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IN THE SENATE OF THE CNITED STATES 

:'Ilr. LE\"l~ illtnl,itw<:d tIll: ft",IIt)willf!· hill: which was n~ad t,,·iee and I·cferred 

to tIl<" COHllllitt"" on 

A BILL 
To pro\ride for comprehensiw regulatory reform. 

2 tives of the United States of America in Congress assen.uwu, 

3 SECTION 1. SHORT TITLE. 

4 This Act may be cited as the "Regulatory Reform Act 

5 of 1996". 

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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1 mental, economlC, and distributional effects that are 

2 expected to result directly or indirectly from imple-

3 Illentation of, or compliance with, a J'nle: 

4 "(3) the term 'cost-benefit analysis' means an 

5 cynlllation of the costs and benefits of a mIl', CjUC1l1-

6 tified to the e:\."tent feasible and appropriate and oth-

7 enyise (:jUalitatively described, that is prepared in ac:-

8 (:Orclance "ith the requirements of this subchapter at 

9 the level of detail appropriate and practicable for 

10 

11 

reasoned decisionmaking on the matter involved, 

taking into consideration Gecessari) uncertainties, 

12 the significance. and complexity of the decision and 

13 any need for expedition; 

14 "( 4) the term 'f1exible regulatory options' 

J." means reg1l1ator." options that pel"·:1 f;~yihili1:." to 

16 reg111ated persons in achieving the obJeclIve of the 

17 rulemaking including 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 

...e 

21 

22 

group of closely related rules that the agency pro- . \t. ok> 
~'----------~f~~~ 

posing the rule or the Director '\easonably deter- ~~:l (Io)U ) 

23 mines is 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 $100,000,000 amount shall 
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1 "(8) the term 'reasonable alternatiyc' means a 

2 reasonable regulatory option .. \~thin the I tlMS1WI:<JIg 

3 nng'e 6f 6l"'titHHI that would achiew the objec:tiYe of 

4 the rulemaking and that the ag:ellC'Y has ;l\1thcwity to 

5 adopt under the statute g.T<llIting l'ulemaking author-

6 it.", including flexible l'eg'ulatory optiolls; unleoA Auch 

7 fk .. cible 1 e~~IQt8r2· gptiU1l8 tii C pi ecluded hr tho st?~_ 

8· lite gl ttnting the i nlcilitthing nuthol'it~": 

9 "(9) the term ;risk assessment' has the same 

10 meanmg as such term is defined ullder section 
5 

11 631(jS'); and 

12 "(10) the term 'rule' has the same meanmg as 

13 m section 551 (4) of this title, and shall not in-

14 elude-

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

"(A) a rule exempt frnm lIoli('" 

comment procedure uncleI' section ;)v:J of thi::; 

title; 

"(B) a rule that involves the internal reve-

nue laws of the lJ nited States, or the assess­

ment and collection of taxes, duties, or other 

revenue or receipts; 

"~) :cl I tile 61 8:geHe~r aetiel'l thlit fitlths~ 

lZes the introduction into or remmrlll frsm,. 

cgWWQr(Jg, Sl' I ece>gniZ€S the lIla! lcettt\'le stgtus.,. 

of a f-lrSdllet, 
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12 

13 

14 

J5 

16 

17 

18 

19 

20 

21 

22 

23 
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tem or the protection of deposit insurance funds 

or Farm Credit Insurance -Fund; 

"(W> a rule or order relating to the finall­

(·ial responsibility of brokers and dealers or fu-

tllre~ commission merchants, the safeguarding 

of inwstor securities and funds or commodity 

future or options customer securities and funds, 

the clearance allel settlement of securities, fu-

tures, or options transactions, or the suspension 

of trading under the Securities Exchange Act of 

1934 (15 U.S.C. 78a et seq.) or emergency ac-

tion taken under the Commodity Exchange Act 
Q 

(7 U.S.C. 1 et seq.), or a rule relating to the 

protection of the Securities Investor Protection 

curities Investor Protection Act 01 l;:!7 (j , .i.;) 

U.S.C. 78aaa et seq.); 

. ·If!) a rule issued by the Federal Election 

Commission or a rule issued by the Federal 

Communications Commission pursuant to sec-

tions 312(a)(7) and 315 of the Communications 

, . 
:;-'" 

Act of 1934 (47 U.S.C. 312(a)(7) and 315); 

,,~ a rule required to be promulgated at ~+ rt.~JaY 
24 in"''(Uli~ least annually pursuant to statute; 



INSERT It 
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 Direc~or determines that the rule is likely to adversely affect in a material 

way the economy, a sector of the economy, productivity, competition, jobs, 

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

or communities. 
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16 
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of the persons or classes of persons likely to 

bear such costs; and 

"(iii) an eyaluation of the relationship of 

the benefits of the proposed rule to its costs; 

"(B) an evaluation of a reasonable number of rf,.~\~5 . 
,.,,, '0"" ble altema ti"es, ,l:including, whe." ~:;-.Jj:..:;t. ~ 
pl'iate, alternatives that- *'~ U~:uQ.d..)Ct~~~ 

"(i) require no government action; '-\h~ objE:c\\l>f.,. of 
'th~ \LAkrf\lt~ilf¥c 

"(ii) accommodate differences among geo- . J 

gTaphic regions and among persons with differ-

ing levels of resources \"ith which to coinply; 

and 

"(iii) employ flexible regulatory options; 

"( C) a description of the l"slitilaili ly of scientific 

or e(~onomic evaluations or inff)rmat: .1 

the ag'ency substantially relied in the cost-benefit 

analysis and any risk assessment required under this 

chapter; and 

"(D) if required under this chapter, a risk as­

sessment in accordance with subchapter III. 

"(d)(l) 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 It>-
Thv agency evaluations of the relationships of the benefits of a 

proposed and fmal rule to its costs required by this section shall be clearly 

articulated in accordance with the provisions of this section. 

INSERT ~ 

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

the analysis of costs and benefits shall take in~o account the results of that 

risk assessment. 
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"(ii) either maXlI11!ze net benefits or achieve 

2 Iwnefits in a more (:()st-effective manner than the 

3 other reasonable alternatiws e\'aluated by the agen-

4 (:y that ac:hieve the same 01' a substantially similar 

5 
..---r---------~ D 

lewl of hel1E'fit&" alld (f)~t ra~ 

·'(iii) p!"mid<:' IWll<:'fits which justi~' the costs of 1-6 

7 til<:' rule unless seientific:, technical, or economic un-

8 (:ertainties identified by the agency in the rule-

9 makil~g record make such a determination i-nfeasib!c ~rac:hC2lIo\£'" 
10 and the President determines it is appropriate and 

11 in the public interest to issue the rule. 

12 "(B) J'\othing ill subparagTaph (A)(iii) provides au-

13 thority for the agency to act when not otherwise author-

14 ized by lcm. 

16 be based upon the rulemaking record as a whole, incluGll1g 

17 the regulatory analysis required by section 622. 

18 "(2) The agency shall publish in the Federal Register GlOd. ~rwOJ\J 
o.\o~o ° 

19 at the time of promulgation of the final rule an expla- O· 

20 nation of the determinations made with respect to this 

21 subsection, and any required Presidential determination. 

22 "( 3) The Pres!dent may delegate the authority to 

23 make a determination under this subsection only to the 

24 Director of the Office of Management and Budget. 
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1 "(bY If the agency is unable to make the c1etennina-

2 tion required under subsection (a) (1) (A)(iii) that the bene-

3 fits of the reasonable alternative it selected justify the 
. s~· 

4 costs beeause the selection of-tmrl alternatiye is otherwise 

5 required b~' law, the agency shall at the time the final rule 

6 is published in the Federal Register, place in the Federal 

7 Hegister and forward to CongTess-

8 .. (1) an e::>.."})lanation of the reason \\'lw such a 

9 determination cannot be made; and 

IO "(2) a statement regarding the statutory provi-

II sions that required the agency to select an alter-

12 native for which the benefits do not justi~' the costs, 

13 including any recommendation for amendments to 

14 the statutory pro,,jsions and igentification of other 

16 that justify the costs and meet the objecLives ot Lne 

17 statute. 

18 "( c) The procedures for congressionalre'1ew under 

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

20 shall be modified as follows: 

21 "(1) The time period under section 

22 801(b)(2)(A) shall be 90 days instead of the 45-day 

23 period specified under such subparagraph. 

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

25 section 801(i)(3) shall be 30 calendar days. 



\51\ 

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 com~liance Or the failu r - ~~ COmply 

with subchapter II or III shall not be grounds f()r remanding (> 

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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"(h) Nothing in this chapter is intended to modifY 

2 the rules of statutory construction applied by the courts. 

3 "~625. Deadlines for rulemaking 

4 "(a) .All deadlines in statutes that reqlllre agencies 

5 to propose or promulgate any major rule subject to seetion 

6 622 or subchapter III during the 2-year pel'iod beginlling' 

7 011 the effective date of this section shall be suspended 

8 until the earlier of-

9 "(1) the date on which the requirements of sec-

10 tion 622 or subchapter 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 comi of the United 

14 States that would require an agency to propose or prol11ul­

]5 gate (l Plnjor rule snbject to section 62? <11" Sill: 

16 III during the 2-year period beginning on the etrecti",,: 

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 date· 

22 of the applicable deadline, 

23 "(c) In any case in which the failure to promulgate 

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

25 period beginning on the effective date of this section would 

. '. ~ 
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•. S.L.C ...• 

1 Membership on the committee shall represent a balanced 

2 cross-section of public auel priYate interests affected by the 

", • f ~ 

3 regulations of the agell<:y. inc·lllcling sn~I~~l~~~ ~ 

4 slllall goyemments. ~() (>mployeC' of the 'I"edel'ttl 0 0; ill n CCNv\~ 

5 ment shall sen'e as <l IlWIll]WI' of a (:ommittee under this 

6 sC'dion. 

7 "(2) Each memher shall be appointed for the life of 

8 thC' <lckisor~' eommittC'e. The achisory ('ommittee shall ter-

9 Illiuate ] year after the date on which the committee is 

10 established. 

