundamental changes that are needed in the
regulatory and enforcement culture of Federal agen-
cies to make agencies more responsive to small busi-
ness can be made without compromising the statu-
tory missions of the agencies;‘

(4) three of the top recommendations of the
1995 White House Conference on Small Business in-
volve reforms to the way government regulations are
developed and enforced, and reductions in govern-

ment paperwork requirements; -
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2
(5) the requirements of chapter 6 of title 5,
United States Code, have too often been ignored by

| government agencies, resulting in greater regulatory

burdens on small entities than necessitated by stat-
ute; and

(6) small entities should be given the oppor- '?
tunity to seek judicial review of agency actions re-
quired by chapter 6 of title 5, United States Code.

'303. PURPOSES.

The purposes of this title are—

(1) to implement certain recommendations of
the 1995 White House Conference on Small Busi-
ness regarding the development and enforcement of -
Federal regulations; |

(2) to provide for judicial review of chapter 6
of title 5, United States Code;

(3) to encourage the effective participation of
small businesses in the Federal regulatory process;

(4) to simplify the language of Federal regula-
tions affecting small businesses;

(5) to develop more accessible sources of infor-
mation on regulatory and reporting requirements for

small businesses;
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(6) to create a more cooperative regulatory en-
vironment among agencies and small businesses that
is less punitive and more solution-oriented,; ana

| (7) to make Federal regulators more account-
able for their enforcement actions by providing small
entities with a meaningful opportunity for redress of
excessive enforcement activities.
Subtitle A—Regulatory Compliance
Simplification
SEC. 311. DEFINITIONS.

For purposes of this subtitle—

(1) the terms “rule” and “small entity” have
the same meanings as in section 601 of title 5, Unit-
ed States Code;

(2) the term “agency”’ has the same meaning as
in section 551 of title 5, United States Code; and

(3) the term ‘‘small entity compliance lguide”

-means a document designated as such by an agency.
SEC. 312. COMPLIANCE GUIDES.

(a) CoMPLIANCE GUIDE.—For each rule or group of
related rules for which an agency is required to prepare
a final regulatory flexibility analysis under section 604 of
title 5, United States Code, the agency shall publish one
or more guides to assist small enﬁties in complying with

the rule, and shall designate such publications as “small
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entity compliance guides”. The guides shall expléin the ac-
tions & small entity is required to take to comply with a
rule or group of rules. The agency shall, in its sole discre-
tion, taking into account the subjeét matter of the rule
and the language of relevaiit ‘statutes; ensure that the--
guide is written using sufficiently plain language likely to
be understood by affected small entities. Agencies may
prepare separate guides covering groups or classes of simi-
larly affected‘small entities, and may cooperate with asso-
ciations of small entities to develop and distribute such
guides.

(b) COMPREHENSIVE SOURCE OF INFORMATION.—
Agencies shall cooperate to make available to small enti-
ties through comprehensive sources of information, the
small entity compliance guides and all other available in-
formation on statutory and regulatory requirements af-
fecting small entities.

(¢) LIMITATION ON JUDICIAL REVIEW.—An agency’s
small entity compliance guide shall not be subject to judi-
cial review, except that in any civil or administrative ac-
tion against a small entity for a violation occurring after
the effective date of this section, the content of the small
entity compliance guide may be considered as evidence of
the reasonableness or appropriateness of any proposed

fines, penalties or damages.



F:\M4\HYDE\HYDE.055 H.L.C.

[

O o0 ~1 O\ v & W N

10
11
12

- 13

March 26, 1996

14
15
16
17
18
19
20
21
22
23
24
25
26

5
SEC. 313. INFORMAL SMALL ENTITY GUIDANCE,

(a) GENERAL.—Whenever appropriate in the interest
of administering statutes and regulatioﬁs within the juris-
diction of an agency which regulates small entities, it shall
be the practice of the agency to answer inquiries by small
entities concerning information on, and advice about, com-
pliance with such statutes and regulations, interpreting
and applying the law to specific sets of facts supplied by
the small entity. In any civil or administrativg action
against a small entity, guidance given by an agency apply-
ing the law to' facts provided by the small entity may be
considered as evidence of the reasonableness or appro-
priateness of a;ny proposed fines, penalties or damages
sought against such small entity.

(b) PROGRAM.—Each agency regulating the activities
of small entities shall establish a program for responding
to such inquiries no later than 1 year after enactment of
this section, utilizing existing functions and personne} of
the agency to the extent practicable.

(c) REPORTING.—Each agency regulating the activi-
ties of small -business shall report to the Committee on
Small Business and Committee on Governmental Affairs
of the Senate and the Committee on Small Business and
Committee on the Judiciary of the House of Representa-
tives no later than 2 years after the date of the enactment
of this section on the scope of the agency’s program, the
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number of small entities using the program, and the
achievements of the program to assist small entity compli-
ance with agency regulations.
SEC. 314, SERVICES OF SMALL BUSINESS DEVELOPMENT
CENTERS. ‘== = +=r =imeroe o e '
(a) Section 21(c)(3) of the Small Business Act (15
U.S.C. 648(c)(3)) is amended—
(1) in subparagraph (O), by striking ‘“and” at
the end; _
(2) in subparagraph (P), by striking the period
at the end and inserting a semicolon; and
(3) by inserting after subparagraph (P) the fol-
liowing new subparagraphs:

“(Q) ﬁroviding information tol small busi-
ness concerns regarding comphiance with regu-
latory requirements; and

“(R) developing informational publications,
establishing resource centers of reference mate-
rials, and distributing compliance guides pub-
lished under section 312(a) of the Small Busi-
ness Regulatory Enforcement Fairness Act of
1996.".

(b) Nothing in this Act in any way affects or limits
the ability of other technical assistance or extension pro-
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grams to perform or continue to perform services related
to compliance assistance.
SEC. 3'15. COOPERATION ON GUIDANCE,

Agencies may, to the extent resources are available
and where appropriate, in cooperation with the states, de-
velop guides that fully integrate requiremeﬁts of both Fed-
eral and state regulations where regulations within an
agency’s area of interest at the Federal and state levels
impact small entities. Where regulations vary among the
states, separate guides may be cregted for separate states
in cooperation with State agencies.

SEC. 316, EFFECTIVE DATE.

This subtitle and the amendments made by this sub-
title shall take effect on the expiration of 90 days after
the date of enactment of this subtitle.

Subtitle B—Regulatory

Enforcement Reforms
SEC. 321. DEFINITIONS.

For purposes of this subtitle—

(1) the terms “rule” and “small entity” have
the same meanings as in section 601 of title 5, Unit-
ed States Code;

(2) the term “agency’’ has the same meaning as
in section 551 of title 5, United States Code; and
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(3) the term “small entity compliance guide
means & document designated as such by an agency.
SEC. 322. SMALL BUSINESS AND AGRICULTURE ENFORCE.
MENT OMBUDSMAN,
The Small Business Act (15 U.S.C. 631 et seq.) is
amended—

(1) by redesignating section 30 as section 31;
and

(2) by inserting after section 29 the following
new section:

“SEC. 30. OVERSIGHT OF REGULATORY ENFORCEMENT.
““(a) DEFINITIONS.——For purposes of this section, the
term——

“(1) “Board” means a Regional Small Business
Regulatory Fairness Board established under sub-
section (¢); and

“(2) “Ombudsman’ means the Small Business
and Agriculture Regulatory Enforcement Ombuds-
man designated under subsection (b).

‘“(b) SBA ENFORCEMENT OMBUDSMAN.—

“(1) Not later than 180 days after the date of
enactment of this section, the Administrator shall
designate a Small Business and Agriculture Regu-
latory Enforcement Ombudsman, who shall report
directly to the Administrator, utilizing personnel of
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"~ the Small Business Administration to the extent

practicable. Other agencies shall assist the Ombuds-
man and take actions as necessary to ensure compli-
ance with the requirements of this section. Nothing
in this section 1s intended to replace or diminish the

activities of any Ombudsman or similar office in any

other agency.
“(2) The Ombudsman shall—

“(A) work with each agency with regu-
latory authority over small businesses to ensure
that small business concerns that receive or are
subject to an audit, on-site inspection, compli-
ance assistance effort, or other enforcement re-
lated communication or contact by agency per-
sonnel are provided with a means to comment
on the- enforcement activity conducted by such
personnel;

“(B) establish means to receive comments
from small business concerns regarding actions
by agency employees conducting compliance or
enforcement activities with respect to the small
business concern, means to refer comments to
the Inspector General of the affected agency in
the appropriate circuinstances, and otherwise
seek to maintain the identity of the person and
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small business concern making such comments
on a confidential basis to the same extent as
emplovee identities are protected under section
7 of the Inspector General Act of 1978 (5
U.S.C.App.); '

*(C) based on substantiated comments re-
ceived from small business concerns and the
Boards, annually report to Congress and af-
fected agencies evaluating the enforcement ac-‘
tivities of agency personnel including a rating of
the fesponsiveness to small business of the var-
ious regional and program offices of each agen-
cy;

“(D) coordinate and report annually on the
activities, findings and recommendations of the
Boards to the Administrator and to the heads
of affected agencies; and

“(E) provide the affected agency with an
opportunity to comment on draft reports pre-
pared under subparagraph (C), and include a
section of the final report in which the affected
agency may make such comments as are not
addressed by the Ombudsman in revisions to
the draft. |
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“(e) REGIONAL SMaLL BUSINESS REGULATORY
FAIRNESS BOARDS.—

“(1) Not later than 180 days after the date of
enactment of this section, the Administrator shall
establish a Small Business Regulatory Fairness |
Board in each regional office of the Small Business
Administration. '

“(2) Each Board established under paragraph
(1) shall— o

“(A) meet at least annually to advise the
Ombudsman on matters of concern to small
businesses relating to the enforcement activities
of ageﬁcies;

“(B) report to the Ombudsman on sub-
stantiated instances of excessive enforcement
actions of agencies against small business con-
cerns including any findings or recommenda-
tions of the Board as to agency enforcement
policy or practice; and

“(C) prior to publication, provide comment
on the annual report of the Ombudsman pre-
pared under subsection (b).

“(3) Each Board shall consist of five members,
who are owners, operators, or officers of small busi-

ness concerns, appointed by the Administrator, after
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receiving the recommendations of the chair and
i-ankjng minority member of the Committees on
Small Business of the House of Representatives and
the Senate. Not more than three of the Board mem-

bers shall be of the same political party. No member

shall be an officer or employee of the Federal Gov-
ernment, in either the executive branch or the Con-
gress.

“‘(4) Members of the Board shall serve at the
pleasure of the Administrator for terms of three
years or less.

“(5) The Administrator shall select a chair
from among the members of the Board who shall
serve at the pleasure of the Administrator for not
more than 1 year as chair.

“(6) A majority of the members of the Board
shall constitute a quorum for the econduet of busi-
ness, but a lesser number may hold hearings.

“(d) POWERS OF THE BOARDS.

“(1) The Board may hold such hearings and
collect such information as appropriate for carrying
out this section. |

“(2) The Board may use the United States

mails ;n the same manner and under the same con-
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ditions as other departments and agencies of the
Federal Government.
| “(3) The Board may accept donations of serv-
ices necessary to conduect its business, provided that
the donations  and their sources are disclosed by the

Board.

“(4) Members of the Board shall serve W_ithout
compensation, provided that, members of the Board
shall be allowed travel expenses, including per diem
in lieu of subsistence, at rates authorized for em-
ployees of agencies under subchapter I of chapter 57
of title 5, United States Code, while away from their
hc;mes or regular places of business in the perform-
ance of services for the Board.”.

SEC. 323. RIGHTS OF SMALL ENTITIES IN ENFORCEMENT
ACTIONS.

(a) IN GENERAL.—Each agency regulating the éctivi-
ties of small entities shall establish a policy or program
within 1 year of enactment of this section to provide for
the reduction, and under appropriate circumstances for
the waiver, of civil penalties for violations of a statutory
or regulatory requirement by a small entity. Under appro-
priate circumstances, an agency may consider ability to

pay in determining penalty assessments on small entities.
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(b) CONDITIONS AND EXCLUSIONS.—Subject to the

requirements or limitations of other statutes, policies or
programs established under this section shall contain con-
ditions or exclusions which may include, but shall not be
limited to—
(1) requiring the small entity to correct the vio-
lation within a reasonable correction period,;
(2) limiting the applicability to violations dis-
covered through participation by the small entity in

a compliance assistance or audit program operated

or supported by the agency or a state;

(3) excluding small entities that have been sub-

Ject to multiple enforcement actions by the agency;

(4) excluding violations involving willful or
criminal conduct;
- (5) excluding violations that pose serious
health, safety or environmental threats; and
(6) requiring a good faith effort to comply with
the law.

_(c) REPORTING.—Agencies shall report to the Com-
mittee on Small Business and Committee on Govern-
mental Affairs of the Senate and the Committee on Small
Business and Committee on Judiciary of the House of
Representatives no later than 2 years after the date of
enactment of this section on the scope of their program



F:\M4\HYDE\HYDE.055 H.L.C.

March 26, 1996

W 06 1 N W & W N -

[\ T S R~ R et e o o L

15
or policy, the number of enforcement actions against small
entities that qualified or failed to qualify for the program
or pblicy, and the total amount of penalty reductions and
waivers. '
SEC. 324. EFFECTIVE DATE.

This subtitle and the amendments made by this sub-
title shall take effect on the expiration of 90 days after
the date of enactment of this subtitle.

Subtitle C—Equal Access to Justice
- Act Amendments
SEC. 331. ADMINISTRATIVE PROCEEDINGS.

(a) Section 504(a) of title 5, United States Code, is
amended by adding at the end the following new para-
graph:

“(4) If, in an adversary adjudication brought by an
agency, the demand by the agency is substantially in ex-
cess of the decision of the adjudicative officer and is un-
reasonable when compared with such decision, under the
facts and circumstances of the case, the adjudicative offi-
cer shall award to the party the fees and other expenses
related to defending against the excessive demand, unless
the party has committed a willful violation of law or other-
wise acted in bad faith, or special circumstances make an
award unjust.”.
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(b) Section 504(b) of title 5, United States Code, is

amended—

(1) in paragraph (1)(A), by striking “‘$75" and
inserting "*$125"; o

(2) at the end of paragraph (1)(B), by inserting- -~ = -

before the semicolon “or for purposes of subsection
(a)(4), a small entity as defined in section 601”;

(3) at the end of paragraph (1)(D), by striking
“and”; _

(4) at the end of paragraph (1)(E), by striking
the period and inserting *; and”; and

(5) at the end of paragraph (1), by adding the
following new subparagraph:

“(F) ‘demand’ means the express demand of
the agency which led to the adversary adjudication,
but does not include a recitation by the agency of
the maximum statutory penalty (i) in the adminis-
trative complaint, or (i) elsewhere when accom-

panied by an express demand for a lesser amount.”.

20 SEC. 332. JUDICIAL PROCEEDINGS.

21

(a) Section 2412(d)(1) of title 28, United States

22 Code, is amended by adding at the end the following new

23
24

subparagraph:

“M) If, in a civil action brought by the United

25 States, the demand by the United States is substantially
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in excess of the judgment finally obtained by the United
States and is unreasonable when compared with such
judgment, under the facts and circumstances of the case,
the court shall award to the party the fees and other ex-
penses related to defending against the excessive demand,
unless the party has committed a willful violation of law
or otherwise acted in bad faith, or special circumstances
make an award unjust.”.

~(b) Section 2412(d) of title 28, United States Code,

is amended—
(1) in paragraph (2)(A), by striking “$75” and
inserting “$125™;

' (2) at the end of paragraph (2)(B), by inserting
before the semicolon “or for purposes of subsection
(d)(1)(D), a small entity as defined in section 601
of title 5”;

(3) at the end of paragraph (2)(G), by striking
“and’’;

(4) at the end of paragraph (2)(H), by striking
the period and inserting *“; and”; and

(5) at the end of paragraph (2), by adding the
following new subparagraph:

“(I) ‘demand’ means the express demand of the
United States which led to the adversary adjudica-
tion, but shall not include a recitation of the maxi-
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mum statutory penalty (i) in the compiaint, or (i)

elsewhere when accompanied by an express demand

for a lesser amount.”.
SEC. 333. EFFECTIVE DATE.

The amendments made by sections-331-and 332 shall
apply to civil actions and adversary adjudications com-
menced on or after the date of the enactment of this sub-
title.

Subtitle D—Regulatory Flexibility
Act Amendments
SEC. 341. REGULATORY FLEXIBILITY ANALYSES.
(a) INITIAL REGULATORY FLEXIBILITY ANALYSIS.—
(1) SECTION 603.—Section 603(a) of title 5,
United States Code, is amended— _
~ (A) by inserting after “‘proposed rule”, the
phrase ‘, or publishes a notice of proposed rule-
making for an interpretative rule of generﬁl-ap—
plicability involving the internal revenue laws of
the United States”; and
(B) by inserting at the end of the sub-
section, the following new sentence: “In the
case of an interpretative rule involving the in-
ternal revenue laws of the United States, this
chapter applies to interpretative rules published
in the Federal Register for codification in the
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Code of Federal Regulations, but only to the

extent that such interpretative rules impose on

small entities a collection of information re-
quirement.”.

(2) SECTION 601.—Section 601 of title 5, Unit-
ed States Code, is amended by striking “‘and” at the
end of paragraph (5), by striking the period at the
end of paragraph (6) and inserting “; and”, and by
adding at the end the following: -

“(7) the term ‘collection of information’—

“(A) means the obtaining, causing to be
obtained, soliciting, or requiring the disclosure
to third parties or the public, of facts or opin-
ioﬁs by or for an agency; regardless of form or
format, calling for either— _

“(i) answers to identical questions
posed to, or identical reporting or record-
keeping requirements imposed om, 10 or
more persons, other than agencies, instru-
mentalities, or employees of the United

States; or

“(il) answers to questions posed to
agencies, instrumentalities, or employees of
the United States which are to be used for
general statistical purposes; and
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“(B) shall not include a collection of infor-
mation described under section 3518(c)(1) of
title 44, United States Code.

“(8) RECORDKEEPING REQUIREMENT.—The
term ‘recordkeeping requirement’ means a require-
ment imposed by an agency on persons to maintain
specified records.