11 "(3) A vacanc~' 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 including hearings, written 

j 6 "( 5) Members of each committee shall receive travel 

17 e::q)enses, including per diem in lieu of subsistence, Il1 ac-

18 cordance with sections 5702 and 5703 of this title. 

19 "(6) Each committee shall be subject to the provl-

20 sions of the Federal Ad\isory Committee Act (5 U.S.C. 

21 App.). 

22 "§ 627. Agency regulatory review 

23 "(a) Each advisory committee appointed under sec-

24 tion 626 shall develop a list of rules promulgated by the 

25 ,tzt I' h' h h . agency' t le commIttee serves, W IC t e commIttee 
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1 "(8) the resources are e}"-pected to be available 

2 to the agency to carry out the reviews under this 

J,)J...r.~~t seetion. 

"'"'~~~ C. 
~ 4 "('1» 1\0 later than 6 months after an achisory com· 

~ ~ aM~ mitte(' is established, such committee shall deliwr to the 
~ . 

~~. __ . 6 ag.\'Ilt:.'· the committee's recommended list of niles to be 
-;h~O~ . 
;) 1_ 7 reyit"\"l'cl in order of priority. The agency shall immediately 
~~ 

~ ~~fd)~8 puhlish the list in the Federal Register and forward a copy 

~~ 
p .. bDLc.- . 

9 of the list to the appropriate committees of jurisdiction 

10 ill the House of Representatives and the Senate. 

11 "~(1) No later than 60 days after recei,ing anel re-

12 'ie\\"ing the list of rules from its committee, the agency 

13 shall publish in the Federal Register a preliminary scheel-

14 ule for re,iew of rules based on such list. The agency shall 

15 itin· (kfel'ence to tiw reeoJnmendati n l1s of its ml'"!"".'1":· 

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 expla-

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. 
t:... 

24 "~ The preliminary schedule under this subsection 

25 shall propose deadlines for review of each rule listed there-
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S.I.J.c. ~: , .. J • i . 

1 "(B) no later than l' year before the deadline 

2 111 such schedule, publish in the Federal Register a 

3 Ilotice that-

4 "(i) addresses public comments generated 

5 by the notice in subparagTaph (A); 

6 "(ii) contains a preliminary analysis by the 

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

8 (3), (4), and (5); 

9 "(iii) contains a preliminary determination 

10 whether the rule should be continued, amended, 

11 or repealed; and 

12 "(iv) solicits public comment on the pre-

13 liminary determination for the rule; and 

14 "(C) no later than 60 days before the deadline 

15 III such schedule'. puhlish jn tl10 Feck: .' ': .,: 

16 iinal notice on the rule that-

17 "(i) addresses public comments generated 

18 by the notice in subsection (c); 

19 "(ii) 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 "(iii) 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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or that \nmld substantially decrease costs or increase ben-

2 efits while meeting the objectives of the rulemaking". 

3 ""SUBCI-IAPTER III-RISK ASSESSl\IE;\TS 

4 "§ 631. Definitions 

5 "'Por pnrposes of this subchapter, the definitiolls 

6 ullder sedions 551 and 621 shall apply, ancl-

7 

8 

9 

10 

1 I 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

"(1) the term 'assumption' means a reasonabl.'· 

,lccepted principle, them".", or assertion that is reli-

able, relevant, and objectiv;i v-hisR Mh.! [ Cil30Ilttbl~' 

l1f tl3cd h hCh 1 tIe t ant 2nd aclequate juforpJ'Ati<)ll 

"(2) the term 'covered agency' means each 

agency required to comply with this subchapter, as 

prO\ided in section 632; 

sr 'Sll18t!lt8:lttial cndunget iiIcnb ts 

the term 'e)q)osure assessment' means the 

scientific determination of the intensity, frequency, 

distribution, and durq.tion of actual or reasonably 

foreseeable exposures to the hazard in question; 

,,(i) the term 'hazard assessment' means the 

23 scientific determination of whether a substance, ac-

24 ti\ity, 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 rnlel\~2'lclr02&1in@ health, safety, 

2 and enyironmental risks by-

3 "( 1) the Secretcll'~' of Defl>ll~e. fllr enYlroJ}-

4 mental restoration alld \\'aste managf:'mellt pro-

S gTams, and for progTams and responsibilities of the 

6 linited States Army Corps of Engineers: 

7 "(2) the Secretal'~' of the Interior. for programs 

8 and responsibilities of the Office of Surface :\Iining 

9 Reclamation and Enforcement; 

10 "(3) the Secretar~' of Agl'iculture. for programs 

11 anel responsibilities of-

12 "(A) the Animal and Plant Health Inspec-

13 tion Service; 

14 "(B) the Grain Inspection, Packers, and 

IS Stocl,:\'Arels A.-lministratiol1: 

16 "(C) the Food Safety and Inspection Serv-

17 Ice; 

18 "(D) the Forest Service; anel 

19 "(E) the Natural RRsources 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 

2S responsibilities of-
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redor of the Office of Management and Budget,· shall de-

2 termilll' whether any other Federal agency or specific pro-

3 gT,Ill1 ullder a Federal agenc~' should be considered a co\"-

4 ('red ;11.(·('Il(;~·. Such determination, with respect to a par-

5 t i('u];, r Federal agenc," or progTam, shall be based on the 

6 illl]lortHnee of risk assessment and risk characterization 

7 to-

8 "(A) regulator~' progTams administered by that 

·10 "(B) the communication of risk information by 

11 that ageney to the public. 

12 "(2) If the President makes a determination under 

13 panlbrraph (1), the requirements of this subchapter shall 

14 apply to any agency determined to be a covered agency 

15 lwgilllling· on <1 dntp s"t b." the Prpsident. P,ucjo .1,,' r ':' 

< is be no later than 6 months after the date of such de~er-

17 mination. 

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

19 ments performed \\'1th respect to- , , 
, ~ ~~~L5-?iO\.. 

20 . (A) an emergency deter niIIlEd by ehc h@RB: @f 

22 "(B) a health, safety, or environmental inspec-

23 tion, compliance or enforcement action, or individual 

24 facility permitting actio~ ~" 
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1 "§ 634. Principles for risk assessments 

2 "( a) Each agency shall design and cond lct 
~~w~%\.o 

3 sessments '. .., 

4 manner that promotes rational and informed risk manage-

5 ment decisions and informed public input into and under-

6 standing of the process of making agency decisions. 

7 "(b) Each agency shall consider in each risk assess-

8 1l1l'llt reliable anel reasonahl~' i::1"ailable seientific informa-

9 tiOll and shall describe the basis for selecting such sci-

10 entific information. 

II "(c)(l) Each agency may use assumptions, iIl8hdj!)~ 

12 inferences "]))Ode]s or Safet? factor,; unless relevant and 

13 adequate scientific information, including site-specific or 

14 substance-specific information, is available.'d~i8J" liiuteIi-

16 "(2) \V'hen a risk assessment involves choice 01 as-

17 sumptions, the agency shall-

18 "(A) identify the assumption and its scientific 

19 or policy basis, including the e}.-tent to which the as-

20 sumption has been validated by, or conflicts with, 

21 empirical data; 

22 "(B) explain the basis for any. choices among 

23 assumptions and, where applicable, the basis for 

24 combining mUltiple assumptions; and 

25 "(C) describe reasonable alternative assump-

26 tions that were not selected by the agency for use 
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"if; To the extent scientifically appropriate, each 

2 aO'encv shall-t':' • 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

"(1) e)..l)ress the oyerall estimate of risk as ~ 

0... J\.A.Q..at>rA1clt b b' . l' . b' I 
01' IMJ"( ranget or pro a lhty (lstn utlOn~ t lat re-

t1ec~ variabilities and uncertainties in the analysis: 

"(2) proyide the range and distribution of risks 

and the corresponding e)..l)Osure scenarios, identif~'-

ing the range and distribution and likelihood of risk 

to the general population and to more highly ex­

posed or sensitive sUbpopulationsj 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-

16 agency shall use the information to place the IJ.c.~clre U.;i.. 

17 magnitude of a risk to human health, safety, and the envi-

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 
i\­

"(g) When scientifically appropriate. information 0/ \ 

23 sigl1ificant substitution risks to human health, safety, or 

24 the environment is reasonably available to the agency, the 

25 ag'ency shall describe such risks in the risk assessment. 
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1 resentatives of industry, uniYersities, agTiculture, 

2 labor consumers, conservation organizations, or 

3 

4 

5 

6 

7 

. ~}Y8 
~;. 9 

v.r- C\ .~vJr"j 10 

~ 11 
~/ 

12 

13 

14 

15 

:6 

17 

18 

19 

20 

21 

22 

other public interest gTOUps and ol'ganiz;ltions: 

"(2) may exclude any l)eJ'solJ "'ith substantial ., it-

and relevant e:-q)ertise as a panel me%l~ 
~ pW\$CV"\ 

basis that such person represents all entity that may 

have a potential financial interest in the outeome, 01' 

may include such person if suel! interl'st is full." dis­

closed to the agenc.'~ and in the <;ase of ;1 I'eg'ulatory 

decision affecting a single ~1O peer reviewer 

representing such ~ may be inc:lude:Y 81~ the 

panEl, 

"(3) shall provide for a timel.'- completed peer 

review, meeting agency deadlines, that eontains a 

ba!aneed presentation of" cdl eorisideratioJl>:.;· 'prJ;n~' 

minority reports and an agency response to all S'6-

nificant peer review comments; and 

"( 4) shall provide adequate protections for con-

fidential business information and trade secrets, in- __ , 
. "'"~ 7;. 

cludin.g ~equiring panel members"to 'enter into con_- .. ~ , 

fidentlahty agreements. / /-',,_ 

"(b)(l) Each covered ag ncy shall provide !~~ ~~~~..:._} 
C4s+L~t.i~ ~ I7l.. 

23 review in accordance with thO section of any'\isk as~~ss-
~ '9 

24 ment that forms the basis of a v major rule ~l:::t t;I:= '1 ft:lll 'r 
s;;..~~~'.. ... ~/ 
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tion G22, and the risk assessment principles under section 

2 634. 

3 "(b) The dewlopment, issuance, anel publication of 

4 g:uidelil1!'s uncler this seetion shall not be subject to jucli-

6 "( (') E,\(,h ("()\'ered agency shall publish, after notice 

7 <lnd public: ('Ollllllcnt. g:uiclelines for the conduct of risk as-

8 S\.'SSIll('lltS n()t required by this subchapter that adapt the 

9 prineiplcs of this subchapter in a manner consistent "ith 

10 sec:tion 634(a)(2) and the risk .assessment and risk l11an-

II agement needs of the ag-enc~·. 

12 "§ 644. Research, training, and coordination 

13 "(a) To promote the conduct, application, and prac-

14 tice of cost-benefit analysis and risk assessment in a con-

16 needs, the Director, in consultation with tht:- 0tfice of 

17 Science arid Technology Policy, shall-

18 "(1) oversee periodic eyaluations of Federal 

19 agency cost-benefit analysis and risk assessment in-

20 eluding, where relevant and appropriate, research 

21 needs to-

22 "(A) reduce generic data gaps, to address 

23 modeling needs (including improved model sen-

24 sitivity), and to validate assumptions, particu-

. i', 
.;'-." '-., 



O:\COE\COE96.075 STAFF DRAFT S.L.C .. 

39 

111 the development and application of cost-benefit 

2 analysis and risk assessment. 

:3 "§ 645. Judi<j.fal r.E1view,. I A: • L ""\.1 (~) 
~ce.,* ~r ~ P"?v~ CI. SP~tW' CP,...... "" 

4 '7hJre shall be no judicial re'l~\\' of ag:enc.\· decisions 

5 or ;tetiol1s made under this subchapter. 

6 "SUBCHAPTER V-EXECUTI\-E OYERSIGHT 

7 "§ 651. Definitions 

8 "For purposes of this subchapter-

9 "(1) the definitions under sections 551 and 621 

I 0 shall apply; and 

II "(2) the term 'regulatory action' means anyone 

12 of the following: 

13 

14 

16 

17 

18 

19 

"(A) An agenda or schedule for 

rulemakings. 

making. 

"(C) Notice of proposed l"ulemaking. 

"(D) Proposed final rulemaking and 111-

terim final rulemaking. 

20 "§ 652. Presidential regulatory review 

21 "(a) The President shall establish a process for the· 

22 review and coordination of Federal agency regulatory ac-

23 tions. Such process shall be the responsibility of the Direc-

24 tor. 
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1 "§ 653. Public disclosure of information 

S.L.C.· 

2 . "The Director, in carrying out the provisions of sec-

3 tion ()52, shall establish procedures to provide public and 

4 agen(:y access to information concerning reg"ulatory review 

5 aetiolls, including-

6 "(1) disclosu re to the public on. an ongomg 

7 basis of information regarding the status of regu-

8 latory actions undergoing review; 

9 "(2) disclosure to the public, no later t.han pub-

10 lication of a regulatory action, of-

11 "(A) all written communications, regard-

12 less of form or format, including drafts of all 

13 proposals and associated analyses, between the 

14 Director or employees of the Director and the 

J 5 regl.ll<1tory <1g'ency: 

16 "(B) all written commUI1lCb."lons, legal, 

17 less of form or format, between the Director or 

18 employees of the Director a~d any person not 

19 employed by the executive branch of the Fed-

20 eral Government relating to the substance of a 

21 regulatory action; 

22 "(C) a record of all oral communications 

23 relating to the substance of a regulatory action 

24 between the Director or employees of the Direc-

25 tor and any person not employed by the execu-

26 tive branch of the Federal Government; and 
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1 thorize 

2 

3 to final agency rules issu 

4 (D PHESIDE:':TlAL Al:TIIOHITY.-Nothing in this . .-\(:t 

5 shaH limit the exercise by the President of the allthOl·it.'· 

6 and responsibility that the President othcl\vise possesses 

7 under the Constitution and other laws of the United 

8 States with respect to regulatory policies, procedures, and 

9 prOfo,'T(U11S of departments, agencies, and offices. 

10 «(D....TECH?'IC;\L A;\'D CO:\FOR:VII;\,G A:'IIE:\J >:'II I~:\"1·S.-

11 (1) Part I of title 5, United States Code, is 

12 amended by striking out the chapter heading and 

13 table of sections for chapter 6 and inserting in lieu 

14 thereof the following: 

15 

16 

"CHAPTER 6-THE ANL\.LYSrr 

REGULATORY FUNCTiU1"It'; 

"SUBCHAPTER I-REGULATORY A.'\ALYSJS 

"Sec. 
"601. Definitions. 
"602. Regulatory agenda. 
"Goa. Initial regulatory flexibility analysis. 
"604. Final regulatory flexibility analysis. 
"605. Ayoidancc of duplicativc 01' unneccssary analyses. 
"60G. Effect on other law. 
"607. Preparation of analysis. 
"60ft Procedure for waiver or delay of complet.ion. 
"60!). Procedures for gathering comments. 
"610. Periodic re,~ew of'rules. 
"61 L Judicial review. 
"612. Heports and intervention rights. 

"SUBCHAPTER II-IL"<ALYSIS OF AGE~CY RULES 

"(i21. Definitions. 
"(;22. Hcgulat.ory analysis. 
"ti2:L Decisional criteria. 
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r·-----cjentlyl~uce liSKS to hUll1alllleaIili.,safe 

2 

3 

4 

5 

6 

7 

8 

9 

el1\~ ronment. 

(n S.\ \T\"GS PH<)\'I~I<):\" .\:\"J) '"I>J("L\I, RE\lEW.­

(1) b: (;E:\"EH.\! Aothing in this section shall 

welif'" an\' statutory standard or re-
4~' .. ' 

esigl1ed to protect human health, safety, 

0/ emironmcnt. 

(2) J"j)j\'L\L !{E\·!E\\·.-Compliance or non-

compliance b~" an agellc~" "ith the provisions of this 

sectiwL""'shaU=11ot·be-~sul)}ecfloJUi:1icia1"FevteW':'" L----- ( 
II SEC. 7. EFFECTIVE DATE. 

12 Except as othen\ise prmided in this Act, this Act 

13 shall take effect 180 days after the clate of the enactment 

14 of this Act, but shall not apply to any agency rule for 

15 which a general noticp of prol'()!"ecl rulemakinp- ;" ~'. 

16 on or before such date. 
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AMENDMENT NO. __ Calendar No. ~ 

IN THE SENATE OF THE UNITED ST ATES-I04tb Cong., 2d Sess. 

S. __ 

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

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

Viz: 

2 At the end of the Committee amendment add the following: 

3 SEC, -' ELIMINATION OF REDUNDANT ADMINISTRATIVE 

4 REQUIREMENTS AFFECTING NEGOTIA TEl) RULIl:M.AXING 

5 (a) Section 564 of title 5, United States Code, is amended 

6 by adding at the end the following: 

7 "Cd) The publication of notice under subsection (a) and the 

15 period for conunent under subsection (c) shall be in lieu of any 

9 requirement for notice or for filing nIl advisory committee 

JO charter under sections 9 or 14 of the Federal Advisory 

11 Committee Act." 

12 (b) Section 567 of title 5, United States Code. is amended 

13 to read as follows: 

14 "Notwithstanding section 14 of the Federal Advisory 

15 Committee Act, a negotiated rulemaking committee shall 



--- --. ---- --- --

2 

1 terminate upon promulgation of the final rule under 

2 consideration, unless the agency, after consulting the conunittee, 

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



" 

EXPl.»JA.TION OF TJIE: AMENDMFNl' 

SECI10N_ 

Section _ added by this amendment. eliminates two points of redundancy between the 

Negotiated Rulemaking Act of 1990 (NRA) and the federal Advisory Committee Act (FACA). 

Subsection _(a) deals with the r<:dundancy between the mechanisrru: 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 PACA to prepare and publish 

cnarters, every two years, for advisory committees is made redundant by the requirement in 

section 564 for extensive notification of the public regarding the establishment of a negotiated 

rulellUlking committee (including publication "in the Federal Register and, as appropriAte, in 

trade OJ otller specilllir.cd publications" and for Q public comment period of at least 30 days. 

Further, sillce it is envisioned by the NRA that negotia.ted rulemaking conunittees routinely 

remain in existence until the publication of a. fmal role (which may take several. years), there 

would seem to be little point in forcing 0. rechartering of the negotiated rulemaking committee on 

an arbitrary two-year schedule. l<1naUy. the formal chartering process"under FACA, in practice, 

involves numerous levels of review within agencies and is oflen a timc:-con~uming buccllucratic 

step. Since the purpose of the NRA is to encourage this innovative form of rulemaking. any sllch 

bureaucratic sLep (and particularly one that must be accomplished before the committee can meet 

or take any substantive action) needs to playa unique and valuable role, which is not the case for 

cl1anering. Thus, the carrying out of the requirements of section S64(a) and (c) are made to be in 

lieu of any requirement for an advisory committee charter. and negotiated rulemaking 

committees can thus begin to meet once me public comment period under sectiOD 564(c) hili! 

expired. 

Section _(b) deals with Ihe automatic sunset, every two years, of advisory committees 

under FACA (unless rechartering takes place). As noted above, section 567 of title 5 envisions a. 

limitation on the life of the negotiated rulemaJcing committee that is organically related to the 

rulemalcing process itself. and also provides for the agency to specify another termination date, 

after consultation with the colDmittee. The sun5et provision in section 14 of FACA (which may 

be approprilLtc for advisory committees that cIo not have their .cope and activities tied to a fIXed 

agency decision) does not serve a useful purpose in the conte~t of the NRA. and so section j61 is 

amended and made to apply in lieu of section 14 CJfFACA. 

1 
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AMEND:MENTNO. _~ 

I 
I 
! 

Calendar No . ...J 
I 
j 

i 
1041h Congo, 2d~ 

i 

I 
; 

I 
; 

i 
i 

. i 
AMENDMENT intended to. be proposed by Mr. JOHNSTON (fo~ 
~~mm ) I 

I 
V~ i 

! 

At the end of the [bill] [Committee amendment] add th~ 

following: 

SEC. _" RULE MAKING. 