(b) FINAL REGULATORY FLEXIBILITY ANALYSIS.—
Section 604 of title 5, United States Code, is amended—
(1) in subsection (a) to read as follows:

“(a) When an agency promulgates a final rule under
section 553 of this title, after being required by that see-
tion or any other law to publish a general notice of pro--
posed rulemaking, or promulgates a final interpretative
rule involving the internal revenue laws of the United
States as described in section 603(a), the agency shall pre-
pare a final regulatory flexibility analysis. Each final regu-
latory flexibility analysis shall contain—

“(1) a succinct statement of the need for, and
objectives of, the rule;

“(2) a summary of the signiﬁcant'issues raised
by the public comments in response to the initial
regulatory flexibility analysis, a summary of the as-
sessment of the agency of such issues, and a state-
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ment of any changes made in the proposed rule as
a result of such comments;
“(3) a description of and an estimate of the
number of small entities to which the rule will apply

or an explanation of -vérh)ﬁr'no such estimate is avail-

able;

‘“(4) a description of the projected reporting,
record keeping and other compliance requirements of
the rule, including an estimate of the classes of
small entities which will be subject to the require-
ment and the type of professional skills necessary
for preparation of the report or record; and

“(5) a description of the steps the agency has
taken to minimize the significant economie impact
on small entities consistent with the stated objectives
of applicable statutes, including a statement of the
factual, policy, and legal reasons for selecting the al-
ternative adopted in the final rule and why each one
of the other significant alternatives to the rule con-
sidered by the agency which affect the impact on
small entities was rejected.”; and

(2) in subsection (b), by striking “‘at the time”
and all that follows and inserting “such analysis or
a summary thereof.”,
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SEC. 342. JUDICIAL REVIEW.

Section 611 of title 5, United States Code, is amend-
ed to read as follows:

“§811. Judicial review _

“(a)(1) For any rule subject to this chapter, a small
entity that is adversely affected or aggrieved by final agen-
cy action is entitled to judicial review of agency compliance
with the requirements of sections 601, 604, 605(b),
608(b), and 610 in accordance with chapter 7. Agency
compliance with sections 607 and 609(a) shall be judicially
reviewable in connection with judicial review of section
604.

“(2) Each court haviné jurisdiction to review such
rule for compliance with section 553, or under any other
provision of law, shall have jurisdiction to review any -
claims of noncompliance with sections 601, 604, 605(b),
608(b), and 610 in accordance with chapter 7. Agency
compliance with sections 607 and 609(a) shall be judicially
reviewable in connection with judicial review of section
604. '

“(3)(A) A small entity may seek such review during
the period beginning on the date of final agency action
and ending one year later, except that where a provision
of law requires that an action challenging a final agency

action be commenced before the expiration of one year,
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“(B) In the case where an agency delays the issuance

of a final regulatory flexibility analysis pursuant to section
608(b) of this chapter, an action for judicial review under’
this section shall be filed not later than—

“(i) one year after the date the analysis is made
available to the publie, or

“(n) where a provision of law requires_that an
action challenging a final agency regulation be com-
menced before the expiration of the 1-year period,

the number of days specified in such provision of law

" that is after the date the analysis is made available

to the publie.
“(4) In granting any relief in an action under this

séction, the court shall order the agency to take corrective
action consistent with this chapter and chapter 7, includ-
ing, but not limited to—

“(A) remanding the rule to the agency, and
“(B) deferring the enforcement of the rule
against small entities unless the court finds that
continued enforcement of the rule is in the public in-
terest.
“(5) Nothing in this subsection shall be construed to

25 limit the authority of any court to stay the effective date
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of any rule or provision thereof under any other provision
of law or to grant any other relief in addition to the re-
quirements of this section.

“(b) In an action for the judicial review of a rule,
the regulatory flexibility analysis for such rule, including
an analysis prepared or corrected pursuant to paragraph
(a)(4), shall constitute part of the entire record of agency
action in connection with such review. |

“(e) Compliance or noncompliance by an agency with
the provisions of this chapter shall be subject to judicial
review only in accordance with this section.

“(d) 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 permitted by law.”.

SEC. 343. TECHNICAL AND CONFORMING AMENDMENTS.

(a) Section 605(b) of title 5, United States Code, is
amended to read as follows:

“(b) Sections 603 and 604 of this title shall not apply
to any proposed or final rule if the head of the agency
certifies that the rule will not, if promulgated, have a sig-
nificant economic impact on a substantial pumber of small
entities. If the head of the agency makes a certification
under the preceding sentence, the agency shall publish
such certification in the Federal Register at the time of
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publication of general notice of proposed rulemaking for
the rule or at the time of publication of the final rule,
along with a statement providing the factual basis for such
certification. The agency shall provide such certification
and statement to the Chief Counsel for Advocacy of the
Small Business Administration.”.

(b) Section 612 of title 5, United States Code is

amended—

(1) in subsection (a), by striking “the c_omrnjt;
tees on the Judiciary of the Senate and the House
of Representatives, the Select Committee on Small
Bﬁsiness of the Senate, and the Committee on Small
Business of the House of Representatives’” and in-
serting “the Committees on the Judiciary and Small
Business of the Senate and House of Representa-
tives”.

(2) in subsection (b), by striking ‘“his views
with respect to the” and inserting in lieu thereof,
‘“his or her views with respect to compliance with
this chapter, the adequacy of the rulemaking record
with respect to small entities and the”.

SEC. 344. SMALL BUSINESS ADVOCACY REVIEW PANELS.

(a) SmALL BUSINESS OUTREACH AND INTERAGENCY

24 COORDINATION.— Section 609 of title 5, United States
25 Code is.amended—
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(1) before ‘‘techniques,” by inserting “the rea-
sonable use of'’;

(2) in paragraph (4), after “entities” by insert-
ing “including soliciting and receiving comments
over computer networks”’;

(3) by designating the current text as sub-
section (a); and

(4) by adding the following:

“(b) Prior to publication of an initial regulatory flexi-

bility analysis which a covered agency is required to con-
duct by this chapter— |

“(1) a covered agency shall notify the Chief
Counsel for Advocacy of the Small Business Admin-
istration and provide the Chief Counsel with infor-
mation on the potential impacts of the proposed rule
on sma.ﬂ entities and the type of small entities that
might bé affected;

“(2) not later than 15 days after .the date of re-
ceipt of the materials described in paragraph (1),
the Chief Counsel shall identify individuals rep-
resentative of affected small entities for the purpose
of obtaining advice and recommendations from those
individuals about the potential impacts of the pro-
posed rule;
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“(3) the agency shall convene a review panel for
such rule copsisting wholly of full time Federal em-
ployees of the office within the agency responsible
for carrying out the proposed rule, the Office of In-
formation and Regulatory Affairs within the Office
of Management and Budget, and the Chief Counse);
“(4) the panel shall review any material the
agency has prepared in connection with this chapter,

including any draft proposed rule, collect advice and

recommendations of each individual small entity rep-
resentative identified by the égEncy after consulta-
tion with the Chief Counsel, on issues related to sub-
sections 603(b), paragraphs (3), (4) and (5) and
603(c);

“(5) not later than 60 days after the date a
covered agency convenes a review panel pursuant to
paragraph (3), the review panel shall report on the
comments of the small entity representatives and its
findings as to issues related to subsections 603(b),
paragraphs (3), (4) and (5) and 603(c), provided
that such report shall be made public as part of the
rulemaking record; and

“(6) where appropriate, the agency shall modify
the proposed rule, the initial regulatory flexibility
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analysis or the decision on whether an initial regu-

latory flexibility analysis is required.

‘“(c) An agency may in its discretion apply subsection
(b) to rules that the agency intends to certify under sub-
section 605(b), but the agency believes may have a gredter
than de minimis impact on a substantial number of small
entities. |

“(d) For purposed of this section, the term covered
agency means the Environmental Protection Agency and
the Occupational Safety and Health Administration of the
Department of Liabor.

‘“(e) The Chief Counsel for Advocacy, in consultation
with the individuals identified in subsection (b)(2), and
with the Administrator of the Office of Information and
Regulatory Affairs within the Office of Management and
Budget, may V;va.ive the requirements of subsections (b)(3),
(b)(4), and (b)(5) by including in the rulemaking record
a written finding, with reasons therefor, that those re-
quirements would not advance the effective participation
of small entities in the rulemaking process. For purposes
of this subsection, the factors to be considered in making
such a finding are as follows:

“(1) In developing a proposed rule, the extent
to which the covered agency consulted with individ-
uals representative of affected small entities with re-
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spect to the potential irnpacté of the rule and took

such concerns into consideration; or in developing a

final rule, the extent to which the covered agency

took into consideration the comments filed by the in-

dividuals identified in subsection (b)(2).

““(2) Special circumstances requiring prompt is-
suance of the rule.
“(3) Whether the requirements of subsection

(b) would provide the individuals identified in sub-

section (b)(2) with a competitive advantage relative

to other small entities.”.

(b) SMALL BUSINESS ADVOCACY CHAIRPERSONS.—
Not later than 30 days after the date of enactment of this
Act, the head of each covered agency that has conducted
a final regulatory flexibility analysis shall designate a
small business advocacy chairperson using existing person-
nel to the extent possible, to be responsible for implement-
ing this section and to act as permanent chair c')f' the agen-
cy’s review panels established pursuant to this section.
SEC. 345. EFFECTIVE DATE.

This subtitle shall become effective on the expiration
of 90 days after the date of enactment of this subtitle,
except that such amendments shall not apply to interpre-
tative rules for which a notice of proposed rulemaking was
published prior to the date of enactment.
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Subtitle E—~Congressional Review

SEC. 351. CONGRESSIONAL REVIEW OF AGENCY RULE.
MAKING.

Title 5, United States Code, is amended by inserting

.....

“CHAPTER 8 —CONGRESSIONAL REVIEW
OF AGENCY RULEMAKING

“See-

“801. Coogressional 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.

“808. Effective date of certain rules.

“§801. Congressional review
“(a)(1)(A) Before a rule can take effect, the Fed_eré.l
agency promulgating such rule shall submit to each House

of the Congress and to the Comptroller General a report

containing-——
“(1) a copy of the rule;
“(i1) a concise general statement relating to the
rule, including whether it is a ﬁajor rule; and |
*(iii) the proposed effective date of the rule.
“(B) On the date of the submission of the report
under subparagraph (A), the Federal agency promulgating
the rule shall submit to the Comptroller General and make
available to each House of Congress—
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“(i) a complete copy of the cost-benefit analysis
of the rule, if any;
| “(ii) the agency’s actions relevant to sections

603, 604, 605, 607, and 609;

“(iii) the agency’s actions relevant to sections

202, 203, 204, and 205 of the Unfunded Mandates

Reform Act of 1995; and

“(iv) any other relevant information or require-
ments under any other Act and any relevant Execu-
tive Orders.

“(C) Upon receipt of a report submitted under sub-
paragraph (A), each House shall provide copies of the re-
port to the Chairman and Ranking Member of each stand-
ing committee with jurisdiction under the rules of the
House of Representatives or the _Senz;te to report a bill
to amend the provision of law under which the rule is is-
sued.

“(2)(A) The Comptroller General shall provide a re-
port on each major rule to the com;nittees of jurisdiction
in each House of the Congress by the end of 15 calendar
days after the submission or publication date as provided
in section 802(b)(2). The report of the Comptroller Gen-
eral shall include an assessment of the agency’s compli-
ance with procedural steps required by paragraph (1)(B).
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“(B) Federal agencies shall cooperate with the Comp-

troller General by providing information relevant to the

Comptroller General’s report under subparagraph (A).

“(3) A major rule relating to a report submitted

under paragraph (1) shall take effect on the latest of—

“(A) the later of the date occurring 60 days
after the date on which—
(i) the Congress receives the réport sub-
mitted under paragraph (1); or _
“(ii) the rule is published in the Federal
Regster, if so published; |
“(B) if the Congress passes a joint resolution of
disapproval described in section 802 relating to the
rule, and the President signs a veto of such resolu-
tion, the earlier date—

- “(i) on which either House of Congress
votes and fails to override the veto of the Presi-
dent; or

“(i) occwrring 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 otherwise

taken effect, if not for this section (unless a joint
resolution of disapproval under section 802 is en-
acted).
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“(4) Except for a major rule, a rule shall take effect

as otherwise provided by law after submission to Congress
undér paragraph (1).

“(5) Notwithstanding paragraph (3), the effective
date of a rule shall not be delayed by operation of this
chapter beyond the date on which either House of Con-
gress votes to reject a joint resolution of disapproval under
section 802,

“(b)(1) A rule shall not take effect (or continue), if
the Congress enacts a joint resolution of disapproval, de-
écribed under section 802, of the rule.

“(2) A rule that does not take effect (or does not
continue) under paragraph (1) may not be reissued in sub-
stantially the same form, and a new rule that is substan-
tially the same as such a rule may not be issued, unless
the reissued or new rule is specifically authorized by a law
enacted after the date of the joint resolution disapproving
the original rule.

“(e)(1) Notwithstanding any other provision of this
section (except subject to paragraph (3)), a rule that
would not take effect by reason of subsection (a)(3) may
take effect, if the President makes a determination under
paragraph (2) and submits written notice of such deter-
mination to the Congress.
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“(2) Paragraph (1) applies to a determination made
by the Presidént 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;

“(C) necessary for national security; or

“(D) issued pursuant to any statute implement-
ing an international trade agreement.

“(3) An exercise by the President of the authority
under this subsection shall have no effect on the proce-
dures under section 802 or the effect of a joint resolution
of disapproval under this section.

“(d)(1) In addition to the opportunity for review oth-
erwise provided under this chapter, in the case of any rule
for which a report was submitted in accordance with sub-
section (2)(1)(A) during the period beginning on the date
occurring—

“(A) In the case of the Senate, 60 session days,
or
“(B) in the case of the House of Representa-

tives, 60 legislative days, .
before the date the Congress adjoums a session of Con-
gress through the date on which the same or succeeding
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Congress first convenes its next session, section 802 shall
apply to such rule in the succeeding session of Congress.

“(2)(A) In applying section 802 for purposes of such
additional review, a rule described under paragraph (1)
shall be treated as though— '

“(1) such rule were published in the Federal

Register (as a rule that shall take effect) on—

“(I) in the case of the Senate, the 15th
session day, or ) |

_“(II) in the case of the House of Rep-
resentatives, the 15th legislative day,

after the succeeding session of Congress first con-

| venes; 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 submitted to Congress before a rule can
take effect.

“(3) A rule deseribed under paragraph (1) shall take
effect as otherwise provided by law (including other sub-
sections of this section).

“(e)(1) For purposes of this subsection, section 802
shall also apply to any major rule promulgated between
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March 1, 1996, and the date of the enactment of this

chapter.

“(2) In applying section 802 for purposes of Congres-
sional review, a rule described under paragraph (1) shall
be treated as though— |

“(A) such rule were published in the Federal
Register on the date of enactment of this chapter;
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 para-
graph (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 respecting a rule, 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 statute, or joint resolution of disapproval.

“§ 802. Congressional disapproval procedure -
“(a) For purposes of this section, the term ‘joint res-

olution’ means only a joint resolution introduced in the
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period beginning on the date on which the report referred

to in section 801(a)(1)(A) is received by Congress and
endiﬁg 60 days thereafter (excluding days either House
of Congress is adjourned for more than 3 days during a
session of Congress), the matter after the resolving clause
of which is as follows: ‘That Congress disapproves the rule
submitted by the ____ relating to ___ , and such rule
shall have no force or effect.” (The blank spaces being ap-
propriately filled in). |

“(b)(1) A joint resolution described in subsection (a)
shall be referred to the commjtteés in each House of Con-
gress with jurisdiction.

“(2) For purposes of this section, the term ‘submis-
sion or publication date’ means-the later of the date on

which—

“(A) the Congress receives the report submitted
under section 801(a)(1); or
“(B) the rule is published in the Federal Reg-
ister, if so published.
“(e) In the Senate, if the committee to which is re-
ferred a joint resolution described in subsection (a) has

not reported such joint resolution (or an identical joint

‘resolution) at the end of 20 calendar days after the sub-

mission or publication date defined under subsection

(b)(2), such committee may be discharged from further
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consideration of such joint resolution upon a petition sup-
ported in writing by 30 Members of the Senate, and such
joint resolution shall be placed on the calendar.

“{(d)(1) In the Senate, when the committee to which
a joint resolution is referred has reported, or when a com-
mittee is discharged (under subsection (c¢)) from further
consideration of a joint resolution described in subsection
(a), it is at any time thereafter in order (even though a
previous motion to the same effect has been disagreed to) |
for a motion to proceed to the consideration of the joint
resolution, and all points of order against the joint resolu-
tion (and against consideration of the joint resolution) are
waived. The motion is not 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
ot be in order. If a motion to proceed to the consideration
of the joint resolution is agreed to, the joint resolution
shall remain the unfinished business of the Senate until
disposed of.

“(2) In the Senate, debate on the joint 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 between those favoring and
those opposing the joint resolution. A motion further to
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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 business, or a motion to recom-
mit the joint resolution is not in order.

“(3) In the Senate, immediately following the conclu-
sion of the debate on a joint resolution described in sub-
section (a), and a single quorum call at the conclusion of
the debate if requested in accordance with the rules of the
Senate, the vote on final passage of the joint resolution
shall occur.

‘“(4) Appeals from the decisions of the Chair relating
to the application of the rules of the Senate to the proce-
dure relating to a joint resolution described in subsection
(a) shall be decided without debate.

“(e) In the Senate the procedure specified in sub-
section (¢) or (d) shall not apply to the consideration of
a joint resolution respecting a rule—

“(1) after the expiration of the 60 session days
beginning with the applicable submission or publica-
tion date, or

“(2) if the report under section 801(a)(1)(A)
was submitted during the period referred to in sec-
tion 801(d)(1), after the expiration of the 60 session
days beginning on the 15th session day after the
succeeding session of Congress first convenes.
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“(f) If, before the passage by one House of a joint
resolution of that House desecribed in subsection (a), that
House receives from the other House a joint resolution
described in subsection (a), then the 'follo_wing procedures
shall apply: ‘

“(1) The joint resolution of the other House
shall not be referred to a committee.

“(2) With respect to a joint resolution deseribed
In subsection (a) of the House receiving the joint
resolution— -

“(A) the procedure in that House shall be
the same as if no joint resolution had been re-
ceived from the other House; but

“(B) the vote on final passage shall be on
the joint resolution of the other House.