Section 553(b)(A) of title 5. United States Code, ~ 
I 
I 

j 
amended to read as follows: 

"(A) ro intetpretative rules, general statemen.m of ·policy j 
. . I . , 

guidance, or rules of agency organiZation, procedure. or practic9 
i 

(and such mles, sTarements, or guidance shall not have genera1j 

applicability and substantially 8J.ter Or create rights ml 
obligations of persons." outside the ~~cy); o~ 

! 
I 

I 



SECIlON_ 

Section __ added by this amsndm8II4 IIIIIB!Id8 seclion 553 of title S. United SJcs Code. 

govcming infunnal (notice iDld comment) m1emakfn,. section 553 was iniIiaIly JsctM as 
I 

section 4 of the Admlnistra1ive Procedure Act. or APA (PL. 79-404, JUDe 11. 1946l 60 Stat. . 
I 

231). and was recodified to section 553 by PcbIic Lew 89~554 (Scptanbcr 6, 1966. 80 5,tat- 383). 
I 

The cm:rent: section 553(b)(A) contains an exemption far .... u:netpretati:ve ruleS. general 

statements of policy, or roles of a.gpnq orgaruzatioo. procedme, or practice." This dxemption . 

does not apply to the entire section 553, bat only trJ the requllc:mt:n1: fur gmeral ~otice of . 

propa5Cd rolCIIUIk:iDg (and the re1ared requiremtllilS goveming informal rulemal::ing ~ure in 
i section jj3(c)). i 

This amendment c1ari£i~ that the "'inn:rpr~ rules. general statementS t policy. 

guidance. or rnIes of agency organization. pmcedme" which are exempt from n<}tice-W­

comment procedDxes under section 553(b)(A) cannot have "general appli~ty and • 

~y alta- orc=m: rights or obligations of pCrsons outside the 3!if,eDr:y.- It :reinfort:eS. in 
I 

statUtory 1.aI!gaage,. the distinctions tIIat bave evolved in admjnistl3l:i.ve case law betvJeen such 
: ! 

agency statamenb: and niles with the force aDd effCct of la.w that must be promulga#:d, uuder 
. . ! 

~on 553, using nctli;c-aIId~lIlII!eIlt pri,a;dnres.. I 
. I 

The following mSClmion treats each part of this key plnue, focusing first on theiPrinciple 
I 

of general applicability. then on the principle of creation of rights or obligations (or ('binding 

effi:ctj, and finaIly on considerations of the difference between bindlng effects ~ the 

. ageccy and outside the agency. These principles IIl'8 discnssed IOpecifically in mlanon to 
_. '. i 

mtmplelliiive rules, g=emI ~ts of poIic:y. and guidance. lWles Of ~ncy OI'gIjnkarion. 
. ! 

procedw;e. or pr3CIice are discussed separately at the end oftbis section. 

General applicability. The lan.,auegv in ifQ section 11ll0Wl! an a",""CllCY ito is= 

interpretations, policy statemeD1s, or gnidanc:e. that is 3llplicable to a particn1ar penjon for a 

particular regulaIed slmaIion without following sectiOn 553 mlemaking procedures. ~ agency 

is not able to use that p= of individnatjred interpretations, though, to address ~ of 
. I 

gencml appUcability to a larger number of individnals OI' groups if snch aD "":in~on~ wm 

be applied so as to SIlbstantIaIly alter or create a light of such a Iqer number of pen;onb outside 
. I 

tha agency. It ~ intended thaI a. pert>OD affected by the $crt of "i:nteq!retarioo" ~bCd in the 
I 

1 

I 
I 
I 



• 

preceding sentence would be encitled to assert that sm;h "inUlIpu:tation" ~ in fact a ~tive 
rule_ But that. petSOIl woald bave to demonstrate that the rule bad general applicability ~d that a 

class of persons beyond the individoal and ouiside the ~<>ency, after adoPtiO~ of that 

interpretation or policy stAtement. bad bc:cn gi:vcn scbstmrtWly new rights or ObUgati~ or had . 
. i 

rights !;If obIi".aations wnich bad been SlJb<:!'antiaDy alte.red., I 
. . I 

ugislative and non-legislative rules. The distinction between (1) tul~ t1mt havcjthe foIt:e 

and effect of law rmd hence are subject to notice-and-<:omment rule making under ~on ~~3 

(hereinafter refe:ned to as "legisla.ti.ve Xules") and (2) other kinds of agency statemanta about laws .. I 
and their requlrements has been the subject of extensive case law and legal corume~ over the 

yeats. The APA does Dot explicitly invoke !be renn iegisla!i:ve role~ to describe ~ must be 

subject to notice and COIlJIlleIlt mIemaking, bat ~e[- discusses the types of "rules" (~der the 
: , ' 

broad definition in section 551(4» thAt shoald be c:aempt £rom notice and comment I Corrent 

case law has =liausd.vciy probed me distinctions aioolIg legislative rules, in~ rules. 
• 1 

and ge:lleml statements of policy and guidance. See K.c.. Davis and RJ. Pi~=. lr, , 
I 

Administrative lnw Treatise. Third Edltion. 225-248 {hereinafter referred to as the "Tre¥>eJ-

Legtslmive ruIa vs. trrrerpretative rules. 1bere are three important dlfferencesibetween 
· , 

legi$Wive rules, which ate subject to notice and comment rulernakin;!;. and ~ xulc::5, 
· 1 

which 8l"e exempt £rom the: notice and comment ~ '!be clistinctions bave ~ well 

established in SUpreme Conrt derision mal:iDg for more than half a cenlllIy. q. lhl4rican 
. . I 

Telephone &: Tekgri1ph Co_ y_ United Stt:izes. 299 U.s. 232 (1936) and Skidmore v. Sw;ft &: Co" 

323 U.s. 134 (1944). These distinctions are pre;;erVed in this amendmeIIt. FlISt, a ~gislative 
mIe bas me SIIIJle binding effect as a statl1le. It binds members of the pnblic, thea."ooehcy, and 

I 
even the· courts, in the sense that courts mtlSt affimt II. lcgi31lllive tul~ iIS long as it rePj:e:sents a 

vtilid c=rci.sc of agency aIIlhority. By contraSt, an imerpreGllive ruIe that interprets a ~ is 

not binding. of ~ on =nrts or t.be public_ A C:OUl1: may Give binding effect to II. POsiufn mkcn 

by an agency in such an intetpzebltiyc ~lc, but in such it case it is the court mat profides the 
, I 

binding effect. and the agency'S position only serves· as a potentially pe.zxua£ive poGiIioi1 for the 
I 

court to adopt. Second, an agency has the power to issue a legislative role only if wid to the 
I 

extent Congms:J bas cwthorizM it to do sO. By r;;onuast. any agency has the inherent power to 

~ intel'preunive roles. Thinl. a legislative mle can impose distinct obligatiOD.s on ~bers of 

the public in addition to those imposed by swure. as long ,as the me is within the ~ of 
! 

tulemaking authority· confened on the tJgC'IlCy by S1atoII:_ By conn:asr. an in~ve rnIe 
. . ! 

cannot impose obligations on citizens that exceed thase fairly alttibutahle to CongteSGi through 

2 

i 
! 
i 
! 
I 
i 
i 
I 
I 



I 
I 
I 
I 
I 

. the proce$S of mmto~ ml&rpretarioQ. . (In the C8$e of GIl intcaptctativc mIe that ~Wns a 

. statutOIY provision coIJtaining a mandate. the ~ of the intmpretative rule Jnght use 
I 

m:.mdaIory language in spelling out the pre-existing duty contained in legislation, withoUt thereby 
· I 

becoming a IegWative mIe-while the use of Il:ImIdmory language in a p ..... pmlLd ~nt of . 
. . ; 

gencm1 policy or guidanc:c mi~t indicare ttJa! the agency smrement is ru:tnalIy a ~ve IUle.) 
· i 

These COnsideraliODS :ue consistent with a n1llllbcr of tests used by the comt in A1=rican . 
I 

M"rning <Angress v. Mw Safoty and Ht!tZlrh Mministrarloll, 995 F.2d 1106 CD.C. C"lr. 1993). In 

distinguishing between interpretative rules and legislative rnIes., the court concl~ th:a an 
., I 

~aency SIlItemeIJt is a legislative rule. and not an irttetpretative rule, if any of the following 
· i 

questions can be answered in the affirmative: "wIu:ithcr- in the: absence of tbe rule mere would 

not be au adequare legal baSiS for emorcement action or other agency action to confer ~ne.fi1s or 

ensure the petfoaD:mce of dmies" (Le •• whether there are distinct obligu.tiOD$ in additiO~ to those 

in the :rtattIte), "whether the II,.,"eD.CY 1= cxplidtIy invoked its :enetal IegislaIive amhrn!ilf [Le .• 

whether the agency. in making the statexDent, is mva1cing its power to issue legislative bres), or 
· I 

uwhether the rule effectively amends a prior legis~e rule'" (i.e~ an alteration to a Iplative 

rnJe C8I1 only be made by cnot:hcr Ic;islative rule); m F.2d at 1112. A foorth test mentioned. in 
I 
I 

Amolcan M"rntng Congress. whether the asenc:y has pcbUd1ed !he rule in the Code of Fedeml 
! 