“(g) This section is enacted by Congress—

“(1) as an exercise of the rulemaking power of
the Senate and House of Representatives, respee-
tively, 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 joint resolution described in
subsection (a), and it supersedes other rules only to
the extent that it is inconsistent with such rules; and
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“(2) with full recognition of the constitutional

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.
“8 803. Special rule on statutory, régulatory, and judi-
cial deadlines

‘“(a) In the case of any deadline for, relating to, or
involving any rule which does not take effect (or the effec-
tiveness of which is terminated) because of enactment of
a joint resolution under section 802, that deadline is ex-
tended until the date 1 year after the date of enactment
of the joint resolution. Nothing in this subsection shall be
construed to affect a deadline ﬁlere]y 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 exercising any authority estab-
lished by or under any Federal statute or regulation, or
by or under any court order implementing any Federal
statute or regulation.

“§804. Definitions

“For purposes of this chapter—

“(1) The term ‘Federal agency’ means any

agency as that term is defined in section 551(1).
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“(2) The term ‘“‘major rule” means any rule
that the Administrator of the Office of Information
and Regulatory Affairs of the Office of Management
and Budget finds has resulted in or is likely to re-
sult in— S T

“(A) an annual effect on the economy of
$100,000,000 or more;

“(B) a major increase in costs or priées for
consumers, individual industries, Federal,
State, or local government agencies, or geo-
graphic regions; or

“(C) significant adverse effects on competi-
tion, employment, investment, productivity, in-
novation, or on the ability of United States-
based enterprises to compete with foreign—bésed
enterprises in domestic and export markets.

The term does not include any rule promulgated
under the Telecommunications Act of 1996 and the
amendments made by that Act.

“(3) The term ‘rule’ has the meaning given
sugh term in section 551, except that such term does
not include—

“(A) any rule of particular applicability,
including a rule that approves or prescribes for

the future rates, wages, prices, services, or al-



F:\M4\HYDE\HYDE.055 H.L.C.

43

1 lowances therefor, corporate or financial struc-
2 tures, reorganizations, mergers, or acquisitions

3 thereof, or accounting practices or disclosures
4 bearing on any of the foregoing;

S “(B) any rule relating to agency manage-
6 ment or personnel; or

7 “(C) any rule of agency organization, pro-
8 cedure, or practice that does not substantially
9 affect the rights or obligations of non-agency
10 parties.

11 *“§805. Judicial review

12 ‘““No determination, finding, action, or omission under
13 this chapter shall be subject to judicial review.

14 “§806. Applicability; severability

15 ‘““(a) This chapter shall apply notwithstanding any

16 other provision of law.

17 “l(b) If any prowvision of this chapter or the aﬁplica-
18 tion of any provision of this chapter to any person or cir-
19 cumstance, is held invalid, the application of such provi-
20 sion to other persons or circumstances, and the remainder
21 of this chapter, shall not be affected thereby.

22 “§807. Exemption for monetary policy

23 ‘““Nothing in this chapter shall apply to rules that con-
24 cern monetary policy proposed or implemented by the

March 26, 1996
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Board of Governors of the Federal Reserve System or the

2 Federal Open Market Committee.

3
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“§ 808, Effective date of certain rules
“Notwithstanding section 801—
“(1) any rule that establishes, modifies, opens,
closes, or conducts a regulatory program for a com-
mercial, recreational, or subsistence activity related
to hunting, fishing, or camping, or
“(2) any rule which an agency for good cause
finds (and incorporates the finding and a brief state-
ment of reasons therefor in the rule issued) that no-
tice and public procedure thereon are impracticable,
unnecessary, or contrary to the public interest, |
shall take effect at such time as the Federal agency pro-
mulgating the rule determines.”.
SEC. 352. EFFECTIVE DATE.

The amendment made by section 351 shall take effect
on the date of enactment of this Act.
SEC. 353. 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 Rulerﬁak.ing ........... 801",



REGULATORY REFORM AMENDMENT

The amendment assumes enactment of 5.942, a Small Business Committee bill providing for judicial
review of “regulatory flexibility analyses” and other small-business-friendly changes to rule making, and
some form of S.219, the Reid-Nickles bill providing for congressional review of rules. For this reason,
these topics are not included in the amendment.

What the Amendment Does

1.  Regulatory Analyses (Sec. 622)

Requu'es risk assessments and cost- benefit analyses of “major rules” (rules with over $100
million/year in increased economic costs, plus up to 25 additional rules per year picked by OMB)

2.  Definitions and Procedum (Sec. 621, Sec. 631-636, Sec. 641-645, Sec. 651-654)

Sets forth definitions and procedures for conducting these assessments and analyses (for example,
provides for peer review, OMB regulatory review);

3. Decisional Criteria(Sec. 623)

Provides decisional criteria that apply unless otherwise required by the underlying statute (i.e., no
supermandate). In issuing a major rule, an agency must select the alternative likely to—
(i) employ to the extent practicable flexible options;
(ii) either maximize net benefits or achieve benefits in a more cost-effective manner than the
alternatives; and )
' (iii) provide benefits that Jusnfy the costs.

Two important “outs” from the above tests—

The agency can issue a major rule that does not meet the above tests if required to do so by the
law underlying the rulemaking.

The President may order a major rule issued if he determines that it is appropriate and in the -
public interest to do so and it is infeasible to meet the test of (iii) because of scientific, technical or
economic uncertainties. :

There is an explicit savings clause that these provisions do not *“override any statutory requirement,
including health, safety, and environmental requirements.” :

4. Judicial Review (Sec. 624)

No judicial review of a major rule apart from judicial review of final agency action. Judicial review
is based on the whole rule making record.

Judicial review of the decisional criteria is limited to whether the agency determinations required
under the decisional criteria either (1) were omitted or (2) were arbitrary, capricious or an abuse of
discretion. _ '

Failure to comply with other requirements do not provide grounds for setting aside or remanding the
rule unless the failure was reasonably likely materially to affect the outcome of the final rule and the rule,
based on the record as a whole, is arbitrary, capricious or an abuse of discretion.



-

*5,  Review of Rules (Sec. 625)

Requires review of existing rules under a 5-year schedule established by the agency. Deadlines are
set by the agency. Content of the schedule is not subject to judicial review. The agency must continue the
rule, or conduct a rule making to amend or repeal the rule, before the deadline is reached. If a deadline is
reached without agency action, the agency must propose a rule making to repeal the rule.

6. Administrative Procedure(Sec. 504)

Codifies current case law that “interpretative rules, general statements of policy, guidance, and rules
of agency organization, procedure or practice” are rules subject to notice and comment under the
Administrative Procedure Act (APA), if they substantially create or alter rights or obligations of persons
outside the agency (creation of a binding legal effect is considered the hallmark of an APA notice-and-
comment rule). This change is endorsed by the American Bar Association (ABA).

Requires agencies to respond to petitions allowed under existing law within 18 months. Allows

agencies to consider the availability of their resources in deciding whether to grant or deny petitions. No
new petitions are created anywhere in this amendment. This change is also endorsed by the ABA.

7.  Risk-Based Priorities(Sec. 505)

The Roth-Biden-Johnston-Glenn amendment to S.343. Requires a set of “covered agencies” to set
priorities in addressing risks based on the seriousness of the risk and cost-effectiveness of the remedy in
achieving the greatest risk reduction for the dollars expended.

8.  Effective Date (Sec. 506)

Phased-in approach, based on the date of promulgation of the final rule (not date of NOPR). After 90
days after enactment, a final major rule must comply with the decisional criteria, but can use analyses
already required by the Clinton Executive Order (or other appropriate analyses) for this purpose. After 3
years, a final major rule must comply with the decisional criteria using analyses that meet the requirements
established by the amendment.

The effective date of other sections of the amendment is 180 days after enactment.

9. - Exclusions from Requirements for Risk Assessment and Cost-Benefit AnalysigSec. 621, 622)

All exclusions to risk assessment and cost-benefit analysis adopted during the floor debate on 5.343
(mammography standards, poisoning threats to children, food safety / E. coli) are in the amendment.

What is Not in the Amendment

No Toxic Release Inventory provisions. No Superfund provisions.
No change to the Delaney clause. No takings provisions.
No override of existing consent decrees. No altemative compliance provision.

No language affecting the Chevron precedent—a savings clause affirmatively states that nothing in the
amendment “is intended to modify the rules of statutory construction applied by the courts.”
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Amendment No. Calendar No.

Purpose: To provide for improvement in regulatory procedures
and analyses. :

IN THE SENATE OF THE UNITED STATES
104th Congress, 2nd Session

S.

Amendment intended to be proposed by MR. JOHNSTON
(for himself, Mr. Ross,

Viz:

At the end of the bill, add the following new title:

TITLE II |
IMPROVEMENT OF REGULATORY
DECISION MAKING
SEC. 201. SHORT TITLE.
This title may be cited as the “Regutatory Reform Act of
1996”.
SEC. 202. DEFINITIONS.
Section 551 of title 5, United States Code is amended—
(1) in the matter preceding paragraph (15, by
striking “this subchapter” and inserting “this chapter and
chapters 7 and 8”; |

(2) in paragraph (13), by striking "and";
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(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. 203. 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, the definitions under
section 551 shall apply and— |
"(1) the term ‘'benefit’ means the reasonably
identifiable significant favorable effects, quantifiable and
nonquantifiable, including social, health, environmental,
economic, and distributional effects, that are expected to
result directly or indirectly from implementation of, or
compliance with, a rule or an alternative to a rule;
"(2) the term ‘cost means the reasonably identifiable
significant  adverse  effects, quantifiable and
nonquantifiable, including social, health, environmental,

economic, and distributional effects that are expected to
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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 accordanée
with the requirements of this subchapter at the level of
detail appropriate and practicable for reasoned decision
making on the matter involved, taking into consideration
uncertaintigs, the sig'rlificancg and complexity of the
decision, and any need for expedition;

“(4) the term ‘flexible regulatory options’ means
regulatory options for a rule that are not precluded by the
statute authorizing the rule and that permit maximum
flexibility to regﬁlated persons in achieving the
regulatory result that the statute authorizing a rule is
designed to produce, including regulatory ortions that
employ market-based mechanisms, performance
standards, or voluntary programs;

*(5) the term 'major rule' means a rule or a group of
closely related rules that—

“(A) the agency proposing the rule reasonably
determines under section 622(a), or the Director

reasonably determines under section 622(b), is
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likely to have a gross annual effect on the economy

of $100,000,000 or more in reasonably quantifiable

increased costs and such $100,000,000 amount shall
be adjusted periodically by the Director to account
for inflation; or

“(B) the Director otherwise designates as a

major rule under section 622(b);

“(6) the term 'market-based mechanism' means a
regulatory approach that—

"(A) maintains the legal accountability of each
regulated person for achievement of an explicit
regulatory 6bjective; and

"(B) affords maximum flexibility to each
regulated person in complying with such regulatory
objec'tive, including, where feaéible and appropriate,
the opportunity to trainsf;ar to, or receive from, other
persons (including for cash or other legal
consideration) increments o.f compliance
responsibility established by the program,;

"(7) the term 'performance standard' means a
requirement that imposes legal accountability for the
achievement of ah explicit regulatory objective, without
prescribing the particular method or procedures, for

achieving such objective;
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“(8) the term ‘reasonable alternative’ means a
reasonable regulatory option that—
“(A) would achieve the objectives of the statuté
that are relevant to the rule making; and
“(B) the agency has authority to adopt under
the statute granting rule making authority, including
a flexible regulatory option (unless such flexible
regulatory option is precluded by the statute
granting the rule making authority); |
“(9) the term ‘risk assessment’ has the same.
meaning as in section 631(6); and

“(10) the term 'rule' has the same meaning as in
section 551(4) of this title, except that the term shall not
include any rule otherwise described in section 351(4)
that is—

“(A)i an agency statement of particular
applicability that approves or prescribes for the
future rates, corporate or financial structures or
reorganizations thereof, prices, facilities, appliances,
services or allowances therefor or valuations, costs,
or accounting, or practices bearing on any of the

foregoing;
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“(B) a rule exempt from notice and public
comment procedure under section 553(a), section
553(b)(A), or section 553(b)(B) of this title;

“(C) a rule that involves the internai revenue
laws of the United States, or the assessment and
collection of taxes, duﬁes, or other revenues or
receipts;

“(D) a rule or agency action relating to the
public debt;

“(E) a rule relating to m-onetary policy proposed
or promulgated by the Board of Governors of the
Federal Reserve System or by the Federal Open
Market Committee;

“(F) a rule relating to the safety or soundness of
federally insured depository insfitutions 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; Federal Home Loan
Banks; government sponsored housing enterprises; a
Farm Credit System institution; foreign banks, and
their branches, agencies, commercial lending
companies or representative offices that operate in
the United States and ahy affiliate of such foreign

banks (as ‘those terms are defined in the
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International Banking Act of 1978 (12 UsS.C
3101)); or a rule relating to the paym'ents system or
the protection of deposit insurance funds or the
Farﬁ Credit Insurance Fund;

“(G) a rule or order relating to the financial
responsibility of brokers and dealers or futures
commission merchants, the safeguarding of investor
securities ahd funds or commodity future or options
customer securities and funds, the clearance and
settlement of securities, futures, or options
transactions, or the suspension of trading under the
Securities Exchahge 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 felating to the protection of the Securities
Investor Protection Corporation, that is promulgated
under the Securities Investor Protection Act of 1970
(15 U.S.C. 78aaa et seq.);

“(H) a rule that the Federal Energy Regulatory
Commission certifies would increase reliance on
competitive market forces or reduce regulatory
burdens, or an order issued in a rate or certificate
proceeding by the Federal Energy Regulatory

Commission; -
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“(I) a rule issued by the Federa! Election
Commission or a rule issued by the Federal
Communications Commission pursuant to section
312(a)(7) and 315 of the Communications Act of
1934 (47 U.S.C. 312(a}(7) and 315);

“(J) a rule required to be promulgated at least
annually pursuant to statute; |

“(K) a rule intended to implement séction 354
of the Public Health Service Act (42 U.S.C. 263b)
(as added by section 2 of the Mammogréphy Quality -
Standards Act of 1992); or .

“(L) a rule or agency action intended to protect
children against poisoning by ingestion, including a

- rule—
“(i) relating to iron toxicity poisoning;
“(i1) relating to lead poisoning from food
- products; or
“(iii) promulgated under the Poison
Prevention Packaging Act of 1970 (15 U.S.C.
1471 et seq.).
“§ 622. Regulatory analysis
"(a) Before publishing notice of a proposed rule making
for any rule, each agenby shall determine whether the rule is

or is not a major rule under section 621(5)(A). For the
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purpose of any such determination, 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 under section 621(5)(A), the Director may‘, no later
than 30 days after the close of Ithe comment period for the
rule,— | |

“(A) determine that the rule is a major rule under
section 621(5)(A), or
“(B) designate the rule as a major rule under section

621(5)(B), except that the Director shall not designate

more than 25 rules under this subparagraph in any one

calendar year.

“(2) No later than 15 days after the close of the
comment period for the rule, the Chief Counsel for Advocacy.
of the Small Business Administration may recomﬁend to the
Director that a rule which would have a significant impact on
a substantial number of small entities be designated as a

major rule. The recommendation shall include a statement of

-the supporting factual reasons, including reasons why the

regulatory analysis under this section is appropriate. If the
Director is permitted to make a designation under paragraph
(1)(B) aﬁd does not accept the recommendatidn of the Chief
Counsel for Advocacy, the Director shail publish a notice in

the Federal Register containing the recommendation of the
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Chief Counsel together with a statement of the supporting
factual reasons for the Director’s action.

"(3) A determination or designation under this subsection

shall be published in the Federal Register, together with a

succinct statement of the basis for the Director’s action.

"(c)(1)(A) When the agency publishes a notice of
proposed rule making for a major rule, the agency shall issue '
and place in the rule making record an initial regulatory
analysis, and shall include a summary of such analysis in the
notice of proposed rule making.

~“(B)(i) When the Director has published a dqtermination

“or designation that a rule is a major rule after the publication

of the notice of proposed rule making for the rule, the agency
shall promptly issue and placé in-the rule making record an
initial régdlatory analysis for the rule and shall publish in the
Federal Register a summary of such analysis.

"(it) Following the issuance of an initial regulatory
analysis under clause (i), the agency shall give interested
persons an opportunity to comment pursuant to section 553 of
this title in the same manner as if the initial regulatory
analysis had been issued with the notice of propo'sed rule
making.

“(2) Each initial regulatory analysis shall contain—
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"(A) a cost-benefit analysis of the proposed rule that

shall contain—

“(i) a succinct analysis of the benefits of the
proposed rule, including any benefits that cannot be
quantified, and an explanation of how the agency
anticipates that such benefits will be achieved by the
proposed rule, including a description of the persons
or classes of persons likely to receive such benefits;

"(ii) a succinct analysis of the costs of the
proposed rule, including any costs that cannot be
quantified, and an explanation of how the agency
anticipates that such costs will result from the

proposed rule, including a description of the persons .

~ or classes of persons likely to bear such costs; and

"(iii) an evaluation of the relationship of the
benefits of the proposed rule to its costs;

“(B) an evaluation of the benefits and costs of a

reasonable number of reasonable alternatives,'reﬂecting
the range of regulatory options that would achieve the
objectives of the statute that are relevant to the rule

making, including, where appropriate, alternatives that—

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

graphic regions; or
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"(iii) are flexible regulatory options;
“(C) a description of the basis for scientific or
economic evaluations or information upon which the
agency substantially relied in the cost-benefit analysis
and in any risk assessment required under this chapter;
and |
“(D) if required under section 632 of this title, a risk
assessment in accordance with section 634 of this title.
"(d)(1) When the agency publishes a final major rule, the
agency shall also issue and place in the rule making record a
final regulatory- analysis, and shall include a summary of the
analysis in the statement of basis and purpose. |

"(2) Each final regulatory analysis shall address each of
the requirements for the initial regulatory analysis under
subsection (c)(2), rev1sed to reflect—

“(A) any material changes made to the proposed
.rule by the agency after publication of the notice of
proposed rule making; and

“(B) agency consideration of significant comments
received regarding the proposed rule and the initial
regulatory analysis, including regulatory review
communications under subchapter V,

“(e) The cost-benefit analysis of a pr(;posed and a final

rule required under this section shall include, to the extent
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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 measurement, using comparable assumptions, specify the
ranges of predictions, and explain the margins of error
involved in the quantification methods and the uncertainties
and variabilities in the estimates used. An agency shall
describe the nature and extent of the nonquantifiable benefits
and costs of a final rule under this section in as precise and
succinct a manner as possible. If a risk assessment is required
under section 632, the cost-benefit analysis under this section
shall rely on the risk assessment. The agency evaluation of
the relationships of the benefits of a proposed and final rule to
its costs required by this section and section 623 shall rbe
clearly afficulated in accordance with the provisions of this
section. An agency shall not be required to make such
evaluation primarily on a mathematical or numerical basis.
“(ﬂ(l) A major rule may be adopted without prior
compliance with this subchapter or subchapter III if—

“(A) the agency for good cause finds that
conducting the regulatory analysis under this section or
subchapter III is contrary to the public interest due to an
emergency, or an imminent threat to health or safety or

food safety (including an imminent threat from E. coli
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bacteria) that is likely to result in significant harm to the
public or to natural resources; and

“(B) the agency publishes in the Federal Register,
together with such finding, a succinct statement of the
basis for the finding and a deadline for compliance with
the provisions of subsections (a) through (e) of this
section. Such deadline shall occur as soon as reasonably
practicable after the promulgation of the rule.