RegolatiOJlS (<hawing on the authm:ity in 44 U.s.C. 1510 fur the publication of a Code ot"Fedeml 
i 

R~ons containing '"the dcv:mren1;S of each ~cy of the GovemmeIlt baving general 
I 

applicability and legal effect"). was subsequently qualified in large IDea5tlCe by the ~ ~ttit 

in Health 11fSU1't1IlCe Associtrr:Wn v. SFuzlala, 23 E3d 412, 423 (D.C. C"~. 1994) (publi~on in the 

Code of Fcdaal Rc:guIations is no more than "a snippet of evidence or lIe<>ency intemD. and a . I 
close reading of 44 US.C. 1510 ShoWi that even this, qnalified test is not per&18S1ve. Npthing in 

section 1510 prohibill3 or discoumgcs the pubIicmicm of intclpIetalive roles or othel: agency 

SIalCIll u1:s in the Code of Federal RegnJal;ons, and many agencies use the CQde to PUb~ their 

most impottant mtezpreWive nde& and policy ~ Sncb publicatioo facilitates + a=:s 

of affected members of the public to the most importlmt agency interpretations and poli~ and 

$lrould be encoora"oed. In dislingu:i5hing betWeen legislative rules and interpretative bres (or 

otbet' agency statements) UDder the changes to section S53(b) IIl!Idc by this amendIm:n~ it is not 

intended that C01.lrtS cpply the test tI:w my rule: published In me Code is Ipso facto a legislative 
I 
I 

rule (see the nexr section for relaIed C(1!TlJTJffl!ts. about the lack of nsefulne:ss of "fu=" iteslS for 
I 

.. j 

distingnimins between legislative mles and other as,ency staIemems). Such a =t will prevent 

agencies from publishing their most important interpretative roles and policy ~ mthe 
. I 

! 

i 
3 ! 

i 
I 



I 

I 
I 

. I 
Code out of a concern that such publication will expose those ~cy statements to mv\ilidation 

on the basis maE they were actUally legislaIive rules iSsued withoot notice and comment I 
Revenn.e tUliogs issued by tb$ Infernal ReveDUe Service IIIC common ~les of W!m this 

· I ~t conccivt:S of as genuine interprewiveruIes. exempted trom normal mlfZJD3H Dg 
. : I 

procedm'es under this new section 553(b)(A). Where a Rsv6Illle RnIing assists ~ns in 

complying with th$ cax 1Hws. bill: doeS not ~ !ICW rights or obligations, or alta iose that 

exist, it will be exempted from notice and comment procedures as an interpretative rule. : 
. : ! 

Legislative rules V$. gene:ral stateme1t1S of policy and guidance. The notion of rmnding 
effect" is also oseful in distinguishing legislative rul~ from gem:r.a.l SOttaiJents of pOlicy and 

· I 

:u;idance. although in a sliehtly differem way than for the case of distingoWling IeglSl~ve wles 
. . I 

from iJJterprebdive rules (q., the discussion of mandatory language in intetprewive rW;es to the 

following discm:rion). Many a.,coem;y Sidle II 1011:5 = considernble confusion to me P..b,liC and 
. ! 

the courts because of the agency's c:haice ofIangnage to characterize the effect that ~ agenc::y 

intends to have. An agency sometimes cbmcterizes the intended effect of its statemeht in the 

lan.,auage of command in one p~ue, e.g., "I:egtI1alees lIIIlSl, ~ and in \:be language of #erence 

In otbetpsssages. e.g, "'Iegul2rees should. ~ Sometimes, tile Ulixtute of such language i1; ~ly a 
· I 

reflection of pre-existing rights and obligations eontainc:d in the law or lcgi5latM; nfc being 

dC5C:ribcd ill the a.,aency statement.. Somedmes. \:botlgb. such ambi,.anity is doe to sI~S or 

indecision, and sometimes mch ambigtUties are created intentionally for str:ttegic purpo~ For 
I 

example. a st!temem: labeled. as (orin the "form" of) a general. sta1emem ofpolicy or a guidance 
· I 

document can. have coercive e1feas, to the eJWmt tbaI: an agency possesses sii;nificant 
.. ! 

discretionary powex over a class of regulat.ees who "comply voloutarily" with an agency's 
.. I 

nonbinding, swemcnt of its preferred policies. As the TrearT.se nOteS, in lh= and simiIaf ClISeS: 

-An a&eQC"Y might wa:m to issue a statement tb.al: bas binding effect without folloo/illg 
. . . ! 

the notice and COil:Jment pnx:echneo; ·mandated for I~1aDve rolerIl2!kiDg and wilhout 
. I 

siIbjecting its statemeDt to the kind of "semting and careful" judicial review c9IIrts 
typicallY apply to legislative mIes. To finther these illegitimate· strategic go;ili\,. an 

. 1 
agency migbt intentionally use amblgnous or inco~t l.an~ ill the hope thl\t its 

· i 
regulAlI:eS will give 11:5. statanent binding effecJ:whIIe m~ couns will ~ the 

stm:ment as an =lilewabIe general. statement of polIcy exempt from notil:e 'I and 

comment prc.cedmes. ... 

"Thebeanty of the 'binding effect' test lies in its ability to fmStrnie agency atte~ to 

use ambigoityto furt:ber illegitimate strategiC goals. A court may interpret anani>i~ous 
I 

i , 
4 
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I 

stmcrnent lIS biDding or nor binding. lm1 the agency cannot have it both ways. If ~COurt 
conctndes that tile apu:y .itatemant is binding in some important rcspcct, it ~ hold 

that the st81ernent is I!. 'rule' that can be promulgated only through the use of t'1JleJlcing 
'. i 

procedures and that is potentially reviewable to the same extent as Imy oilier mlc. If 
. . I 

instead the court concludes that the stmementis 11 genctal statcr:m:nI ofpolicy. c~ will 
j 

Dot permit the agency to give its statement binding effects on members of the p$lie." 

(Treanse ar 229) I 
This amendment takes the view tblI11he pmctical ilJH'll\Ct intended by an agency In rQaJdng its 

~ ! 

SWement is the IIPpropria!e goide to use in dere:mrtning whether- that statement is a ~gislative 
I 

mIe or a statement of general policy or guidance. The mere fad: that an lIoeency ~ a rue 
· ! 

as an inteJ:pretative rule or as gulcUmc:c or as It gcnctal snttement of policy, or the merEi fact that 

the "form" of the rnIe is that of some other kind of agency statement, cannot serve as J ~ 
I 

for determining whetber or not it is a I~iativi: role. If the court conclTJdes that ~ agency 
I 

st:Uament is intended to have binding effect3 otItsidc the agency, and is serving as an imfFpendent 

50= of those: binding- e1l'ects. the comt. shoWd review the sbtement with reference to ithe ll81IIe 
:. i 

snbstantive and procednr.Il criteria that would apply if it ~ promrilgated as alcgis\ati ~e rule. 
· I 

This view is :ropponed by ACUS RecommendaIion No. 92-2. "Agency Policy Statements." 
· I 

As in this amendment. ACUS decided that the "binding effect" test should be keyCd to the 
I 

.. I 

practical impact of the agency statement: -A document thaI: was not issoed pw:swmt tf section 

553, and therefore cannot be binding legally, may nevertheless be biDding as a practical!zmtter if 

the agency treats it as dispositive or the issDe thitt it addresses." ACUS, "Agenclr Policy 
I 

Statements (Recommendation No. 92-2)."1 c.F.R. §305-92-2 (1993). 0.3. In me CO~taIy on 

its Iecommcndation, ACUS staled:·. I 
"The Conference is concemed. however. abottt situations wh.eIe agencies issue wlicy 

I 
statements whidJ. they treat or which are reasonably regarded by the public as b~g 

and dispositive of the Issues that tbey address. The issrumce of meh b~g . , . 
I 

pronouncements as policy statements does not offer the opp<JItUIrity for poblic COIllIpCnt , 
which is nonnally afforded during the noti=-aIllkoIIIIIlellr ruIemaJdng process feu: ~ 

whieh have the force of law. CourtS have fre.qi1enlly ovemrled agency reliance on ~liCY 
I 

statements as binding on affected pea;ons. ! 
"Where the policy statement is treated by the agency as binding. it operat1!S ~y 

. . l 
as a legislative rule bm: withOut tile notice-and-comment protection of section 553. It 

may be difficnIt or impossible for affected ~ns to ¢hnllengr: the policy ~~ent 
! 
! . 



withiQ the agency's own decisiOIllll. prcx:es3; they may be foreclosed fi'om an oppo~ 
I 

to contend that die policy &aIelIlellt is llDlawfnl or unwise, or that an altemative tiolicy 
I 

mould be adopted .... The public is therefore denied the 0pp0rtImity to coIDIIDJt aa/3. the 

agency is denied the edU<:ll1ivc: valUe of any filets or arguments the party may \have 

tendered. The Conference believes that this ODIl:Ome should be avoided.. ... " ! 
I 

. I 

In Pa.cfjic Gas &: Electric Co. v. Federal Power Commission. 506 Fold 33, 38 cp.C. Cir. 

1974), the court provided a useful test of whether a ~oency statement is "binding and 
I 

dispQsiti.ve": "'when the a.,oency applies the policy jn a particnlar situation, it tml5t be ~l>ared to 

mpport the policy just as if the policy statemem had never been issued." If the a.,aency J.ovides a 

re85OIl4bly nc.=.si"blc zmd aaholc forum for atl'ected pemlns to challenge both \a. policy 
. I 

statement (or guidance) and its application. do =\10, when the policy stateJJJelll: is appIi1- it will 

probably avoid silDations in which the agency stali!ment is "reasonably regarded by the public as 

binding zmd di:ipo~ti.c of tile issnes.-· i 
The.Adminisf:rative Conference ~cally recommended that agencies Spccifidny state 

in agency ~.of geoerd policy that they wish m promulgate miller the exenbtion in 

3~on 553Cb)(A) that such statements are not binding. and that this nonbinding.nature tk to the 
I 

. extent practicable. "communicated to alI pe:r5OlI5 who apply them or advise on the basis iaf them. 
I 

including agency staff. coonsel, administrative law judges. and relevant stiJte officialli." 1lris 

. d • ouJdbe cell ··ch· I thi' I ~0Wl suggesnon w an ex ent way m whi :to mxp ","em s sectIon. ; 
. I 

The pteceding dise1lssion is not meant to imply that gc=mI statentenb of P,olicy or 

~dance need have no effect at aIL A5 the comt obserVed in Pactttc Gas & E~C 0., 
I 

ilonbind.iIJg ~ Sl3Iements may have many etfectl;;: I 
"As an informational device, the geIlenn stmmlent of policy c::ncournges Pf'liC 

dissemination of the agency's policies prior to their actna1 appli.calion in partiCular 
sinr.a1ions. Thus. the a",crency' s initial Views do not remain secret bm are disclosed Wl;!~ in . , 
advance of their tlctnal appIicelion. AdditiOIJally; tfie publication of a gen.etal SIl!IeJbent 

of po&y faciIitaIes long range pIaniung witbi:n. the regulated industry and proJoI:e6 
, I 

uniformity in areas of natjooai conceni.. ~ J.d.. ' 

These same considerations wotlld be tmc of other furms of agmcy goidance. as well. 
. I 

Bindmg Filect Required to Be ~ th£ Agency. Additionally, the langnagb in the 

reviSed section 553{bXA) stipulates that these binding effects take place on persons ombde the 
. ,I 

agency. This is intended to permit stmemcnts of g=ctaI policy to "'bind, ~ or affect the dfsaetion 
I 

of, an agency or its staff withom niggeriDg the notice and comment provisions of sectioni553. A 

6 
I 
I 
I 
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I 
binding by the Agency of if., OWD discretion does not,. by it5:elf. "sub&tantiallyalter or + rights . 