“(2) The agency shall comply with the provisions of
subsections (a) through (e) of this section by the deadline
established in paragraph (1)(B) of this subsection and shall
revise the rule under section 553 of this title, if necessary, to
meet the requirements of section 623.

“§ 623. Decisional criteria |
"(a)(1)(A) In promulgating a final major rule subject to
this subchapter, an agency shall, unless otherwise required by
law, select the reasonsble alternative that it determines is
likely to— -
“(i) employ to the extent practicable flexible
regulatory options;
“(ii) either maximize net benefits or achieve benefits
in a more cost-effective manner than the other reasonable

alternatives evaluated by the agency; and
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“(iii) provide benefits which justify the costs of the
rule unless scientific, technical, or economic
uncertainties identified by the agency in the rule making
record make such a determination infeasible and the
President determines that it is appropriate and in the
public interest to issue the rule.

“(B) Nothing in subparagraph (A)(iii) provides authority

for the agency to-act when not otherwise authorized by law.

“(C) Any determination under this paragraph shall be
based on the rule making record_ as a whole, including the
regulatory analysis required by section 622.

“(2) The agency shall publish in the Federal Register at
the time of promulgation of the final rule an explanation of -
the determinations made with respect to. this subsection, and
any required Presidential determination.

“(3) Notwithstanding section 301 of title 3, United
States Code, the President may not delegate the authority to
make a determination under this subsection to any other
person.

“(b) If the agency is unable to make the determination
required under subsection (a)(1)(A)(iii) that the benefits of
the reasonable alternative it selected justify the costs because
the selection of that alternative is otherwise required by law,

the agency shall, at the time the final rule is published in the
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Federal Register, place in the Federal Register and forward to
Congress—

“(1) an explanation of the reason why such a
determination cannot be made; and |

“(2) a statement regarding the statutory provision
that required the agency to select an alternative for which
the benefits do not justify the costs, including any
recommendation for amendments to the stafutory
provisions and identification of other possible regulatory
options which could have benefits that justify the costs
and meet the objectives of the statute.

“(c) The procedures for congressional review under
chapter 8 of this title for a final major rule'promulgatéd under
subsection (a)(1)(A)(iii) or subsection (b) shall be modified
as follows: ‘

“(1) The iime period under section 801(a)(3)(A)
shall be 90 days instead of fhe 45-day period specified
uﬁder such subparagraph.

“(2) The time period of 20 calendar days under
section 802(c) shall be 30 caiendar days.

“(3) The requirement under section 802(c) for 30

Senators on a discharge petition shall be 20 Senators.
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“(d) Nothing in this section shall be construed to
override any statutory requirement, including health, safety,
and environmental requirements.

“§ 624. Judicial review
"(a) Compliance or noncompliance by an agency with

the provisions of this subchapter and subchapter III shall be

. subject to judicial review only in accordance with this

section.

“(b) The provisions of section 706(1) shall apply to the
provisions of this subchapter and subchapter III.

“(e) The periodic adjustment by the Director of the
$100,000,006 amount in section 621(5)(A), to account for
inflation, shall not be subject to judicial'review..

“(d)(1) The determination by an agency under section
622(a) that a fule is, or is not, a major rule shall be set aside
by a reviewing court only if the court finds that the
determination is arbitrary, capricious, or an abuse of
discretion in light of the information available to the agency
at the time the agency made the determination.

“(2) No determinaﬁon or designation by the Director
under section 622(b) that a rule is a major rule, or failure to
make such a determination or designation, shall be subject to

judicial review.
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"(;) No claim o_f noncompliance with this subchapter or
subchapter III shall be reviewed separate or apart from
judicial review of the final agency action to which it relates.

“(f) Judicial review of agency action unde1; section
623(a) shall be limited to whether—

“(1) the agency determination under section 623(a),
based on the rule making record as a whole, was
arbitrary, capricious, or an abuse of discretion (or
unsupported by substantial evidence where that standard
is otherwise provided by law); or |

“(2) the agency failed to make a determination
required by section 623(a).

“(g) A major rule for which the cost-benefit analysis or
risk assessment required by this chapter has been omitted in
its entirety shall be deemed arbitrary or cépricious.

“(h) Except as otherwise provided in this section, leilqre
of an agency to comply with the requirements of this
subchapter or subchapter III shall not provide grounds for
setting aside or remanding the rule under review unless the .
court finds that there is a reasonable likelihood that the
agency’s failure to comply with such requirements materially
affec_ted the outcome of the final rule and that such rule,
based on the rule making record as a whole, is arbitrary,

capricious, or an abuse of discretion (or unsupported by
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substantial evidence where that standard is otherwise
provided by law). |

“(i) Nothing in this chapter is intended to modify the
rules of statutory construction applied by the courts.

“§ 625. Advisory committee on regulations

“(a)(1) No later than 90 days after the date of enactment
of this section and every 5 years thereafter, each executive
department (as that term is defined in section 101 of this
title), the Environmental Protection Agency, and each
independent regulatory commission shall establish an
Advisory committee for the review of rules.

“(2) An agencyA listed in paragraph (1) may establish
panels under its advisory committee to facilitate review of
rules if the different parts of the agency affected by this
séction are so dissimilar that it is imprécticable to assemble
the required expertise on a single advisory cémmittee. Such
panels shall be governed by the fequirements of subsection
(b) énd section 626 pertaining to advisory committees..

“(b)(1) Each such agency head shall appoint 9.members
to serve on the agency’s advisory committee and shall
designate a chairman from the members of the committee.
Membership on the committee shall represent "a balanced
cross-section of public and private interests affected by the

regulations of the agency, including small businesses and
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small governments. No person who would otherwise be an
employee of the Federal government serve as a member of an
advisory committee under this section.

“(2) Each member shall be appointed for the life of the
advisory committee. The advisory committee shall terminate
1 year after the date on which the committee is established.

“(3) A vacancy on a committee shall be filled in the same
manner as the original appointment.

“(4) Each committee shall solicit public participation
through appropriate means including hearings, written
comments, public meetings, and electronic mail. |

“(5) Members of the committee shall receive travel
expenses, including per diem in lieu of subsistence, in
accordance with section 5703 of this title.

“(6) Each committee shall be subject to the provisions of
the Federal Advisory Committee Act (5 U.S.C. Appendix).

““§ 626. Agency regulatory review

“(a) Each advisory committee appointed under section 625
shall develop a list of rules promulgated by the agency which
the committee serves, which the committee determines should
be reviewed by the agency and can reasonably be reviewed
by the agency within a 5-year period. In selecting rules for
review, each committee shall consider the extent to which—

“(1) a rule may be unhecessafy;
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“(2) a rule is duplicative of other rules of the agency
or could be coordinated or consolidated with similar
rules of other agencies;

“(3) the benefits of a rule may not justify 'the costs
of a rule;

“(4) a rule may not be échieving the objectives of
the statute on which the rule is based in a cost-effective
manner;, and

“(5) a rule could be revised to achieve the objective
of the statute on which the rule is based with
substantially—

_ “(A) less costs;
“(B) more benefits; or
“(C) greater flexibility for regulated entities.
“(b) No later than 1 year after an advisory committee is
established, such committee shall deliver to the agency the
committee’s recommended list of rules to be reviewed in
order of priority. The agency head shall immediately publish
the list in the Federal Register and forward a copy of the list
to the appropriate committees of jurisdiction in the House of
Representatives and the Senate. |
“(c)(1) No later than 90 déys after receiving and
reviewing the list of rules from its advisory committee, the

agency head shall publish in the Federal Register a
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preliminary schedule for review of rules based on such list.
The agency shall give deference to the recommendations of
its advisory committee but may modify the list of rules to be
reviewed, taking into account the factors contained in
subsection (a)(1), (2), (3), (4), and (5), and
“(A) the extent to which the agency has discretion
under the statute authorizing the rule to modify or repeal
the rule; |
“(B) the importance of the rule relative to other

rules being reviewed under this section; and

“(C) the resources expectéd to be available to the

agency to carry out the reviews under this section.

“(2) The agency shall provide in the Federal Register at
the time the preliminary'schedule is published an explanation
of each modification to the list provided by the committee and
shall invite public commenf. on the preliminary schedule for a
period of no less than 60 days,

“(d) The preliminary schedule under subsection (c) shall
propose deadlines for review of each rule listed thereon, and

such deadlines shall occur no later than 5 years from the

~estimated date of publication of the final schedule.

“(e)(1) No later than 120 days after publication of a

preliminary schedule under subsection (c), the agency shall

-
———
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publish a final schedule of rules to be reviewed by the agency

under this section.

“(2) The final schedule shall establish a deadline for

'completion of the review of each rule listed on the schedule,

taking into account the criteria in subsection (a) apd
subsection (c)(1) and the comments received under subsection
(c)(2). Each deadline shall occur no later than 5 years after
the date of publication of the final schedule under paragraph
(1) of this subsection.

“(f)(1) The President’s annual budget proposal under
section 1105(a) of title 31, United States Code, for each
agency subject to this section shall identify as a separate
sum—

“(A) 'the amount requested to- be appropriated for
implementation of this section during the upcoming
fiscal year; and

“(B) the amount necessary to corﬁplete the review of
each rule listed on the final schedule by the deadline
specified on the schedule;

and shall identify any rules for which a deadline on the final
schedule shall occur during the upcoming fiscal year.

“(2)(A) Amendments to the final schedule that add or

delete a rule or change a deadline for the review of a rule may
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be included in annual appropriations Acts for the relevant
agencies.

“(B) An authorizing committee with jurisdiction may
submit, to the Committee on Appropriations of the Senate or
the House of Representatives (as the case may be),
amendments to a final agency schedule. The appropriations
cémmittee to which such amendments have been submitted
may include or propose the amendments in the annual
appropriations Act for the relevant agency.

“(C) Each amendment that. adds a rule to the schedule or
changes a deadline on the schedule shall estéblish a deadline . .
that provides sufficient time to accomplish the requirements J
of subsection (h);

“(D) Each agency shall modify its final schedule in
accordance with amendments that ére enacted into law.

“(E) An agency may revise a final schedule to extend one
or more deadlines for review if an appropriations Act for the
agency provides a sum less than the appropriation requested by
the President under paragraph (1) for implementation of this
section. |

“(g) Notwithstanding section 624, agency failure to take
actions required by subsections (a) through (f) shall be

subject to judicial review only under section 706(1) of this
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titte. There shall be no other judicial review of the
preliminary or final schedule.

“(h)(1) For each rule on a final schedule, the agency
shall—

“(A) no later than 2 years before the deadline in such
schedule, i)ublish in the Federal Register a notice that
solicits public comment regarding whether the rule
should be continued, amended, or repealed;

“(B) no later than 1 year before the deadline 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 provided -
by the agency with respect to subsection (a)(1), (2),

(3), (4), and (5);

“(iii) contains a preliminary determination
whether the rule should be continued, amended, or
repealed; and

"(iv) solicits public comment on the
preliminary determination for the rule; and
“(C) no later than 60 days before the deadline in

such schedule, publish in the Federal Register a final

notice on the rule that—
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"(i) addresses public comments generated by
the notice in subparagraph (B);

"(ii) contains a- determination to conﬁnue,
amend, or repeal the rule and an explanation of such
determination with respect to subsection (a)(1), (2),
(3), (4), and (5); and

"(ii1) if the agency determines to amend or repeal
the rule, contains a notice of proposed rule making
under section 553 of this title.

“(2) If the final determination of the agency is to
continue the rule, such determination shall constitute final
agency action 60 days after the publication in the Federal
Register of the notice in subparagraph (C).

“(i) If an agency makes a determination to amend or
repeal a major rule under subsection (h)(1)(C), the agency
shall complete final agency action with regard to such rule no
later than 2 years of the date of publication of the notice in
subsection (h)(1)(C) containing such determination. Nothing
in this subsection shall limit the discretion of an agency to
decide, after having proposed to modify or repeal a rule, not
to promulgate such modification 01; repeal. Such decision
shall constitute final agency action for the purposes of

judicial review.
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“G) If an agenéy has not completed review of a rule by the
deadline on the final schedule, the agency shall immediately
commence a rule making action under section 553 of this title
to repeal the rule. The agency shall complete such rule
making no later than 2 years after the deadline on the final -
schedule. |

“(k) A court may remand a determination under

‘subsection (h)(1)(C) only upon a clear and convincing

showing that the agency could have adopted a reasonable
alternative that is substantially more flexible or cost-effective,
or that would substantially decrease costs or increase benefits,
while meeting the objectives of the statute that are relevant to
the rule under review.
“SUBCHAPTER III-RISK ASSESSMENTS

“§ 631. Definitions

“For purposes of this subchapter, the definitions under
sections 551 and 621 shall apply, and—

“(1) the term ‘covered agency program’ means each
agency program required to comply with this subchapter,
as provided in section 632; '

“(2) the term ‘default inference option’ means the
predetermined choice for a specific inference option that,
in the agency’s judgment, represents the niost

appropriate generic combination of scientific knowledge
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and policy considerations, that serves as a starting point
in a risk assessment, and that is subject to modification
or replacement as other valid situation-specific of
substance-specific information is available;

“(3) the term 'exposure assessment' means the
scientific determination of the intensity, frequency,
distribution, and duration of actual or potential exposures
to the hazard in question;

“(4) the term ‘'hazard assessment' means the
scientific determination of whether a substance, activity,
or condition can cause an increased inciderice of one or
more significaﬁt adverse effects, and a scientific
evaluation of the relationship between the degree of

exposure to the substance, activity, or condition and the

‘incidence and severity of the effect;

“(S) the term ‘inference option’ means the explicit
statement of an assumptioﬁ, inference, or choice of
model, which may incorporate both scientific judgments
and policy considerations and which is used when
scientific information for inferring risk is not fully
adequate or is not fully drawn from experience;

“(6) the term 'risk assessment' means the systematic
process of organizing and analyzing scientific

information on - potential hazards, including as
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appropriate for the specific risk involved, hazard
assessment,  exposure  assessment, and  risk
characterization;
“(7) the term 'risk characterization' means the
integration and organization of hazard and expoéure
assessment to estimate the potential for specific harm to
an exposed population or natural resources including, to
the extent feasible, a characterization of the distribution
of risk as well as an analysis of uncertainties,
variabilities, conflicting information, and inference
options in the assessment;
“(8) the term 'screening ranalysis' means an analysis
using simple conservative inference options tb arrive at
an estimate of upper bounds of risk to allow an agency to
eliminate risks from further consideration and analysis or
to establish priorities for action; and
“(9) 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) Except as provided in section 622(f) or in subsection
(c) of this section, a risk assessment shall be prepared
according to section 634 for each proposed and final major

rule, a primary purpose of which is to protect human healith,
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safety, or the eﬁvironment, or a consequence of which is a
substantial substitution risk, by—

“(1) the Secretary of Defense, for environmental
restoration and waste management programs,- and for
programs and responsibilities of the United States Army
Corps of Engineers; o

“(2) the Secietary of the Interior, for programs and
responsibilities of the Office of Surface Mining
Reclamation and Enforcement;

“(3) the Secretary of Agriculture, for programs and
responsibilities of— 7

“(A) the Animal and Plant Health Inspection

Service; ‘

“(B) the Food Safety and Inspection Service;
“(C) the Forest Service; and
“(D) the Natural Resources Conservation

Service;

“(4) the Secretary of Commerce, for programs and
responsibilities of the National Marine Fisheries Service;

“(5) the Secretary of Labor, for programs and
responsibilities of—

“(A) the Occupationa'l' Safety and Health

Administration; and
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“(B) the Mine Safety and Health Adminis-
tration;

“(6) the Secretary of Health and Human Services,

- for programs and responsibilities assigned to the Food
and Drug Administration;

“(7) the Secretary of Transportation, for programs
and responsibilities assigned to— |

“(A) the Federal Aviation Administration; and
“(B) the National Highway Traffic Safety

Administration;

“(8)' the Secretary of Energy, for programs and
responsibilities related to nuclear safety, occupational
safety and health, and environmental restoration and
waste management;

“(9) the Chairman of the Consﬁmer Product Safety
Administration;

“(10) the Administratér of the Environmental
Protection Agency; and

“(11) the Chairman of the Nuclear Regulatory
Commission. |
“(b)(1) No later than 18 months after the effective date of

this section, the President, acting through the Director, shall
determine whether any other Federal agency or specific

program under a Federal agency should be considered a
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covered agency program. Such determination, with respect to
a particular Federal agency or program, shall be based on the
importance of risk assessment and risk characterization to—
“(A) regulatory programs administered by that
agency; and
“(B) the communication of risk information by that
agency to the public.

“(2) If the President makes a determination under
paragraph (1), the requirements of this subchapter shall apply
to any agency program determined to be a covered agency
program beginning on a date set by the President. Such date
may be no later than 6 months after the date of such
determination.

“(c)(1) Thé requirements of sectioﬁ 634 shall not apply
to risk assessments performed with respect to agency action
other than major rules described in subsection (a),
including—

“(A) the determination of an emergency or the
carrying out of emergency response action;

“(B) a health, safety, or environmental inspection,
compliance or enforcement action, or individual facility
permitting action; or

*(C) a screening analysis.
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“(2) The requirements of section 634 shall not apply to
any food, drug, or other product label, or to any risk
characterization appearing on any such label.

“(3) If a risk assessment under section 634 is otherwise

required by this section, but the agency determines that—

“(A) a final rule subjéct to this subchapter is
substantially similar to the proposed rule with respect to
the risk being addressed;
“(B) a risk assessment for the proposed rule has
been carried out in accordance with section 634; Ian'd
“(C) a new risk assessment for the final rule is not
required in order to respond to comments received
during the period.for comment on the proposed rule;
the agency may publish such determination along with the
final rule in lieu of preparing a new risk assessment for the
final rule.
“§ 633. Savings provisions

“Nothing in this subchapter shall be construed to—

“(1) modify any statutory.standard or requirement
designed to protect human health, safety, or the
environment; or

“(2) require the disclosure of any trade secret or

other confidential information.
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“§ 634. Principles for risk assessments

“(a)(1) Each agency shall design and conduct risk
assessments in a manner that promotes rational and informed
risk management decisions and informed public input into
and understanding of the process of making agency decisions.

“(2) In conducting a risk assessme‘nt under this section,
cach agency shall employ the level of detail and rigor that is
appropriate and practicable for reasoned decision making in
the matter involved, and that is proportionate to the
significance and complexity of the potential agency action
and the need for expedition. |

“(b)(l)' Each agency shall consider in eéch risk assessment
all reliable and 'reason_ably available scientific information
and shall describe the basis for selecting such scientific
informat-idn.

“2) When material conflicts among scientific
information appear to exist, the risk assessment shall include
a discussion of all relevant information including the
likelihood of alternative interpretations of scientific
information.

“3) An égency shall not automatically incorporate or
adopt any recommendations or classification made by any
foreign government, the United Nations, any international

governmental body . or standards-making organization
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concerning the health-effects value of a substance. An
agency may use such recommendation or classification in a
risk assessment, based on a reasoned analysis of the quality
and relevance of the underlying data, if it describes such basis
under paragraph (1) of this subsection.

“(c)(1) Each agency shall rely on inference options alone
only to the extent that relevant and reliable scientific
information, including situation-specific or substance-specific
information, is not available.

“(2) When a risk assessment involves choice of an
inference option, the agency shall—

“(A) identify the inference option and its scientific
or policy basis, including the extent to which it has been -
validated By, or conflicts with, empiﬁcal data;

“(B) describe, and explain the basis for, any choices
among inference options, including a description of
reasonable alternative inference options 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 choice of inference options; and

“(C) where applicable, explain the basis for
compounding multiple inference options.

“(3) An agency shall not inappropriately combine

multiple inference options.
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“(4) Each agency shall, after notice and public comment,
publish the agency’s default inference options, the principles
an(i rationale governing their selection, and the agency’s
guidelines for deciding when and how in a specific risk
assessment to adopt alternative inference options or to use
available scientific information to modify or replace a default
inference option.

“(d) The head of each agency shall provide appropriate
opportunities for public participation and comment during the
development bf_a risk assessment._ |

“(e) Each risk assessment. shall include in the risk
characterization, as appropriate, each of the following:

“(1) A description of the hazard of concern.

“(2) A descr.iption' of the populations or natural
resources that are the subject of the risk assessment,

“(3) An explanation of the exposure scenarios 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 séverity of the
harm that could reasonably occur.

*(3) A description of the major uncertainties in each
component of the risk assessment and their influence on

the results of the assessment.
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“(f) To the extent feasible and scientifically appropriate,
each agency shall—

“(1) express the overall estimate of exposures and
risk as one or more ranges or probability distributions
that reflect variabilities and uncertainties in the analysis;

“(2) for each range and distribution of exposures
and risks in paragraph (1), provide the corresponding
exposure scenarios and identify the range, distribution,
and likelihood of risk to the general population and,
where apptopriate, to more highly exposed or sensitive

' subpopulations; and | .

“(3) where quantitative estimates of the range and
distribution of risk estimates are not available, describe
the qualitative factors influencing the range, distribution,
and likelihood of possible risk_s.

“(g) When scientific information that permits relevant
comparisons of risk is reasonably available, the agency shall
use such information to place the nature and magnitud‘e of a
risk to human health, safety, and the environment being
analyzed in relationship to other risks. Such comparisons
should consider relevant distinctions among risks, such as the
voluntary,or involuntary nature of risks. |

“(h) When scientifically appropriate informatioh on

significant substitution risks to human health, safety, or the
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environment is reasonably available to the agency, the agency
shall describe such risks in the risk assessment.
“8§ 635. Plan for review of risk assessments

“(a) No later than 18 months after the effective date of
this section, the head of each agency with a covered agency
program shall publish a plan to review and revise any risk
assessment published Lefore the expiration of such 18-month
period if the agency determines that significant new
information or methodologies are - available that could
significantly alter the results of the prior risk assessment and
materially affect 1 or more major rules or policies with. the
economic impact of a major rule.

“(b) A plan under subsection (a) shall—

“(1) provide procedures for receiviﬁg and
considering new information and risk assessments from
the public; and

“(2) set priorities and criteria for review and
revision of risk assessments based on such factors as the
agency head considers appropriate.

“§ 636. Judicial review
“The provisions of section 624 relating to judicial review

shall apply to this subchapter.
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“SUBCHAPTER IV—QUALITY ASSURANCE AND
RESEARCH PROGRAMS
“§ 641. Definitions
“For purposes of this subchapter, the definitions under
sections 551, 621, and 631 shall apply.
“§ 642. Peer review |

“(a) Each covered agency program shall develop a

‘systematic program for independent and external peer review

required under subsection (b). Such peer review program—
“(1) shall provide for the creation or utilization of
‘peer review panels, expert bodies, or other formal or
informal devices that are broadly representative and
balanced and that consist of panel members or
partiéipants, as the case may be, with expertise relevant
to the sciences -ir'wolved in regulatory. decisions,
including risk assessment and cost-benefit analysis, and
who are independent of the covered agency program;
“(2) may exclude any person with substantial and
relevant expertisé as a panel member or participant on
the basis that such person represents an entity that may
have a potential financial interest in the outcome, or may
include such person if such interest is fully disclosed to
the agency and the agency includes such disclosure in

the rule making record, except that, in the case of a
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regulatory decision affecting a single entity, no peer
reviewer répresenting such entity may be included;

“(3) shall provide for a timely completed peer
review, meeting agency deadlines, that contains a
balanced presentation of all considerations, including
minority reports and aﬁ agency response to all significant
peer review comments; and

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

“(b)(1) Except 'as provided in paragraph (2), each

covered agency program 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 made

subject to section 634 by section 632.

“(2) For a major rule made subject to section 634 by

section 632 and that is also subject to sections 556 and 557 of

this title, the agency shall, as part of the record—

“(A) provide for peer review in accordance with this
section of a risk assessment or cost benefit analysis that

forms the basis of its decision; or
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“(B) certify that the record otherwise contains
adeQuate scientific and technical review of a risk
assessment or cost-benefit analysis.

“(3) The Director, in consultation with the Director of
the Office of Science and Technology Policy, may order that
peer review be provided for any risk assessment or cost-
benefit analysis that is likely to have a significant impact on
public policy decisions or that would establish an important
precedent.

“(c) Each peer review under this section shall include a
report on the scientific and technical merit of data and the
methods used for the risk assessments or cost-benefit
analyses, and each report shall identify significant peer
review comments.

"‘(d) All peer review comments or conclusions and the
agency’s responses to significant peer review comments shall
be included in the rule making record. |

“(e) No peer review shall be required under this section
for any data, method, document, assessment, or any
componéﬁt thereof, which has been previously subjected to
peer review external to the covered égency program, unless
there has been a change in the relevant underlying scientific
information that is reasonably likely to materially affect the

outcome of the rule making.
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“§ 643. Guidelines

“(a) As soon as practicable, and no later than 1 yeaf after
the date of enactment of this section, each covered agency
program shall adopt, after notice and public éomment,
guidelines to implement the cost-benefit analysis
requirements under section 622 and the risk assessment
principles under section 634.

“(b)(1) No later than 3 years after the date of enactment
of this section, each covered agency program shall publish,
after notice and public comment, guidelines for the conduct of
risk assessments for agency action other than major rules
described in subsection 632(a).

“(2) The guidelines under paragraph (1) shall apply the
principles of section 634 to the extent feasible and
scientifically appropriate, -adapting such prihciples in a
manner that takes into account the nature of agency actions,
agency resources, and the risk assessment and risk
management needs of the agency.

“(3) In conducting a risk assessment under the guide-
lines in this subsection, the agency shall develop and use a
progressive analytical process, beginning with a screening
analysis, or with streamlined forms of risk characterization, to

identify issues needing more detailed analysis.
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“(c) The development, issuance, and publication of
guidelines under this section shall not be subject to judicial
review, except for section 706(1) of this title.

““§ 644. Research, training, and coordination

“(a) To promote the conduct, application, and practice of
cost-benefit analysis and risk assessment and to identify
agency data and research needs, the Director of the Office of
Science and Technology Policy shall—

“(1) oversee periodic evaluations of Federal agency cost-
benefit analysis and risk assessment including, where relevant
and appropriate, the identification of and setting of priorities
for research needs to—

“(A) reduce generic data gaps, to address modeling
needs (including improved model sensitivity), and to
improve default inference options; |

“(B) improve methods to quantify and communicate
uncertainty and variability afnong individuals, species,
populations, and ecological communities;

“(C) examine emerging and future areas of research
in cost-benefit analysis; and

“(D) examine 'emerging and future areas of research
in risk assessment;

“(2) oversee periodic evaluations of Federal agency

needs to train individuals in cost-benefit analysis and risk
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assessment, including estimates of the resources needed to
provide training;

“(3) provide advice and recommendations to the
President and Congress based on the evaluations conducted
under paragraphs (1) and (2);

“(4) establish interagency mechanisms to improve the
consistency of cost-benefit analysis and risk assessment
among Federal agencies, where scientifically appropriate; and

“(5) establish mechanisms between Federal and State
agencies to improve cooperation in the development and
application of cost-benefit analysis and risk assessment.

“(b): The Director of the Office of Science and
Technology Policy shall coordinate the support, by agencies,
of research and training in risk assessment and cost-benefit
analysis, to ensure that the research- needs and priorities
identified under subsection (a) are addressed adequately and
that an adequate supply of trained personnel in risk
assessment and cost-benefit analysis is maintained.

“645. Judicial review.

“Except as otherwise provided in this subchapter,

judicial review under this subchapter shall be in accordance

with section 624.
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SUBCHAPTER V—EXECUTIVE OVERSIGHT
“8§ 651. Definitions
“For purpeses of this subchapter—
“(1) the definitions under sections 551 and '621 shall
apply; and |
“(2) the term ‘regulatory action’ means any one of
the following:
“(A) An agenda or schedule for rule makings.
“(B) Advance notice of proposed rule making.
“(C) Notice of proposed rﬁle making. |
“(D) Proposed final rule making and interim
final rule making.
“§ 652. Presidential regulatory review
“(a) The President shall establish a process for the
centralized review and coordination of Fedéral agency
regﬁlatory actions. Such process shall be the responsibility of
the Director.
“(b) For the purpose of carrying out the review |
established under subsection (a), the Director shall—
“(1) develop and oversee uniform regulatory
policies and procedures, including those by which each
agency shall comply with‘ the requirements of this

chapter;
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“(2) develop policies and procedures for review of
regulatory actions by.the Director;

“(3) develop and oversee an annual governmentwide
regulatory planning process that shall include review of
planned agency major rules and other significant
regulatory actions and publication of—

“(A) a summary of and schedule for
promulgation of planned agency major rules;
“(B) 'agency schedules for review of existing
rules under section 625; and
“(C) a summary of fegulatory review actions
undertaken in the prior year. |
“(c) The review established under subsection (a) shall be
conducted as expeditioﬁsly as practicable and shall be limited
to no méré than 90 days.
“§ 653. Public disclosure of information
“(a) The Director, in carrying out the provisions of
section 652, shall establish procedures to provide public and
agency access to information concerning regulatory review
actions, including—

“(1) disclosure to the public on an ongoing basis of

information regarding the status of regulatory actions

undergoing review;
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“(2) disclosure to the public, no later than

publication of a regulatory action, of—

“(A) all written communications, regardless of
form or format, including drafts of all proposals and
associated analyses, between the Director, dr
employees of the Director, and the regulatory
agency;

“(B) all written communications, regardless of |
form or format, between the Director, or employees
of the Director, and any person not employed by the
executive branch of the Federal government relating
to the substance of a regulatory action;

“(C) a record of all oral communications .

~ relating to the substance of a regulatory action

between the Director, or employees of the Director,
and any person not employed by the executive
branch of the Federal government; and

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

“(3) disclosure to the regulatory agency, on-a timely

basis, of—

“(A) all written communications between the
Director or employees of the Director and any

person not employed by the executive branch of the
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Federal government, relating to the substance of an
agency regulatory action;

“(B) a record of all oral communications, and
an invitation to participate in meetings, relating to
the substance of an agency regulatory action,
between the Director or.employees of the Director
and any person not employed by the executive
branch of the Federal government; and

“(C) a written explanation of any review action
taken concerning an agency regulatory action.

“§ 654. Judicial review

“(a) The exercise of the authority granted under this
subchapter' by the Director or the President shall not be
subject to judicial review in any manner.

“(b) Judicial review of agency compliance or
noncompliance with any rule promulgated under this
subchapter shall be in accordance with section 624.”

(b) DEADLINES FOR RULE MAKING.—

(1) All deadlines in statutes that require agencies to
propose or promulgate any rule subject to seétion_ 622 or
subchapter III of title 5, United States Code (as amended by
this Act) during the 2-year period beginning on the effective

date of this section shall be suspended until the earlier of—
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(A) the date on which the requirements of section

622 or subchapter III of title 5, United States Code (as

amended by this Adt) are satisfied; or

(B) the date occurring 6 months after the date of the
applicable deadline.

(2) All deadlines imposed by any court of the United
States that would require an agency to propose or promulgate
a rule subject to section 622 or subchapter III of title 5,
United States Code (as amended by this Act) during the 2-
year period beginning on the effective date of this section
shall be suspended until the earlier 6f—

| (A) the date on which the requirements of section
622 or subchapter III of title 5, United States Code (as
amended by this Act) are satisfied; or
| (B) the date occurring 6 months after the date of the
applicable deadline.

(3) In any case in which the failure to promulgate a rule
by a deadline occurring during the 2-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 earlier of—

(A) the date on which the requirements of section

622 or subchapter III of title 5, United States Code (as

amended by this Act) are satisfied; or
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(B) the date occurring 6 months after the date of the
applicable deadline.

(c) TECHNICAL AND CONFORMING AMENDMENTS.—

(1) 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

Regulatory agenda.

Initial regulatory flexibility analysis.

Final regulatory flexibility analysis.

Avoidance of duplicative or unnecessary analyses.
Effect on other law. :

Preparation of analysis.

. Procedure for waiver or delay of completion.
“609.
“610.
“611.
“612,

Procedures for gathering comments.
Periodic review of rules.

Judicial review.

Reports and intervention rights,

“SUBCHAPTER II—ANALYSIS OF AGENCY RULES

Definitions.

Regulatory analysis.

Decisional criteria.

Judicial review.

Advisory committee on regulations.
Agency regulatory review.

“SUBCHAPTER II—RISK ASSESSMENTS

Definitions.

Applicability.

Savings provisions.

Principles for risk assessments.
Plan for review of risk-assessments.
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“636. Judicial review.,

“SUBCHAPTER IV-QUALITY ASSURANCE AND
RESEARCH PROGRAMS

“641. Definitions.

“642, Peer review,

“643. Guidelines.

“644. Judicial review.

“645. Research, training, and coordination:

“SUBCHAPTER V—EXECUTIVE OVERSIGHT

“651. Definitions.
“652. Presidential regulatory review.

"*“653. Public disclosure of information.

“654. Judicial review.".

(2) Chapter 6 of title 5, United States Code, is
amended bAy inserting immgcﬁafely before section 601,
the following subchapter heading: |

“SUBCHAPTER I-REGULATORY ANALYSIS".

(3) The Part analysis for Part I of title 5 is amended
by striking: .

“5. Administrative Procedure................. 501"
and inserting:

“S. Administrative Procedure............... 500
“6. The Analysis of Regulatory Functions.. 601",

SEC. 204. RULE MAKING.

(a) Section 553(b)(A) of title 5, United States Code, is
amended to read as follows:

“(A) to interpretati\}e rules, general stateménts of policy,

guidance, or rules of agency organization, procedure, or
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practice, unless such rules, statements, or guidance have

general applicability and substantially alter or create rights or

obligations of persons outside the agency; or”

(b) Section 553(e) of title 5, United States Code, is

amended—

SEC.

(1) by inserting “(1)” before “Each’; and
(2) by adding at the end the following paragraphs—

“(2) The agency shall take final agency action to
grant or deny a petition made under paragraph (1), and
give written notice of its ‘action to the petitioner,
including an explanation of its reasons for granting or
denying the petifion, with reasonable promptness, but in
no event later than 18 months after the petition was
received by the agency.

“(3) In acting on a petition made under paragraph
(1), the agency shall consider the availability of its
resources and evaluate the effect of granting the petition
on achieving statutory objectives.”

205, RISK-BASED PRIORITIES
(a) PURPOSES.—The purposes of this section are to—

(1) -encourage Federal agencies engaged in
regulating risks to human health, safety, and the
environment to achieve the greatest risk rcductionv at the

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

(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.

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

(1) COMPARATIVE RISK ANALYSIS.—The term
'comparative risk analySis' means a procesé to
systematically estimate, compare, and rank the size.and
Severity of risks to provide a common basis for
evaluating strategies for reducing or preventing those
risks.

(2) COVERED AGENCY.--The term ‘covered agency'
means each of the following:

(A) The Environmental Protection Agency.

(B) The Department of Labor.

© The Department of Transportation.

(D) The Food and Drug Administration.

(E) The Department of Energy.

(F) The Department of the Interior.

(G) The Department of Agriculture.

(H) The Consumer Product Safety Commis-
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sion.

() The National Oceanic. and Atmospheric

Administration.

(J) The United States Army Corps of

Engineers.

(K) The Nuclear Régulatory Commission.