01" obIigarlollS of persons cmtside the ~ within the meaning of tlli! n:visiOD f section 

553(h)(A). Thi$ point: is genemlly consi.m:nt with c:ontt:mpornry administraIive case; Jaw, but 
. I 

intentionally runs comtter to one circuit coort opinion, in Community Nutrition ~ v. 
I 

YOTDIg, 818 P.2d 943 (D.c. Crr. 1987). which held that policy statements that pmport ~o "bind" 

agency Iitaff eooId only be issued ~ ascm notice and comment. roI~. This 

amendment ill in aa:ordance wirh the view express;ed. in the Treazise that: 
; , 
I 

"Tha!: bolding wooId create homole iucelrtives for agencic:s if it were fon9wed 

generally ..• If agencies IIIC aIJOW'Cd to establish poUcies that limit their discretion ~ that 
. I 

of their employees only through use of ~e and time-consuming noti~ and 
. I 

co=t procedme. they =ly will choose to limit their cfiscretion at aI! or to limjt the 

discretion. of their empJoy= charged with enforcement and pro~ 
; I 

Ie5{lODSibilides. Thns. the hoIdil)g in Comnr:.miry Nu:tmwn inevitably would yield an 
; I 

administr.Itive law system in which tem of th~ds of iDdividnaI a..aency emplqyees 
I 

have virtnally un~onstrained discretion and in Whkh neittle:r affect.ec;! members of the . i 
public nor poJitic:aD.y accOlm1l!b]e govemment officials would be able to prcdici the 

! 
action of those employees. b Treatise at 232-233.· ! 

i 
The Administrative CcnfcmIce also supports the intent of tbis amendment on this pomt, in its 

I 

recommendation an "Af!l!ncy Policy Statements." by stating that agencies shoul~ not be 

! preclnded' 
i 

"from making a policy staTement whiCh is amhorilative for staff officials in the mtkest 
I 

of administr.ttive lmiiormity or policy coherence. Indeed, agencies an: c:~ to 
. ! 

provide "midance to staff In the fonn of manuals and other management directives !as a . . I 

lIICIIm to ~Iarire employee action that dIrectly affects the public. However, they 

should advise &t:Iff that while instructive to them, snch policy ~dance doesi not 

constitute a sUIndmd where nonc:ompliimce may fonn an Jndependent basis for ~,n in 

IIli!!1a5 tbat delemJjne the rights and. obligxtiOllS of :my person outside the agcn,by." 
! 

ACUS,Id. . i 
This ACUS recotnrnerldation also includes a ntllDber of other provisions that are co~ded to 

the attention of a"cencies, as it will help them to better irnplemeut th~ principles unhertying 
.. I 

section 553{b)(A). lIS aro.ended hare. . i 
I 

RJde.s of Agcnc:y ~n, Pnxed:llre. or Practice. 1.1ds ameQoment ~ the 

~g exemption in the APA for mle$ of agency organization, procednxe. or p1'lICtiee. This 
I 
i 

7 ! 
j 
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................... , .... 

exemption = proved difficult. for courts to apply in the past. pan1t:nlarly in me gray area. . 
1 

comprisiug rules that wold be c:haJaaerlzed equaUy Ill: well as being substantive. cd heDCe 
. . I 

legislative. or as being pmceduraL As the TT~ notes! "'There arc scote$ or 10k com 

opinions that apply the procednre[-lsnbstance .futmcncn to a wide variety of agency ~ that . 
. I 

are diffi<mlt: to elassify. They foml an lIIlticly body of law that defies accurate ~ 
.. I 

treaunent. M 7rea:tU2 at 250. In applying the exemption for m1C3 of agcnq orP,uizaticn, 
. I . 

procedure. and practice. it ~ intz::ndcd tim agencies and COnIts apply tbe standard co~tained in . 

the Adminisaative CoafereoCe's recommendatiou: on -rhe Proeedor.d and ~ce Rule . 
i 

Exemption from the. APA Notice and CommePt Rulemaking RJ:qutt=ts (Rc:co.darion 
.1 , 

No. 92-1)," 1 C.F.R. §305-92-1 (1993): I 
· I 

"A rule is wiIllin the terms of the exception when it both (a) relates solely to ~ 

mel:bods of iDtBmal opemtions or of interacting with regulated parties or the public:, and 
! 

(b) does not (i) signifiwmtly affect condDCt. activtly. or a subst:m1ive interesttb31: ~ the 

• I subject of agency jmisclirfioa, or [D) affect the sIandanfs for eligtDility for II. ~t 

~~" I 
ACUS further defined the 1lmll "prOi['8ll1" in the above 5t:mdatd 2$ being "meant 1'0 be 

I 

inl:erpreted broadly to include, among others, those iDvohing benefits. COll1Ial:ts, licehses, 
· I 

pemrits. aqd Ioc:m. guarantees." i 
. i 

This amendment :suppons this scope for the exemptioD from the requirements of ~on 

553. For example. then. mle$ SUch 3$ those goveming condnct of fonnal hcariQgs or ~ · I . 
ex ~ mles. IUId mles c:oaccming the b&l:5incss hOllIS of the a,.aency would be emmpt;. In 

! 
conttast, rules setting criteria for determining the $everity of enforcement sanctions, levelB of 

I 

civil money penaltieS. or application requiremruI:S that serve to limit. eligibility (or a 

govermnent benefit ptogmn would DDt be able TD: use tbis exemption from nonce\ and 

cotnmcnt pwcedtm:s. ! 

I 
! 
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AMENDMENT NO. __ 

I 
I 
i 
I 

Calendar No. _I 
! 

I 

IN THE SENATE OF THE UNITED STATES-I04tb Cong., 2d. Sess; 
I 
! 

S._-,-_ 

i 
I 

! 
AMENDMF;r.."T intended to be propOsed by Mr. JOHNSTON (fot 
himself and ) I 

VlZ! 
; 
I 
I 
! .. I 

At the end of the [bill] [Commirree amendment] add the . , 

following: 
\ 
~, 
, 
! , 
i 

SEC. __ RESPONSE TO PETITIONS~ 
I 

Section 553 (e) of titleS. United States Code, is amended-j 

(1) by inserting "(I)'" before ""Each""; and 



r 

1 

, 
; 

! 
i 

_ 2 . I 
.. I 

and evaluate the effect of granting the petition on achievingi 
i 

2 stat:n:roIy objectives." 



SECl'ION~ 

Section_ added by this amendroent, emends sWOIlSS3{e) of tit1e 5, United S~ Code, 

govcmin~ petitions for informal (notice and comment) m1emaldng. to provide req!memeuts . 
govemiDg agency baud1ing of petitions receivecllII!der sectiOIl 553(e). ; 

I . 
· I' 

Section 553(e) st4Ic~ that '"Each lI",<>cney sball give em mtucstcd pcrwn ~ tight tb petition 
. '. I . 

foc the issuance. amendment. Or repeal of a rn1e." Subsection (e) does nat apply to ~ories of 

xules made exempt from notice and public COlIl!Ilent procedure by section 553(11.), bIlt clber than . 
· i· 

tulcs in the topical areas li5ted in seaion 553(11.), sCctioo 553(e) g<merally applies to jru1es" as . 
. i 

defined in section 551(4). illclnding I~e roleS, interpret:uive mles., general stahmvmt.s of 
I 
I 

policy. and organii,miODal and procedt!ral rules. i , 
Ir..hcrcnt in the right to pc::tition is 1hc right to a response to the merits of ttJe peWi~. In this . , 

regard. it appears tl!ar: the drafters of the original APA intended that the identical ~ment$ in 
I . 

section 555(e) ("Prompt notice sball be given of the denial in whole or in part of r written . 

opplication., petition. or other r-t:qJ.IC5t of an inr.erested person made in connection with 8l).y agency 
· I 

proceeding Except in affirming a prior deDial or when the deni31 is self..explaoatory, t'be notice 
i 

shall be accoII!pGIlied by a simple ~t of prot=daml or other grotmlb." 60 Stat. z,«l) apply 
I 

to denim of petitions for role ma};Jng under seaton S53(e). Sen. Report No. 97-305. !ritb. Cong .• 
. : ! 

1st Sess., 31 (19&1). It also appean; that the original APA envisioned ooIllS degree ck judicial . 
· I 

involvemelIL "The facts or consider.!Ji?ns brought to the attention by the agency ~Y such a 

petition might be mch as w require the agency to' act to prevent tbe rule from continuing or 

becoming VIlID=lble upon judicial revieW." Sen.. Doc. No. 248. 79th Cong.., 2d Sess~ 201-202 : 

(1946). I 
Thus. under CUI:IeIlt case law. the '"re;Jectlon- Of a petition on a "IImlDlll.j' b2SiS may be 

. '. I 

~ded with insttuctions that the aseney deny th~ petition on the merits IUld state 4 teIISOlllI . 

for doing so. Notional Organm:manfor the Rt:fimil of Mari;juano, lB.ws v. Jngersou.. 1497 F.2d 

292 (D.c. eIr. 1971). The D.C. CiIcntt haS also beld that agency denials of pe!itioJ for rule . 
· !. 

making ate generally SIlbject to jl.1dicial review, but With II!l "extremely 1lCIrOW" scope if revicw. 

WWHT v. FCC, 656 F.2d 807.818 CD-C. Cir.1981). The conns bave geuemUy ~pIied a 

deferential SIlIIIdard when reviewing agency denials of petitions or when reviewmg agency . 

decisions not to issne mIes, after conductin~ a mIe making in re5pOO5e to 0. ~ For . . 
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" . 