(3) EFFECT.—The term ‘effect’ means a deleterious
change in the condition of—

"(A) a human or other living thing (including death,
cancer, or other chronic illness, decreased reproductive
capacity, or disfigurement); or

"(B) an inanimate thing important to human welfare
(including destruction, degeneration, the loss of
intended function, and increased ~ Costs for
maintenance).

(4) IRREVERSBBILITY.—The term 'irreversibility' means
the extent to which a return to conditions before the
occurrence of an effect are either very slow or will never
occur.

(5) LIKELHOOD.—The term 'likelihood' means the
estimated probability that an effect will occur.

(6) MAGNITUDE.—The term ‘magnitude’ means the
number of individuals or the quantity of ecological

resources or other resources that contribute to human
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welfare that are affected by exposure to a stressor.

) SERIOUSNESS.—The term 'seriousness' means the
intensity of effect, the likelihood, the irreversibility, and
the magnitude.

(c) DEPARTMENT AND AGENCY PROGRAM GOALS.—

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

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

(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 expended. |

2) DETERMVINING THE MOST SERIOUS RISKS.—In
identifying the greatest risks under paragraph (1) of this
subsection, each covered agency shall consider, at a
minimum— ‘

(A) the likelihood, irreversibility, and severity
of the effect; and

(B) the number and classes of individuals
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potentially affected,
and shall explicitly take into account the results of the
comparative risk analysis conducted under subsection (d)
of this section.

(3) OMB REVIEW.—The covered agency's
determinations of the most serious risks for purposes of
setting priorities shall be reviewed and approved by the
Director of the Office of Management and Budget before
submission of the covered agency's annual budget
requests to Congress.

4) INCORPORATING RISK-BASED PRIORITIES INTO
BUDGET AND PLANNING.—The head of each covered
agency shall incorporate the priorities identified under .
par'agraph'(l) into the agency budgét, strategic planning,
regulatory agenda, enforcement, and research activities.
When submitting its budget request to Congress and
when announcing its regulatory agenda in the Federal
Register, each covered agency shall identify thé 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
explicitly identify how the covered agency's requested
budget and regulatory agenda reflect those priorities.

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

(1) REQUIREMENT.—(A)(1) 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 arrangements with a nationally recognized
scientific institution or scholarly organization—

I to conducf a study of the methodologies for
using comparative risk to rank dissimilar human
héalth, safety, and environmental risks; and

(I) to conduct a comparative risk analysis.

(ii) The comparative risk analysis shall compare and
rank, to the extent feasible, human health, safety, and
environmental risks potentially regulated across the
spectrtum of programs administered by all covered
agencies.

(B) The Director shall consult with the Office of
Science and Techhology Policy regarding the scope of
the study and the conduct of the comparative risk
analysis.

(C) Nothing in this subsection should be construed

to prevent the Director from entering into a sole-source

- arrangement with a nationally recognized scientific

institution or scholarly organization.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

DRAFT AMENDMENT - 3/14/96
58

(2) CRITERIA.—The Director shall ensure that the

arrangement under paragraph (1) provides that—

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

(B) the analysié is conducted through an open
process, including opportunities for the public to
submit views, data, and .analyses and_to provide
public comment on the results before makiﬁg them
final;

(C) the analysis is conducted by a balanced
group of individuals with relevant expertise,
including toxicologists, biologists, engineers, and
experts in medicine, industrial hygiene, and
environmental effects, and the selection of members
for such study shall be at the sole discretion of tﬁe
scientific institution or scholarly organization;

(D) the analysis is conducted, to the extent
feasible and relevant, consistent with the risk
assessment principles in section 634 of this title;

(E) the methodologies and principal scientific



10
1
12
13
14
15
16
17
18
19
20
21
22
23

24

DRAFT AMENDMENT - 3/14/96
59

determinations made in the analysis are subjected to

independent peer review consistent with section

642, and the conclusions of the peer review are

made publicly available as part of the final report

required under subsection (e); and

(F) the results are presented in almanner that
distinguishes between the scientific conclusions and
any policy or value judgments embodied in the
comparisons. '

(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 release of the first
analysis. The Director shall arrange for such review and
revision by an accredited scientific body in the same
manner as provided under paragraphs (1) and (2).

(4) SfUDY.—The study of methodologies provided
under paragraph (1) shall be conducted 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 comparative risk analysis. The study shall
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have sufficient scope and breadth to test approaches for

improving comparative risk analysis and its use in setting

priorities for human health, safety, and environmental
risk prevention and reduction.

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

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

(2) recommending—

(A) modification, repeai, or enactment of laws
to reform, eliminate, or enhance programs or

mandates relating to human health, safety, or the
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environment; and
(B) modification or elimination of statutory 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
requirementé of subsection (c)(1);

(3) evaluating the categories of policy and value
judgment used in risk assessment, risk characterization,
or cost-benefit analysis; and

(4) discussing risk assessnient research and training
needs, and the agency's strategy and schedule for meeting
those needs.

(f) SAVINGS PROVISiON AND JUDICIAL REVIEW.—

() 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.

(2) JupiciAL REVIEW.—Compliance or noncompli-
ance by an agency with the provisions of this section
shall not be subject to judicial review.

(3) AGENCY ANALYSIS.—Any analysis prepared
under this section shall not be subject to judicial

consideration separate or apart from the requirement,
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rule, program, or law to which it relates. When an action

for judicial review of a covered agency action is

instituted, any analysis for, or relating to, the action shall

constitute pari of the whole record of agercy action for

the purpose of judicial review of the action and shall, to

the extent relevant, be considered by a court in

determining the legality of the covered agency action.
SEC. 206. EFFECTIVE DATE

(a) Except as otherwise provided in this title, this-title and
the amendments made by this title shall take effect 180 days
after the date of enactment of this Act. |

(b)(1) Except as provided in paragraph (2), section 203 of
this title shall take effect on the_date that is 90 days after the date
of enactment of this Act. |

(2) For a final rule that is a major rule under section
621(5)(A) of title 5, United States Code (as amended by this
Act), and that is bromulgated after the effective date of section
203 and no later than 3 years after the date of enactment of this
Act, an agency may, in lieu of the requirements of sections 622
and subchapter III of title 5, United States Code (as amended by
this Act), comply with the requirements of section 623 using
other appropriate analyses (such as analyses performed pursuant
to Executive Order 12866), provided that such analyses are

placed in the rule making record for all purposes, including
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i judicial review of the final agency action to which the analyses

2 relate.
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IN THE SENATE OF THE UNITED STATES

Mr. LEVIN mtroduced the following bill: which was read twice and referred
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to the Committee on

A BILL

To provide for comprehensive regulatory reform.

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Regulatory Reform Act
of 1996”.

SEC. 2. DEFINITIONS.

Section 551 of title 5, United States Code, i1s amend-
ed—

(1) in the matter preceding paragraph (1), by
striking “this subchapter’” and inserting ‘“‘this chap-

ter and chapters 7 and 87,
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(2) in paragraph (13), by striking “and’’;

(3) i paragraph (14), by striking the period at
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the end and mserting ", 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. ANALYSIS OF AGENCY RULES.

(a) IN GEXERAL.—Chapter 6 of title 5, United

States Code, i1s amended by adding at the end the follow-
ing:l
“SUBCHAPTER II—ANALYSIS OF AGENCY
RULES |
“§621. Definitions
“For purposes of this subchapter the definitions
under section 551 shall apply and—

“(1) the term ‘benefit’ means the x;easonably
identifiable significant favorable effects, quantifiable
and nonquantifiable, including social, health, enwvi-
ronmental, economic, and distributional effects, that
are expected to result directly or indireectly from im-
plementation of, or compliance with, a rule;

“(2) the term ‘cost’ means the reasonably iden-
tifiable significant adverse effects, quantifiable and

nonquantifiable, including social, health, environ-

e —
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1 mental, economic, and distributional effects that are
2 expected to result directly or indirectly from imple-
© 3 mentation of, or compliance with, a rule;
4 “(3) the term ‘cost-benefit analysis’ means an
5 evaluation of the costs and benefits of a rule, quan-
6 tified to the extent feasible and appropriate and oth-
7 erwise qualitatively described, that is prepared in ac-
| 8 cordance with the requirements of this subchapter at
9 the level of detail appropriate and practicable for
10 reasoned decisionmaking on the mjatter involved, >
11 taking into consideration ( necessarj) uncertainties,
12 the significance and complexity of the decision and
13 any need for expedition; |
14 “(4) the term ‘flexible regulatory options’
15 means regulatory options that permit flexibility to
16 regulated persons in aéﬁieving the objective of the
17 rulemaking inclading regulatory options that employ
18 market-based mechanisms, performance standards,
19 or voluntary programs;
20 “(5) the term ‘major rule’ means a rule or a
| 21 group of closely related rules that the agency pro- f)wuamt Yo
22 posing the rule or the DirectorAreasonably deter- e (L))
23 mines 1s likely to have an annual effect on the econ-
24 omy of $100,000,000 or-more in reasonably quan-
25 tifiable costs and such $10¢,000,000 amount shall
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1 he adjusted'iperiodically by the Director te=treeommt
bur onl
E(-n-ﬂ-rﬂa-gea in increments of $20,000,000, and such

2
3 —*;{;l‘]-u;tn—nent shall not bgéﬁb}égtigéﬁjﬂ(icwlaﬁl';e'ne\\ I
4 “(6) the term ‘market-based mechanism’ means
5 a regulatory approach that—
6 w A) woesd VW~ wh oo oL Lnn ﬁw\t
: maned focee sudhas
’ 8 and a%e (] avs » =4 .
9 ave. St . v
10 the-objeetive—of-tire-rrterraiemy;
11 “(Bl—atfords—floxib o e d
12 e somplying with pefrleten—ebieetives,
13 welading-adicre appeepriate, the opportunity to
14 transfer to, or receive from, other persons (in-
15 cluding for cash or other legal consideration)
16 increments of compliance responsibility estab- 9
17 | lished by the prog‘raxgr——— ?{j\&aﬁ}\u{i&m& :c“% °
18 “(0C) m&e legal accountability sfon
19 each regulated person for the achievement of
20 the objective of the rulemaking;
21 “(7) the term ‘performance standard’ mean
on ea SASOV
22 requirement that imposes legal accountability for the
ha of the rlema
23 achievement of an-eagalicit regulatosy objectiveAwith-
24 out prescribing the particular method or procedures,
25 for achieving such objective; |
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“(8) the term ‘reasonable alternative’ means a

reasonable regulatory option hir—thre-—reaseneble
range—of-optiona that would achieve the objective of

the rulemaking and that the agency has authority to

adopt under the statute granting rulemaking author-

ity, including flexible regulatory options; swess—evelr

£
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‘“49) the term ‘risk assessment’ has the same

meaning as such term 1s defined under section

5
631(8); and

“(10) the term ‘rule’ has the same meaning as

in section 551(4) of this title, and shall not in-

clude—

“(A) a rule exempt from notice and public
comment procedure under section 553 of this
title;

“(B) a rule that involves the internal reve-
nue laws of the United States, or the assess-
ment and collection of taxes, duties, or other
revenue or receipts;

“ (C)—a—rate—or-peeney—aation—that—atthor.
CORMRAree~or—recopnizes theTmaricetable statlllg,

Qﬂ.a—pﬁed&e%;—
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“(J2) a rule of particular applicability that

approves or prescribes for the future rates,

wages, prices, serviees', éé;ﬁg;ate or financial
structures, reorganizations, mergers, acquisi-
tions, accounting practices, or disclosures bear-
ing on any of the foregoing;

“(¥) a rule relating to monetary policy
proposed or promulgated by the Board of Gov-
ernors of the Federal Reserve System or by the
Federal Open Market Committee;

“(E a rule relating to the safety or sound-
ness of federally insured depository institutions
or any affiliate of such an institution (as de-
fined in section 2(k) of the Bank Holding Com-
pany Act of 1956 (12 U.S.C. 1841(k)); credit
unions; the Federal Home Loan Banks; gdvern-
ment-sponsored housing enterprises; a Farm
Credit System Institution; foreign banks, and
their branches, agencies, commercial lending
companies or representative offices that operate
in the United States and any affiliate of such
foreign 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-

2 = o
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tem or the protection of deposit insurance funds

2 or Farm Credit Insurance Fund;

o 3 “(IE") a rule or order relating to the finan-
4 cial responsibility of brokers and dealers or fu-
5 tures commission merchants, the safeguarding
6 of investor securities and funds or coﬁnnodity
7 future or options customer securities and funds,
8 the clearance and settlement of securities, fu-
9 tures, or options transactions, or the suspension

10 of trading under the Securities Exchange Act of
11 1934 (15 U.S.C. 78a et seq.) or emergency ac-
12 tion taken under the Commodity Exchange Act
13 (7 U.S.C. 1 et seq.), or a rule relating to the
14 protection of the Securities Investor Protection
15 Corporation, that is promulgated under the Se-
16 curities Investor Protection Act of 1970 (15
17 U.S.C. 78aaa et seq.);

18 “(f) a rule issued by the Federal Election

19 Commission or a rule issued by the Federal

20 Communications Commission pursuant to sec-

21 tions 312(a)(7) and 315 of the Communications

22 Act of 1934 (47 U.S.C. 312(a)(7) and 315);

23 “@) a rule required to be promulgated = at rzSuJaV'

24 i!\‘\'ﬂ“‘l‘& least annually pursuant to statute;
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“C-ga rule or agency action relating to the
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“§ 622. Regulatory analysis |

“(a) l%3‘u3f0re publishing notice of a proposed rule-
making for any rule, each agency shall determine whether
the rule is or is not a major rule. For the purpose of any
such determination, 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, the D1 ector may determine under sec-

ar 622.(2) r)

tion 621(5 A) that the rule is a major rule no later than
30 days after the close of the comment period for the rule.

“(2) A determination under paragraph (1) shall be
published in the Federal Register, together with a succinet
statement of the basis for the determination.

c)(1)(A) When the agency publishes a notice of pro-

posed rulemaking for a major rule, the agency shall issue

and place in the rulemaking file an initial regulatory anal-

ysis, and shall include a summary of such analysis in the

notice of proposed rulemaking.
“(B)(1) When the Director has published a deter-
mination that a rule is a major rule after the publication

of the notice of proposed rulemaking for the rule, the

——————

public debt; or
~—-~—~-—--—~—+—«i%- y g,%aﬂmolw_sﬂuw&wvﬂiwwa-o—-—— -
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622 (a)(2). Notwithstanding the provision of paragraph 621(5), the
Director may designate up to 25 rules in any calendar year as major rules if
the Director determines that the rule 1s likely to adversely affect in a matenal
way the economy, a sector of th_e economy, productivity, competition, jobs,
the environment, public health or safety, or State, local or trii)al governments

or communities,
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agency shall promptly issue and place in the rulemaking

file an initial regulatory analysis for the rule and shall

OO0 N N B W N
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publish in the Federal Register a summary of such analy-
S1S.

“(n) Following the issuance of an mitial regulatory
analysis under clause (1), the agency shall give interested
persons an opportunity to comment pursuant to section
553 of this title in the same manner as if the initial regu-
latory analysis had been issued with the notice of proposed
rulemaking.

“(2) Each initial régulatory analysis shall contain—

“(A) a cost-benefit analysis of the proposed rule
that shall contain—

“(1) a succinet analysis of the benefits of
the proposed rule, including any benefits that
cannot be quantified, and an explanation of how
the agency anticipates that such benefits will be
achieved by the proposed rule, including a de-
seription of the persons or classes of persons
likely to receive such benefits;

““(11) a succinet analysis of the costs of the
proposed rule, including any costs that cannot
be quantified, and an explanation of how the
agency anticipates that such costs will result

from the proposed rule, including a description
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of the persons or classes of persons lkely to

bear such costs; and

o] b [\ NS b () — p—t — [ — — p— — — —
wn 0 W NS} o TN BN e T & S BN W N — o
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(111) an evaluatlon of the relationship of
the benefits of the proposed rule to its costs;

“(B) an evaluation of a reasonable number of '“

reasonable alternatives smeludmg, where appro- %@,m & Q'Q

requlate
priate, alternatives that— w we/

““(1) require no government action; "ht. obdec.‘ﬂl’f_- 0’1‘-.
“(i1) accommodate differences among geo- the rulemu‘unj,
graphic regions and among persons with differ-
ing levels of resources with which to comply;
and
“(111) employ flexible regulatory options;
“(C) a description of the reliaistivtmmet scientiﬁc
or economic evaluations or information upon which
the agency substantially relied in the cost-benefit
analysis and any risk assessment required under this
.chapter; and
“(D) 1if required under this chapter, a risk as-

sessment in accordance with subchapter III.

“(d)(1) When the agency publishes a final major rule,
the agency shall also issue and place in the rulemaking
file a final regulatory analysis, and shall include a sum-
mary of the analysis in the statement of basis and pur-

pose.
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*(2) Each final regulatory analysis shall address each

2 of the requirements for the initial regulatory analysis

under subsection (¢)(2), revised to ref:lect——

“{A) any material changes made to. the pro-
posed rule by the agency after publication of the no-
tice of proposed rulemaking; and

“(B) agency consideration of sigmificant com-
ments received regarding the proposed rule and the
mitial regulatory analysis, Including regulatory re-
view communications under subchapter V.

“(e) The analysis of the benefits and costs of a pro-
posed and a final rule required under this section shall
include, to the extent feasible, a quantification or numeri-
cal estimate of the quantifiable benefits and costs. Such
quantification or numerical estimate shall be made in the
most appropriate units of measurement, using comparable
assumptions, specify the ranges of predictions, and explain
the margins of error mmvolved in the quantificatio.n meth-
ods and 1 the estimates used. An agency shall describe
the nature and extent of the nonquantifiable benefits and

costs of a final rule pursuant to this section in as precise

TSLeTTTT

A -

MB

and succinct a manner as possibleflAn agency shall not
be required to make such evaluation primarily on a mathe-

matical or numerical basis.

() Dvsent C ( ﬂmd’PlM)fA

" (Wext ‘wj@
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The agency evaluations of the relationships of the benefits of a
proposed and final rule to its costs required by this section shall be clearly

articulated in accordance with the provisions of this section.

INSERT (B

Where a risk assessment has been prepared pursuant to subchapter III,

thé analysis of costs and benefits shall take into account the results of that

risk assessment.
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1 “(;)(1) A major rule may be adopted without prior
2 compliance with this subchapter or subchapter 111 if—
3 “(A) the agency for good cause finds that con-
4 ducting the cost-benefit analysis under this section
5 or risk assessment under subchapter III is contrary
6 to the public interest due to an emergency,.g health
7 or safety threat that is likely to result in significant
o plarts on an
8 harm to the public/ or to natural resources; and
9 “(B) the agency publishes in the Federal Reg-
10 ister, together with such finding, a succinet state-
11 ment of the basis for the finding.
12 “(2) If a major rule is adopted under paragraph (1),
13 the agency shall puesaptly comply with the provisions of
60 prownp cw_‘:osstui- wrleod
14 subsections {a) through (e) of this sectiona m?\uﬂ\c&— would be
_ wmnfeasonable bueotas e rudle
15 “(@==Lhe xequirements of thissubehepten—ahat-—2ot \o, or socon
L . . . will ke, no
16 : .
- (VN
17 ondemethep-siatates~ W
I8 “§623. Decisional criteria
19 “(a)(1)(A) In promulgating a final major rule subject
20 to this subchapter, an agency shall, unless otherwise re-
21 quired by law, or—swhieet—tomtire—proviotons—ci—mrssectron
22 ), select the reasonable alternative that it determines is
23 likely to—
24 “(1) employ to the extent practicable flexible
25 regulatory options;
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13
“(n) either maximize net benefits or achieve

benefits in a more cost-effective manner than the

other reasonable alternatives evaluated by the agen-

—

¢y that achieve the same or a substantially similar

Jraent D
(ﬂmfpa«]@

level of benefitd and
“(i1) provide benefits which justify the costs of

“the rule unless scientific, technical, or economic un-

certainties 1dentified by the agency in the rule- :

making record make such a determination mfeersrive WﬁP"‘d t'c.a.‘o\ia
and the President determines it 1s appropriate and

in the public interest to issue the rule.

“(B) Nothing in subparagraph (A)(ii1) provides au-
thority for the ageney to act when not otherwise author-
1zed by law.

“(C) Any determination under this paragraph shall
be based upon the rulemaking record as a whple, including
the regulatory analysis required by section 622.

“(2) The ageney shall publish in the Flederal Register and ‘?Dt'ul.’at-’iJ
at the time of promulgation of the final rule an expla- o Cpﬁ%u/n
nation of the determinations made with respect to this
subsection, and any required Presidential determination.

“(3) The President may delegate the authority to
make a determination under this subsection only to the

Director of the Office of Management and Budget.
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unless the consideration of other significant factorsjauthorizedf‘by the
statute under which the rule is being promulgated and specifically identified
by the agency in the rulemaking recorqlmakeé another reasonable

alternative appropriate and in the public interest;
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| “(b) If the agency is unable to make the determina-

tion required under subsection (a)(1)(A)(111) that the bene-

fits of the reasonable alternative it selected justify the

costs because the selection of‘-t-h-a:t alternative 1s otherwise

required by law, the agency shall at the time the final rule

Register and forward to Congress—

2

,3;,

4

5

6 1s publ'ished in the Federal Register, place in the Federal
7

8 “(1) an explanation of the reason why such a
9

determination cannot be made; and

10 “(2) a statement regarding the statutory provi-
11 sions that required the agency to select an alter-
12 native for which the benefits do not justify the costs,
13 including any recommendation for amendments to
14 the statutory provisions and identification of other
15 possible regulatory options which could have benefits
16 that justify the costs and meet the objectives of the
17 statute.

18 “(c) The procedures for congressional review under

19 chapter 8 for a final major rule subject to subsection (b)

20 shall be modified as follows:

21 “41) The time period under section
22 801(b)(2)(A) shall be 90 days instead of the 45-day
23 period specified undér such subparagraph.

24 “(2) The time period of 20 calendar days under

25 section 801(1)(3) shall be 30 calendar days.
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“(3) The requirement under section 801(1)(3)

for 30 Senators on a discharge petition shall be 20

Mol T = U W, T " I B o8

(S
o

11
12
13
14
15
16
17
18
19
20
21
22
23
24

Senators.

“(d) Nothing in this section shall be construed to
override any statutory requirement, including health, safe-
ty, and environmental requirements.

“§ 624. Judicial review

“(a) Compliance or noncompliance by an agency with
the prowvisions of this subchapter and subchapter IIT shall
be subject to judicial review only in accordance with this
section.

“(b) Any determination by the Director that a rule
is, or 1s not, a major rule shall not be subject to judicial
review In any manner.

“(e) The determination by an agency that a rule is,
or 1s not, a major rule shall be set aside by a reviewing
court only upon a clear and convincing showing that the
determination is erroneous in light of the information
available to the agency at the time the agency made the
determination.

*(d) No claim of noncompliance with this subchapter

-or subchapter III shall be reviewed separate or apart from

Judicial review of the final agency action to which it re-

fates.
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JUDICIAL REVIEW

(e) In any proceeding involving judicial review under
section 706 or under the statute granting the rulemaking
authority, the information contained in any cost-benefit analysis
or risk assessment required under subchapter II or III'may be
considered by the court as part of the rulemaking record solely
for the purpose of determining whether the final agency action is
arbitrary, capricious or an abuse of discretion (or unsupported
by substantial evidence where that standard is otherwsie provided
by law). The adequacy of compliance or the failure to comply
wiﬁh subchapter II or III shall not be grounds for remanding or
invalidating a final agency action, unless the agency entirely
failed to perform a required cost-benefit analysis or risk

assessment or to conduct a peer review under section 642.
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if\w court finds that— /
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10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

“(1) the agency detérmination under sgction
6X3(a), based on the rulemaking file as a whole, was
arbirary or capricious or an abuse of disdretion (or
unsu orted by substantial evidence/ where that
standal 1s otherwise provided by lawj; or

“(2he agency failed to makf a determination
required b, that subsection.

“(f) Any rul§ determined to k& a major rule under
section 622 (a) or §) for which fhe cost-benefit analysis
or risk assessment ruired upler this chapter has been
omitted in its entirety, ¥hall e deemed arbitrary or capri-
clous. |

“(g) Except as othg proﬁded in this section, fail-
ure of an agency to £omply Xith the procedural require-
ments of this subchapter or subkhapter III shall not pro-
vide grounds forfsetting aside or reNanding the rule under
review unless/fthe court finds that thgre is a substantial
likelihood that the agency’s failure to ¥pmply with such
procedurgl requirements materially affecté the outcome
of the final rule and that such rule, based §n the rule-
makyhg record as a whole, 1s arbitréry, capricioNs, or an

ablise of discretion (or unsupported by substantyl evi-

Jenee—velrere—tirat STAMAATA 1S OLNEIWISE Provided Dy 1aw).

K BT L
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17
“(h) Nothing in this chapter is intended to modify

the rules of statutory construction applied by the courts.

“$ 625. Deadlines for rulemaking

“(a) All deadlines in statutes that require agencies
to propose or promulgate any major rule subject 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-—

“(1) the date on which the requirements of sec-
tion 622 or subchapter III are satisfied; or

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

“(b) All deadlines imposed by any court of the United
States that would require an agency to propose or promul-
gate a major rule subject 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—

“(1) the date on which the requirements of sec-
tion 622 or subchapter III are satisfied; or

“(2) the date occurring 6 months after the date
of the apphicable deadline.

“(e) In any case in which the failure to promulgate
a major rule by a deadline occurring during the 2-vear

period beginning on the effective date of this section would
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create an obligation to regulate through individual adju-

[—

dications, the deadline shall be suspended until the earlier

of—
““(1) the date on which the requirements of sec-
tion 622 or subchapter III are satisfied; or
“(2) the date occurring 6 months after the date
of the applicable deadline.

“§626. Advisory committee on regulations

O o0 N O AW N

“(a)(1) No later than 90 days after the date of enact-

[a—
o

ment of this section and every 5 years thereafter, the head

—
S

of each department described under section 632(a) (1)

[
)

through (8) and each agency under section 632(a) (9)

[
W

through (11) shall establish an advisory committee for the

[
Y

review of rules.

[
wh

“(2) The head of a department or agency described

P
(=)

under paragraph (1) may establish panels under its adwi-

sory committee to facilitate review of rules if the different

—
o N

parts of the agency affected by this section are so dissimi-

Y
O

lar that 1t 1s impracticable to assemble the required exper-

o
<

tise on a single advisory committee. Such panels shall be

Do
[

governed by the requirements of subsection (b) and section

626 pertaining to advisory committees. o 1le ra \ O'F
“(b)(1) Each such agency head shall appoint & mem-

N NN
S~ WwN

bers to serve on the agency’s advisory committee and shall

[\
L

designate.a chairman from the members of the committee.
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Membership on the committee shall represent a balanced

cross-section of public and private interests affected by the

regulations of the agency, mcluding small busmesses and
small gmemment% No emplovee of tlmﬂmn:“j
ment shall serve as a member of a committee under this
section.

“(2) Each member shall be appointed for the life of

the advisory committee. The advisory committee shall ter-

o 0 NN A W

minate 1 year after the date on which the committee 1s

(S
o

established.

[
[am—

“(3) A vacancyv on a committee shall be filled in the

same manner as the original appointment.

—
W N

“(4) Each committee shall solicit public participation

—
BN

through appropriate means including hearings, written

[a—
Lh

comments, publiec meetings, and electronic mail.

(o))

“(5) Members of each committee shall receive travel

o
~l

expenses, including per diem in lieu of subsistence, in ac-

18 cordance with sections 5702 and 5703 of this title.

19 “(6) Each committee shall be subject to the provi-
20 sions of the Federal Adwvisory Committee Act (5 U.S.C.
21 App.).

22 “§627. Agency regulatory review

23 “(a) Each adwvisory committee appointed under sec-
24 tion 626 shall develop a list of rules promulgated by the

Yhat

agency wdeh the committee serves, which the committee

[\
h
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1 determines should Be reviewed by the ageney and can rea-
2 sonably be reviewed by the agency within a 5-year period.
3 In selecting rules for review, each committee shall consider
4 the extent to which—
5 “(1) a rule may be unnecessary;
6 “(2) a rule 1s duplicative of other rules of the
7 agency or other agencies;
8 ““(3) the benefits of a rule may not justify the
9 costs of the rule;
10 “(4) a rule may not be ‘achieving the objective
11 of the statute on which the rule is based in a cost-
12 effective manner; |
13 “(5) a rule could be revised to achieve the ob-
14 jective of the statute on which the rule is based with
15 substantially—
16 “(A) less costs;
17 “(B) more benefits; or
18 } “(C) greater flexibility for regulated enti-
19 ties;
20 “(6) the agency has discretion under the statute
21 aﬁthorizing the rule to modify or repeal the rule;
22 “(7) the rule is important relative to other rules
23 being reviewed under this section; and
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“(8) the resources are expected to be available

to the agency to carry out the reviews under this

section.

“&) No later than 6 months after an advisory com-

MDO\ WL: 5 mittee is established, such committee shall deliver to the

%O.A,ﬂaw

S\,\,_a_o_ anuw
W\M\*s

e

7

9

11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

agency the committee’s recommended list of rules to be
reviewed in order of priority. The agency shall immediately
8 publish the list in the Federal Register and forward a copy
of the hst to the appropriate committees of jurisdiction
in the House of Representatives and the Senate.

.“@(1) No later than 60 days after receiving and re-
viewing the list of rules from its committee, the agency
shall publish in the Federal Register a preliminary sched-
ule for review of rules based on such list. The ageney shall
give deference to the recommendations of its advisory com-
mittee but may modify the list of rules to be reviewed,
taking into account the factors contained in subsection
(a).

“(2) The agency shall provide in the Federal Register
at the time the preliminary schedule is published an expla-
nation of each modification to the list provided by the ad-
visory committee and shall invite public comment on the
preliminary schedule for a period of no less than 60 days.

“(#) The preliminary schedule under this subsection

shall propose deadlines for review of each rule listed there-
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[S—

on, and such deadlines shall occur no later than 5 vears

from the date of publication of the final schedule ’

-9 — .

Z;)(l) No later than .@) days after ' f

Corarmnemnt tod _
w@mmrsmﬂemémm), the agency

shall publish a final schedule of rules to be reviewed by

the agency pursuant to this section.
“(2) The schedule shall establish a deadline for com-

pletion of the review of each rule listed on the schedule,

O X N B W N

taking into account the criteria in subsection (a) and com-

-

ments received in the rulemaking. Each deadline shall

occur no later than 5 years from the date of pﬁblication

I j—t
BN

of the final schedule.

“& Notwithstanding section 624, agency failure to

—
W

take the actions required by this section shall be subject

[S—
L

to judicial review only under section 706(1) of this title.

[u—
o))

There shall be no judicial review of the preliminary or final

[S—
~J

schedule.

h
“(®)(1) For each rule on the schedule under sub-

_—
O o0

section (e), the agency shall—

[\>]
S

“(A) no later than 2 years before the deadline

N
[S—

in such schedule, publish in the Federal Register a

w8
o

notice that solicits public comment regarding wheth-

W)
W

er the rule should be continued, amended, or re-

o
LN

pealed;
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1 “(B) no later than 1 year before the deadline
2 m such schedule, publhish in the Federal Register a
- 3 notice that— . A

4 “(1) addresses public comments generated

5 by the notice in subparagraph (A);

6 “(11) contamns a preliminary analysis by the

7 agency with respect to subsection (a) (1), (2),

8 (3), (4), and (5);

9 “(1m) contains a preliminary determination
10 whether the rule should be continued, amended,
11 or repealed; and
12 “(1v) solicits public comment on the pre-
13 liminary determination for the rule; and
14 “(C) no later than 60 days before the deadline
15 in such schedule, publish in the Federal Register a
16 final notice on the rule that—

17 (1) addresses public comments generated
18 by the notice in subsection (e);

19 ““(11) contains a determination to continue,
20 amend, or repeal the rule and an explanation of
21 such determination with respect to subsection
22 (a) (1), (2}, (3), (4), and (5); and

23 “(m) if the agency determines to amend or
24 repeal the rule, contains a notice of proposed

25 rulemaking under section 553.
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“(2) If the final determination of the agency is to

continue the rule, such determination shall constitute final

Nl e R UV B N S )

o
o

agency action 60 days after the publication in the Federal
Register of the notice in subparagraph (C).
“(h) If an agency makes a determination to amend

or repeal a major rule under subsection (g)(1)(C), the

agency shall complete final agency action with regard to ) \ o4

such rule no later than 2 vears of the dete—ofpwbhestion
w~mden suloocction

C) ’

tesmnation. INothing in this subsection shall limit the dis-

1
12
13

[S—

(14

cretion of an agency to decide, after having proposed to
modify or repeal a major rule, not to promulgate such
modification or repeal. Such decision shall econstitute final

agency action for the purposes of judicial review.

15
16
17
18
19
20

“(y) If an agency has not completed review of the rule
5 years from the publication of the final schedule pursuant
to subsection (¢), the agency shall immediately commence
a rulemaking action pursuant to section 553 to repeal the
rule. The agency shall complete such rulemaking within

2 years of the deadline established under subsection (e).

21
22
23
24

“(Q'A court may remand a determination under sub-
section {(g)(1)(C) only upon a clear and convineing show-
mg that the agency could have adopted a reasonable alter-

native that is substantially more flexible or cost-effective
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1 or that would substantially decrease costs or increase ben-
2 efits while meeting the objectives of the rulemaking.

3 “SUBCHAPTER III—RISK ASSESSMENTS

4 “§631. Definitions

S “For purposes of this subchapter, the definitions
6 ﬁnder sections 551 and 621 shall apply, and— |
7 “(1) the term ‘assumption’ means a reasonably
8 accepted principle, theory, or assertion that is reli-
9 able, relevant, and objectivg’, viioh—prty—rersorreriyhy
10 be—ased—rwiremr—relevent—and_adequate information
11 " aboutthospesific-site-cr-substance s unavailablos
12 “(2) the term ‘covered agency’ means each
13 agency required to comply with this subchapter, as
14 provided in seétion 632;

15

16 e
7 Vs
18 “(%) the term ‘exposure assessment’ means the
19 scientific determination of the intensity, frequency,
20 distribution, and duration of actual or reasonably
21 foreseeable exposures to the hazard in question;
22 “(#) the term ‘hazard assessment’ means the
23 scientific determination of whether a substance, ac-
24 tivity, or condition can cause an increased incidence
25 of one or more significant adverse effects, and a sci-
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entific evaluation of the relationship between the de-

oree of exposure to the substance, activity, or condi-

o 0 1 O b W N
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22

tion and the incidence and severity of the effect;

“(5) the term ‘risk assessment’ means the sys-
tematic process of organizing hazard and exposure
assessments to estimate the potential for specific
harm to an exposed individual, population, or natu-
ral resource;

“(ﬁ ) the term ‘risk characterization’ means the
presentation of rnsk assessment results including, to
the extent feasible, a characterization of the dis-
tribution of risk as well as an analysis of uncertain-
ties, variabilities, conflicting information, and infer-
ences and assumptions in the assessments;

* ( S==blre—teTTIT - SUTTCIITIE IOy SIS TIe s —as

lysi : . : :
: : — I T
paetes and

“(#) the term ‘substitution risk’ means an in-
creased risk to human health, safety, or the environ-
ment reasonably likely to result directly from a regu-

latory option.

23 “§632. Applicability

24

“(a) Except as provided in subsection (¢), this sub-

25 chapter shall- apply to all risk assessments prepared in

(imecsseon)
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1 connection with a major rule addsosswas health, safety,

2 and environmental risks by—

3

O 00 N O W A

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

“(1) the Secretary of Defense, fm'” environ-
mental restoration and waste management pro-
grams, and for programs eind responsibilities of the
United States Army Corps of Engineers;

“(2) the Secretary of the Interior, for programs
and responsibilities of the Office of Surface Mining
Reclamation and Enforcement;

“(3) the Secretary of Agriculture, for programs
and responsibilities of—

“(A) the Animal and Plant Health Inspec-
tion Service;
“(B) the Grain Inépection, Packers, and

Stockyards Administration;

“(C) the Food Safety and Inspection Serv-
1ce;

“(D) the Forest Service; and

“(E) the Natural Resources Conservation

Service;

“(4) the Secretary of Commerce, for programs
and responsibilities of the National Marine Fisheries
Service;

“(5) the Secretary of Labor, for programs and

responsibilities of—

w

-STAFF-PRAFT- - - - - Sl — -

eh e



O YCOEVYCOEIG-075

fe—

‘ STAFF DRAFT — STC
28
“(A) the Occupational Safety and Health

Administration; and
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“(B) the Mine Safety and Health Adminis-
tration;

“(6) the Secretary of Health and Human Serv-
ices, for progr;ms and responsibilities assigned to
the FFood and Drug Administration;

“(7) the Secretary of Transportation, for pro-
grams and responsibilities assigned to—

“(A) the Federal Aviation Administration;
and
“(B) the National Highway Traffic Safety

Admimstration;

“(8) the Secretary of Energy, for programs and
responsibilities related to nuclear safety, occupa-
tional safety and health, and environmental restora-
tion and waste management;

“(9) the Chairman of the Consumer Product
Safety Commission;

“(10) the Administrator of the Environmental
Protection Agency; and

“(11) the Chairman of the Nuclear Regulatory
Commission.