, 
I 
I 
I 

I 
I , 
i 

example, in the hitter sitwuiOll, the D.C. Circuit has held thi!t 1his dc;rcc of dcfcIeDj::e to the: 
i 

a.,aency. "wbile DIX ememe. is very S!ibstaDtiaL~ Coruun!D- Fede.radDn. v. CoP1SlOlU!F. Product 
i , 

SDfety Commisrion, 990 F.2d U98. 1305 (D.C. C"u-. 1993). i 
The purpose of this amendment" then. is to clarify and codify the case law in ~area. to 

prevent further occmrences of instances where petitions have lan"ouished for yeaxs a~ an , 
agency response. Thus, agencies are instmcted to provide a. ~vc ~ to jpetitions 

under so;tion 553(c) wilhill 18 months. along with a srnremern: of the reasons for grl.ming or 

denying the petition.. The existing dgIlt to judicial review of stICh agency action, ~der the 
! 

prevailing standmd of review, is affirmed. A'YtJiliIhility of agency == or other !statutory 

mandates are explicitly Il3IIled as factors that agencies may take into account in =Pfding to 

petitions. i 
. I 

These change:! are not intended to pcmUt the ~ment of agc;nei~ with J?CIit:ion:s mId 
" i 

lawsuits. As Judge Leven!:llal stated in O/JatD Oropter afthL NavaJD Tribe v. Tram. ~I.S F.2d 

654, 666-667 n. 19 (D.c. «:"11'. 1975), "We am by no means demending colllpIehensive ~ 
. I . 

to frivolous petitions, but nor are we sanctiCJJring.:mIIllDiIIY ~ of IIlrrituriow; c1pms ...... 
I 

These changes are premised on the belief that agencies; dlonld respond 5eOmtSly, andiwi%hin a 

reasonable time, to petitions from the public. . ! 
i 
i 

10 



AMENDMENT NO. __ Calendar No, _ 

IN THE SEN~TE OF THE UNITED STATES-I04th Cong., 24 Sess. 

s. __ 

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

1 Viz: 

"2 AI the end of the [bill] [COmmittee amendment] add the 

3 following: 

4 SEC. _, REASONABLE AND GOOD-FAITII REUANCE ON 

5 ACENCY INTERPRETATIONS AN}) DETERMINATIONS 

6 (a) IN OENBRAL,-Chapter 7 of title 5, Uniteci Slates Code, 

7 is amended by ad.d.ing at the elld the following new section: 

8 "§ 707. Agency interpretations in civil and crilninal actions. 

9 "(a) No civil or criminal ganction shall be imposed by a 

10 ()OUIt, and no civil administrative sanction shill be imposed by 

11 an agency, for the violation of a rule it the court or agency, as 

12 appropriate, finds that-

13 "(1) the rule, other infonnation published by the 

14 agency under s~tion 552(a)(l) or section 5S3 of this title: 

15 (or other applicable rule making authority), and other 

16 written agency information directJy and specifically 

17 commUnicated to the defendant prior to the violation, failed 
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2 

to give rhe:defendant fair warning that the conduct engaged 

2 in by the defendant violates the rule; 

3 "(2) the defendant. reasonably and in good faith 

4 determined, prior to the alleged violation. based on the 

5 information described in paragrapb (I), that the defendant 

6 was in compliance with, ex.empt from, or not otherwise 

7 subject to, the requirements of the rule; 

!I "(3) the defendant engaged in the conduct alleged (0 

9 violate the rule in reasonable reliance upon a written 

10 . statement from an appropriate agency official, or from an 

11 appropriate official of a State authority to which haci been 

12 delc~8ated ItlsponsibUity for Jmplementing or ensuring 

13 compliance with the rule, after good-faith disclosure of the 

14 facts chat were material at the time of the detennination 

15 (including any facts requested at the time by the agency or 

16 State authority) and after appropriate review, stating that 

17 the action was in compliance with, or that the defendant 

18 was exempt from, or otherwise not subject to, the 

19 requirements of the rule; or 

20 "(4) the proposed sanction is based upon-

21 U(A) an interpretation of:a statute, rule, guidance. 

22 agency statement of policy, or license requirement or 

23 comlition which is materially different from a prior 

24 interpretation; or 
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3 

1 "(B) a determination of fact made by an 

2 appropriate agency official, or a Sta.te official 

3 described in paragraph (3), which is materially 

4 different from a prior determination of fact made by 

5 the agency or the State authority. after good-faith 

6 disclosure of the facts that were material at the time of 

7 the determination (iucluding any facts requested at the 

8 time by the agency or State authority) and after 

9 appropriate review; and-

10 the defendant, having taken into account all information 

11 described in paragraph (1) that WIlS reasonably available at 

12 the time of the original interpretation or determination. 

13 reasonably and in good faith relied upon the prior 

14 interpretation or determination. 

IS "(b) In detemtining Whether a defendant's determination or 

16 reliance under subsection (a) was reasonable. the court or 

17 agency shall consider. as appropriate, whether-

18 "(1) the defendant was qualified to make a 

19 determination under subsection (a)(2) or sought competent 

20 advice from a qualified personi 

21 "(2) the defendant sougbta determination under 

22 subsection (a)(3) or subsection (a)(4)(B) in good faith; or 

23 "(3) the ~ency or State official Who provided a 

24 determination under subsection (a)(3) Or subsection 

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

~004 
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4 

"Cc) Nothing in this section shall be construed-

Z "(1) to preclude an agency from revising a rule or 

3 changing its interpretation of a rule in a.ccordance with 

4 section S52(a)(l) or section SS3 of this title (or other 

5 applicable rule making authority) and,subject to the 

6 provisions of this section, from prospectively enforcing the 

7 requirements of such rule, as revised or reinterpreted, and 

g imposing or seeking civil Or criminal penalty for any 

9 subsequent violation of such rule, as revised or 

10 reinterpreted.: or 

11 "(2) to preclude an agency from making a new 

12 detennination of fact and, based on such determination, 

13 from prospectively applying a particular legal 

14 n:quiremem. II 

15 (b) TECHNICAL AND CONFORMINGAMENDME.N"rs.-

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

17 Code, is amended by inserting the following new item: 

18 "1m. Agency imeIpreralions in civil and criminal actions." 

19 (2) Section 701(b)(2) of title 5, United States Cede, is 

20 amended by strikillB '''sanction' ,". 



" 

SEC'TlON_ 

S~tiOIl ----' srlded by this amendment, 1.$ a modified form of the Modified Hutchison 

Amendment No. 1539, adopte.d by the Senare by a Yote of 8(J..() on Iuly 14, 1995. The pwpose of 

this section is the S8me as the Hutchison AIlI~ndJmDt-to prevent agencies from bringing 

enforcement II.Ction. seeklo; civil or criminal sanctloDs when due process and fair notice are not 

followed. In some cases, agencies have sought to impo&" SBtlctiQn, retroactivc:ly basod on new 

agen,)' interpretations or determinations of fact, even when the person against whom the action 

is b!'Qu:ht h~s ~llSonably relied. fn go04 fruth, on a prior ligen!;)' interpretation or determination. 

The principles underlying this section are generally accepted ill IIdministmive case law, md 

generally upheld by courts, as will be discussed below. Yet, [he time and expen~ involved in 

litigation in such c:ircumstan.:c:s is burdensome, particularly to srmll businesses., who lU'e often 

forced to settle a case and pay a red~ed fine beeSllU to fight for their rights IUldCI' administrari ve 

case law woulcl be more expensive. The codification of these principles is intended to deter 

agencies from p1.1r<,uing these cases in the 11m pl~, by reminding them through a clear statutory 

prononncement of their obligations 10 provide regulated persons with c::lear and adequate nO,nce 

of their regulatory responsibilities. 

Sub&ed:iOD _(8) adds II new sec:tilm 707 to title j, United States Code. The provisions of 

the nell( section 707 are as follows: 

Subsection. 707(0.) 

This subsection enu~ates four sjtuations in which "no civil or crimina! sanction shall be 

imposed by a eourt. &lid DO civi.! aciminisU1I.tive sanction shall be imposed by an aseney, for 

Violation of a rule." These fonr situations. contained in the fOUT paragrapb5 of sub~cction 707(a.). 

are a disjuncuve lest a.nd require a flnding by the cOUrt or agency, as appropriate to the situation. 

1 

~OOB 
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Paragraph 707(aj( lJ 

The fint sitwition in which <;iviI or criminal ~lID.~tions for violation of a rule are precluded is 

if the court or agency finds that the rule. other agt!D~y published by the ageneyundcr s~tion 

552{a)(1) or section ~:B Qf tille 5 (or other applicable rule making authority), and other written 

agency information direetly and s~ifi=lly communlcawl 10 the defendant prior to the 

violation, failed to give the defendant fair warning that the eonduct enSllSed in by the defendant 

violates the rule. This provision reflects an array of Federal court decisions on the principles of 

baJ:k fairn&ss and due proees5. Fo.- C>Ulmple, in Dia~/'fd ,!{Jofi1!g \I. OSHRC, ~:2S F.2d 645, 649 

(5th Cir. 1976), the court found thar 11 defendant is "entitled to fair Dotioe in ~aliDg with his 

govemmem," and if a "Violation of a regulation subjects private parties to criminal or civil 

sanctions, a regulations c:annot be eonstn.lcd to mcilD what an agency tntt:nded but did not 

adequately express." This is in aa:ord witll the finding of the. court jll Glf1.tc$ &: Fox Co. v. 

OSHRC, 790 F.2d 154. 156 (D.C. Cir. 1986) that "v,'here the imposition of penal sanctions is at 

issue ... the due process el~u&e prevents [deference to agenq interpretalion] from validating the 

application of a regulation that fails to give fair warning of the eonduct it prohibits or requires." 

Thi:s is also consistent \I/\(b the finding Of the court in Dlrt:ctor, Office ofWorku's CO!nptlTlsanon 

v. Magnlfut, &26 F.2d BU. l325 (3d Cit. 1987), ~tIlting th41 "A claimaDl proceeding in good 

faith should not be subjected to a trap brought about by an interpretation of a regulation hidden 

in tho; bosom of the agency." 