“(b)(1) No later than 18 months after the effective

25 date of this section, the President, acting through the Di-



- —0:\COE\COE6:075
29

i

rector of the Office of Management and Budget, shall de-

termine whether any other Federal agency or specific pro-

egram under a Federal agency should be considered a cov-
ered agency. Such determination, with respect to a par-
ticular Federal agency or program, shall be based on the
mportance of risk assessment and risk characterization
to—

“(A) regulatory programs administered by that

OO0 N N i B W

agency; and

s
<

“(B) the communication of risk information by

[—
[e—

that agency to the public.

[
4]

“(2) If the President makes a determination under

[y
(S

paragraph (1), the requirements of this subchapter shall

A .

apply to any agency determined to be a covered agency

[S—
wh

beginning on a date set by the President. Such date may

[S—
@)

be no later than 6 months after the date of such deter-

P
~J

mination.

ek
oo

“(e}(1) This subchapter shall not apply to risk assess-

S
O

ments performed with respect to—

Getermimee=—by—tire—heoad=et

[\
o)

“(A) an emergency

[\
[S—

SR=Ggerti-

[$%]
[\

“(B) a health, safety, or environmental inspec-

[\®]
W

tion, compliance or enforcement action, or individual

)
Y

facility permitting actiong e,

o : -

b
(941
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1 “(2) This subchapter shall not apply to the require-
2 ments of any food, drug, or other product label, or to any
3 risk characterization appearing on any such label.

4 “(3) If a nsk assessment under this subchapter is
5 otherwise required by this section; but the agency deter-
6 mines that—

7 “(A) a final rule subject to this subchapter is
8 substantially similar to the proposed rule with re-
9 - spect to the risk being addressed;

10 “(B) a risk assessment for the proposed rule
11 has been carred out in a manner substantially con-
12 sistent with this subchapter; and

13 “(C) a new nisk assessment for the final rule is
14 not required in order to respond to comments re-
15 ceived during the period for comment on the pro-
16 posed rule, the agency may publish such determina-
17 tion along with the final rule in lieu of preparing a
18 new risk assessment for the final rule.

19 “§633. Savings provisions
20 “Nothing in this subchapter shall be construed to—
21 “(1) modify any statutory standard or require-
22 ment designed to protect human health, safety, or
23 the environment; or
24 “(2) require the disclosure of any trade secret
25 or other confidential information.
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“§ 634. Principles for risk assessments

“(a) Each agency shall design and condyct risk as-

S 0w NN R W
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sessments
manner that promotes rational and informed risk manage-
ment deeisions and informed public input into and under-
standing of the process of making agency decisions.

“(b) Each agency shall consider in each risk assess-
ment rehable and reasonably available scientific informa-
tion and shall describe the basis for selecting such sci-
entific information.

“(e)(1) Each agency may use assumptions, ek
saferences madels or safety fastess unless relevant and
adequate scientifie information, including site-specific or
substance-specific information, is available, whieh—preter

N, ] Lacici

“(2) When a risk assessment involves choice of as-
sumptions, the agency shall—

“(A) 1dentify the assumption and its scientific
or policy basis, including the extent to which the as-
sumption has been vahdated by, or conflicts with,
empirical data;

“(B) explain the basis for any choices among
assumptions and, where applicable, the basis for
combining multiple assumptions; and

“(C) describe reasonable alternative assump-

tions that were not selected by the agency for use

STAFE DRAFT — - -~ - — -84
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in the risk assessment, and the rationale for not

using such alternatives.

~N O W B W N

“(3) An agency shall not inappropriately combine

multiple assumptions.
Ce

“(4) Bach™gency shall, after notice and public com-

ment, publish guidelines for choosing assumptions and for
deciding when and how in a specific risk assessment to
adopt alternative assumptions or to use available scientific

information to modify or replace an assumption.

“(ﬁf Each risk assessment supporting a major rule,

shall include, 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 assess-
ment.

“(3) An explanation of the exposure scenarios
used In the risk assessment, including an estimate of
the corresponding population at risk and the likeli-
hood of such exposure scenarios.

“(4) A description of the natui-e and severity of
the harm that eould reasonably occur.

“(9) A description of the major uncertaintieé in
each component of the risk assessment and their in-

fluence on the results of the assessment.
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$

“(#) To the extent scientifically appropriate, each

agency shall—

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
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“(1) express the overall estimate of risk as eme
OL":w*a-:.--ﬁ:r(;";gmr'anges( or probability distributiong that re-
flecg variabilities and uncertainties in the analysis;

“(2) provide the range and distribution of risks
and the corresponding exposure scenarios, identifyv-
ing the range and distribution and likelthood of risk
to the general population and to more highly ex-
posed or sensitive subpopulations; and

“(3) where quantitative estimates are not avail-
able, describe the qualitative factors influencing the

range, distribution, and likelihood of possible risks.

“(f) When scientific information that permits rel-

~evant comparisons of risk is reasonably available, the

agency shall use the information to place the nature and -
magnitude of a risk to human health, safety, and the enwvi-
ronment being analyzed in relationship to other risks.
Such comparisons should consider relevant distinctions
among risks, such as thé voluntary or involuntary nature
of rsks.

“(g) When scientifically appropriate information 0?\
significant substitution risks to human health, safety, or
the environment is reasonably available to the agency, the

agency shall deseribe such risks in the risk assessment.



[

O\COEVCOE3S6.075 STAFF DRAFT S.L.C

(S

34

“§ 635. Judicial review

“The provisions of section 624 relating to judicial re-
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view shall apply to this subchapter.
“§ 636. Deadlines for rulemaking

““The provisions of section 625 relating to deadlines
for rulemaking shall apply to this subchapter.

“"SUBCHAPTER IV—QUALITY ASSURANCE AND
RESEARCH PROGRAMS

“§ 641. Definitions

“For purposes of this subchapter, the definitions
under sections 551 and 621 shall apply.
“§ 642. Peer review |

“(a) Each covered agency shall develop a systematie
program for independent and external peer review re-

eRr TV
quired under subsection (b). SucH'program shall be-apph-

coble-throughont-oachreovered-arerey=rrt—

“(1)(A) st provide for the creation or utiliza-
tion of peer review panels, expert bodies, or other
formal or informal devices that are balanced and

paces or AP O
that consist of “members with ekpertise relevant to
the sciences involved in regulatory decisions and who
rosras
are independent of the covered agency’;‘ and

“(B) be broadly representative and balanced

and, to the extent relevant and appropriate, may in-

clude persons affiliated with Federal, State, local, or

tribal governments, small businesses, other rep-
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1 resentatives of industry, universities, agriculture,

2 labor consumers, conservation organzations, or

3 other public interest groups and (‘n‘gahilﬂtit)llS; o
4 “(2) may exclude any person with substantial

5 and relevant expertise as a panel member?on the .

: pensew

6 basis that such person represents am—ema’ that may

7 have a potential financial interest i the outcome, or

8 may include such person if such interest is fully dis-

£
5

closed to the agency and in the case of a regulatory

decision affecting a single mlo peer reviewer

M 11 representing such Wmay be include(}' ety

h
[a—
[\

prret
13 “(3) shall provide for a timely completed peer
14 review, meeting agency deadlines, that contains a
15 balanced presentation of all econsiderations, including
16 minority reports and an agency response to all sig-
17 nificant peer review comments; and
18 “(4) shall provide adequate protections for con- w
19 fidential business information anfi trade secrets, in-
20 cluding requiring panel mf:‘;n ers to enter into con-
21 fidentiality agreements.

22 “(b)(1) Each covered agency shall provide for peer ,
d yCosP-be&wH{- aMa.&.ﬁ:u: . ¢

23 review in accordance with this section of any'\'isk assess-

24 ment that forms the basis of any major ruleW
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“(2) [The Director may order that peer review be pro-

vided forlany risk assessment that 1s likely to have a sig-

nificant impact on public policy decisions or would estab-

lish an important precedent. 4o st %“ﬁ_‘\wﬁt ?eer eV (e
“(c) All peer review written coriments or conclusions Comnweris

and the agency’s written responses/Shall be made availaple

to the public and shall be made part of the W

record for purposes of judicial review of any final agency

action.

Ao e I T = O . VS B\
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“(d) No peer review shall be required under this see-

J—
Y

tion for any or

b ’

\¥)

any component thereof, which has been previously sub-

[
(S

Jected to peer review.,

p—
N

“(e}) The requirements of this subsection shall not

apply to a rulemaking where the head of an agency has

e
N W

published a determination, with the concurrence of the Ad-

ministrator of the Office of Information and Regulatory

—
o«

Affairs, and notified the Congress, that the rulemaking

[y
o

process followed by that agency provides sufficient oppor-

tunity forlscientific or technical review of/risk assess;gents

}

[y
[Ny

required by this-gsechapter.

&
[\

“§ 643, Guidelines

o
(%)

“(a) As soon as practicable, each covered agency shall

N
N

adopt, after notice and public comment, guidelines to im-

N
Lh

plement the cost-benefit analysis requirements under sec-
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tion 622, and the risk assessment principles under section

634.
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(S
o

11
12
13
14
15
16
17
18
19
20
21
22
23
24

“(b) The development, issuancé, and publiéation of
guidelines under this section shall not be subject to judi-
cial review,

“(¢) Each covered agency shali publish, after notice
and public comment, guidelines for the conduct of risk as-
sessments not required by this subchapter that adapt the
principles of this subchapter in a manner consistent with
section 634(a)(2) and the rsk assessment and risk man-
agement needs of the agency.

“§ 644. Research, training, and coordination

“(a) To promote the conduct, appiication, and prac-
tice of cost-benefit analysis and risk assessment in a con-
sistent manner and to identify agency data and research
needs, the Director, in consultation with the Office of
Science and Technology Policy, shall—

“(1) oversee periodic evaluations of Federal

agency cost-benefit analysis and risk assessment in-

_ cluding, where relevant and appropriate, research
needs to—

“(A) reduce generic data gaps, to address

modeling needs (including improved model sen-

sitivity), and to validate assumptions, particu-
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larly those common to multiple cost-benefit

2 analyses and risk assessmerits;
3 “(B) improve methods to quantify and
4 communicate uncertainty and variability among
5 individuals, species, populations and ecological
6 communities;
7 “(C) examine emerging and future areas of
8 research 1n cost-benefit analysis; and
9 “UD) examine emerging and future areas
10 of research in risk assessment;
11 “(2) oversee periodic evaluations of Federal
12 agency needs to adequately train individuals in cost-
13 benefit analysis and risk assessment, including esti-
14 mates of the resources needed to provide necessary
15 training;
16 “(3) provide advice and recommendations to the
17 President and Congress based on the evaluations
18 conducted under paragraphs (1) and (2);
19 ““(4) establish appropriate interagency mecha-
20 nisms to improve the econsistency of cost-benefit
21 analysis and risk assessment among Federal agen-
22 cies; and
23 ““(5) establish appropriate mechanisms between
24 Federal and State agencies to improve cooperation
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in the development and application of cost-benefit

re shall be no Judlcnal review of agency decisions

“(1) the deﬁnitions under sections 551 and 621

“(2) the term ‘regulatory action’ means any one
“(A) An agenda or schedule for
“(B) Advance notice of proposed .mle-
“(C) Notice of proposed rulemaking.

“(D) Proposed final rulemaking and in-

‘““(a) The President shall establish a process for the

2 analysis and risk assessment.
3 “§ 645 Judigjal r 1ew oG (C)
) ik ?.(:f,r abs,,_dzw\ 634
S5 or actions made under this subchapter.
6 “SUBCHAPTER V—EXECUTIVE OVERSIGHT
7 “§651. Definitions
8 “For purposes of this subchapter—
9
10 shall apply; and
11
12 of the following:
13
14 rulemakings.
15
16 making.
17
18
19 terim final rulemaking.
20 “§652. Presidential regulatory review
21
22 review and coordination of Federal agency regulatory ac-
23

tions. Such process shall be the responsibility of the Diree-

tor.
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1 “(b) For the purpose of carrying out the review es-

2 tablished under subsection (a), the Director shall—

) 3 “(1) develop and oversee uniform regulatory
4 policies and procedures, including those by which
5 each agency shall comply with the requirements of
6 this chapter;

7 “(2) develop policies and procedures for the re-

8 view of regulatory actions by the Director;

9 “(3) develop and oversee an annual govern-
10 mentwide regulatory planning process that shall in-
11 clude review of planned agency major rules and
12 other significant regulatory actions and publication
13 of—

14 “(A) a summary of and schedule for pro-
15 mulgation of planned ageney major rules;
16 “(B) agency specific schedules for review

17 of existing rules under section 627; and
18 “(C) a summary of regulatory review ac-
19 tions undertaken in the prior year.

20 “(e) The review established under subsection (a) shall

21 be conducted as expeditiously as practicable and the re-
22 view of any regulatory action shall be limited to no more

23 than 90 days.
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“8 653. Public disclosure of information

“The Director, in carrving out the provisions of sec-

[am—y
<

11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
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tion 652, shall establish procedures to plomdé publig and
agency access to information concerning regulatory review
actions, ineluding—

“(1) disclosure to the public on an ongoing
basis of information regarding the status of regu-
latory actions undergoing review; | |

“(2) disclosure to the public, no later than pub-
lication of a regulatory action, of—

“(A) all written communications, regard-
less of form or format, including drafts of all
proposals and associated analyses, between the
Director or employees of the Director and the
regulatory agency;

“(B) all written communications, regard-
less of form or format, between the Director or
employees of the Director and any person not
employed by the executive branch of the Fed-
eral Government relating to the substance of a
regulatory action;

“(C) a record of all oral communications
relating to the substance of a regulatory action
between the Director or employees of the Direc-
tor and any person not employed by the execu-

tive branch of the Federal Government; and
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oy

“(D) a written explanation of any review

2 action and the date of such action; and

3 “(3) disclosure to the regulatory agency, on a

4 timely basis, of—

5 “(A) all written communications between

6 the Director or employees of the Director and

7 any person who is not employed by the execu-

8 tive branch of the Federal Government;

9 “(B) a record of all oral communications,
10 and an invitation to participate in meetings, re-
11 lating to the substance of a regulatory action
12 between the Director or employees of the Direc-
13 tor and any person not employed by the execu-
14 tive branch of the Federal Government; and
15 “(C) a written explanation of any review
16 action taken concerning an agency regulatory
17 action.

18 “§654. Judicial review
19 “The exercise of the authority granted under this
20 subchapter by the Director or the President shall not be

21 subject to judicial review in any manner.”.

R :F! w 2T~~~ REGULATORY FLEXIBILITY ARALYSIS—
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thorized by section 611(a} of title 3 [inited Stateg
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(b 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 Constitution and other laws of the United

States with respect to regulatory policies, procedures, and

programs of departments, agencies, and offices.

“See.

601,
602,
“603.
“604.
605,

*606.
“607.

“608.
“609.
“610.
“611.
“612.

621,
2
623,

(@ TECHNICAL AND CONFORMING AMENDMENTS.—
(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 inserting in lieu
thereof the following:
“CHAPTER 6—THE ANALYSIS OF
REGULATORY FUNCTIONS

“SUBCHAPTER I—REGULATORY ANALYSIS

Definitions.

Regulatory agenda.

Initial regulatory flexibility analysis.

Final regulatory flexibility analysis.
Avoidanee of duplicative or unnecessary analyses.
LEffect on other law.

Preparation of analysis.

Procedure for waiver or delay of completion.
Procedures for gathering comments.
Pericdic review of rules.

Judicial review.

Reports and intervention rights.

“SUBCHAPTER II-—ANALYSIS OF AGENCY RULES

Definitions.
Regulatory analysis.
Deeisional criteria.
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=624, Judicial review.

“625. Deadhines for rulemaking.

“626. Advisory committee on regulations.
<627, Agency regulatory review.

“SUBCHAPTER ITII—RISK ASSESSMENTS

“631. Definitions.

632, Applicability.

(33, Savings provisions.

634 Principles for risk assessments.
635, Judieial review.,

6536, Deadlines for rulemaking.

“SUBCHAPTER IV—QUALITY ASSURANCE AND RESEARCH PRO-
GRAMS FOR COST-BENEFIT ANALYSIS AND RISK ASSESSMENT

“641. Definitions.

<642, Peer review.

“643. Guidelines.

644, Research, training, and coordination.
“645. Judicial review.

“SUBCHAPTER V—EXECUTIVE OVERSIGHT

“651. Definitions.

“652. Presidential regulatory review.
*653. Public disclosure of information.
“654. Judicial review.".

1 (2) Chapter 6 of title 5, United States Code, is
2 amended by inserting 1mmedately before section
3 601, the following subchapter heading:
4 “SUBCHAPTER I--REGULATORY ANALYSIS”.
. 5 SEC. 5. CONGRESSIONAL REVIEW.
157 om\
. . 6 (a) IN GENERAL.—Part I of title 5, United States
‘lefw) \w N
7 amended by inserting after chapter 7 the follow-
bn BO'V#L 8 |
bl - 9 CONGRESSIONAL REVIEW
10
Il ency rulemaking

12
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11
12
13
14
15
16

(2) JubiciaL REVIEW.—Compliance or non-

'eompiiance by an agency with the provisions of this

SEC. 7. EFFECTIVE DATE.

Except as otherwise provided in this Act, this Act
shall take effect 180 days after the date of the enactment
of this Act, but shall not apply fo any agency rule for
which a general notice of proposed rulemaking is published

on or before such date.