The principle of fair wamittg h~ been applied by the c:owts in both criminal and civil 

contexts. as explained by Judge Tate} in Gtllt!ral Electric Co. v. I!.PA. 5) F.3d 1324, 1329 (D.C­

Cit. 1995): 

"Of cours~. it is in the context of crimina.! liability that this 'no punishment Without 

notice' rule is most commonly applied. See, e.g., Un.ited Srmer v, National Dairy COl'p., 

372 U.S. 29. 32-33, 9 L, Ed. 2d $61, 83 S, Ct. 594 (1963) ('Crirniual responsibility 

should not attach where One coul!l not '-6B.Sonably linda-stand thaI Ills contemplated 

conduct is proscribed.'), But as long ago as 1968. ""e recognized that this 'fair notice' 

requ.irement in the civil admini~rrative conteXt. In Radio Arhens, Inc. v. FCC. we held 

that when sanctions are dnl$tic-in tbat castl. thoe: FCC dumi.o;sed the petitioner's 

application for a radio station license-'elementary fairness compels clarity' in the 

mU!l"IlI!:nt, G.nd regulations 5ettin~ forth the aCllons voitb which the agency expects the 

public to comply. 130 U.S. App D.C. 333. 401 F.2d 398, 404 (D.C. Cir, 1968); sec also 

~007 
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Mazcell Telecom nus Inc. v. FCC, 259 U.s. A.pp. D.C. 350. 815 P.2d 1551. 1558 (D.C. 

eil'. 19S7) (I)eseribing PCC' 5 lc~u.l duty [0 proVide adequate notice of requirements). 

This requirement has now been thoroughly 'incorporated into administrative law.' 

SQl611itl! lJroadw,sting Co. v. FCC. 262 U.S. App. D.C. 274. 824 F.2rl 1. 3 (D.C. Cir. 

1987): ~e alGO Rollins fEltvrl. Suv .• 1m:. v. Ef>Aj, 937 F.ld at 654 n.l. 655 (Edwll{ds, J., 

dissenting in part and conc:uning in part) (principle is not con~titutionlll, but 'b~ic 

hornbook law in the administrative context: and 'simple principle of administrative 

law'):' 

There are several ways in which the agency may provide fair wuning under pau.gtaph 

707(a)(1). The agency may do so in me tonte~t of its publ.k:a1ioll of the rule. either plainly in the 

telt of the Nle or in the lTIIUerial aC:CQrnpanying its promu!gmon. II may do so as part of 

"statements of general policy or interpretations of general applicability foUtlUlat«i lind adopted 

by Ihi:' a.gency" alId published in the Federal Register under sterian 5S2(a)(l) of title S, United 

States Code. The COMecb.on between thb n:quiIemem and fair warning is provided by the 

Statement at me end of section 552(a)(1) that "Except to the e,,;tent that a person hAs actual and 

timdy notice of the tenus tbereof. a person may not be in any manner required to resort to. or be 

adversely affected by .... matter required to be published in the FederiU Register and not so 

published." Finally. as stated in paragraph 707(11)(1), the ageno)' may provide fair wmning 

tru01.lj;h ''written agency information directly and specifically comrnuTjicated to the defendrult 

prior to the yiolation," provided that that writtcn CQttlllIunication meet the standMds of "actual 

and timely notice" cont3ined in section S52(a}{l). What an agency /Day not do is to usc CI 

sanctiOn, ... -ithout prior wamin~ in the rule irself. in any other interpretative statement published 

in the Federal Register. or in any other "actual and timely" swement to the defendant. as the 

initial means of aDIlouncing a particular interpretation of a rule. 

Paraeraph 707(0.)(2) 

The 5econ.:i situation in whIch the impOsition of sanctions is not permitted is where the 

court or agency. as appropriate, fUld6 thM the defendant "reasonably and in good faith 

determined, prior to the lIlleged violation, based on the informacion described in pamsrll£lh (1). 

thlll th. defendant was in compliance with, exempt from, or not othenvi.se subje<:t to. the 

requirements of the rule." This te5t is subject to the ~qWrernellt in subsection 707(tI)(l) that the 

dcfend= be qualified to make such a determination or that the defendant ~k: compellmt advice 

~OOB 
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from It qualified person (and a2t On the advice given). This paragraph is not intended to "reward 

ignorance." Ii' it might be consttued to do if'this qunlificlktion W~rc nor included (see, e.g., the 

statement of Senator Biden. July 14. 1995. CONGIlESSrONAL RIcoltt> lU S 9957.) It is intended to 

preclude the impll$ilion of civil or criminal sanctions in cases where a qualified or competently 

advi~ defendSUl t. after ~oru;ulting all of dl~ agency information deKIibell in paragraph 

707{a)(I), concludes that the action that the defendant is about 10 undertsl:e is within the law. 

This i~ intended to be an incentive for agenCies to write clear regulations and interpretations of 

regulations. for the coutU have held that where ''the regu14tion~ and other policy statements are 

uncJear. where the [defendant' s) jnte~~tation is reasonable. and wht!re the agency itself 

st(u~lc5 to provide: a. definitive reading of the re~latory requirements, a regulated party is not 

'on nOlice' of the as~ncy'& ultimate inte~taLiotl of the tCgulatiou~. III1d may not be puniShed.~ 

53 F.3d at 1334. 

Paragraph 707(a){3) 

The third situation in which the imposition of sanctions is not permitted is where the court 

or l:\~Y. as appropriate. find~ that the defendant "ensagod in the conduct alleged [0 Violate the 

rule in reasonable relinnce upon a written statement from an appropria[e agellcy official, or from 

lUI appropriate; offidolll of a Stare: IlllthoIity to which had been dtlegated responsibility for 

implementing DC ensuring compliance with the rule, after good-faith disciosilre of the facts thaI 

Wt!re material at the time of the detennination (inclllding MY facts reques:ted at the time by the 

agency or State AUthOrity) lind /!fler appropria.te review, stating that the action was in compliance 

with, or that the defendant was exempt from, Ot not othCf'Wi,e ~ubjcct to, the requirements of the 

rule." 

Thi, se<:bon is intended to hold Ilannless from sanctions a. person: (1) who goes to a 

Federal agency, or to a State authority to which a }:'edew i1gen<;), bas delega[ed its authority for 

t:ompliance and enforcement; (2) who discloses the person's planne~ actions along with all the 

faet~ that are deemed material lit the time; and (3) who then receives from the agency or State 

authority a written staternent that the person's intended lICtion i~ in wmpliance with, exempt 

from. or not otherwise SUbject to a panic:ul.ar regtlliltion. If there is a change In the agency' G or 

State Iluthority's roles, interpretationll, or d«enninations ot' tact. then the person can be made to 

prospectively comply with new requirements. but the person cannot be penELlil:Cd for pa5[ actions 

based OD good-faith disclosure and reliance. 

4 
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'I'bt.r. are several impottaDt ~av~t.ts lOontained in this paragrap~.. The written statement 

from the agency or State official must precede the cond~CI :alleged to violate the rule. All of tb.e 

(actS that were material at the time thar the determination was sou!:ht and made IIlllSt be 

dl,closed-"good faith" di~.:1osure p(t;Cludes any anempt by a defendant to conc:eal such 

material facts. AIl appropriate review of ~ detel1nination may be illCOrporllted into the proe;es~ 

of providing the determination by the relevant agency or Stale authority. 

In addition IQ the~ ~onsidc:rafions, several qu.alif1cartons III subsection 707Cb) lire relevant 

here. First, the "appropri&e officinl" of an agency or a. State. authority must be an official with 

the aulhonty to provide Ii determination. and the official must know !hat he or she is. in fact. 

providing ~uch II det.l!rmination. A court should 1101 find '"reasonable reliance" on statemenlS 

from low-level af;ency or State employees that. eaooot be reILSQnably be COI'1&idered to be Able tQ 

"~peak for the agency:' At the same time, this qualification does not mean tha.t eacb statement 

relied on under this paragrapb mU$t be issl.lo:<:i by the: h~ad of the agency or the State authority. It 

is expected that the court will lake into account such factors as the level of authority of the 

person witbin the agency liS well as the defendant" s own reasonable belief as to the nature of that 

person's authority. Second, the action, of the defeMant in seeking a determination mUSt be ill 

good faith. Thus, for example, any detemrination obtained by a defendant through collu,ion or 

by &\Jbornwg an officIal of an agency or State authority wOUld be invalid. 

TIlis paragraph (and the following pa.rasraph 707(a)(4)) elevates the importance of 

interpreta.ti~ns and detertninations of fact made by State authorities under dele,ated ~Uthoricy 

ml'rl Federal agencIes. Where II. Federal agency makes a St.lte authority its ~t for matters of 

complianc", or enfor~ment, it must ",$ClIve jJ)t~vc:mmental differences In lnterpretation Of 

factual analysis with the State 8Ilthority (and l'eI"ftaps throUgh the terms of its dsIegation), nor by 

seeking crimind or civil san,tlons agalnst parties thn are bj'Standers to the intergovernmental 

dispute. The focus should be on (he appropriate Federal Cl!;l:rcise of authority over the State 

agency, II.S provided by law. 

The f'wal situation in which a criminal or dvil sanction may nOt be; imposed is if the coutt 

or agency, as appropriate. finds that the prcpo£ed sanction is bllScd on lin interpretation or 

d=tc::nnination of fact that is marmaIly different from a prior intelJ)rel8tion or determination of 

fact that the de!M~nt rea3ono.b1r and in good faith relied upon, haVing talcen into account all of 

s 
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, 
the infonnation described in paragraph 707(a)(1). Such retroactive sanctions. based on 

reiaterptetations or new ~lennin~tionB of reCI di~c1o~ed in 1m enfon;emom proceeding, Violate 

the principle of fair warning aIld due process. 

Thi:; p&rllgmph doe$ not prevent an agency from chal'lging an interpretation or factual 

determination and prospectiv~ly applying requirerncntJ blUed OD ~~h a. change. This proVision 

merely limits application of the reinterpretation or new determination to actiOD& taken after the 

agency's change in positiOIl, as is made explicit in subsection 707(c:). 

Subs~c:rion 707(b) 

This subsection ~ontain' " number of import8.llt qualifications to the conceplS of 

reasonable reliance and le3.S0nable detennin!l.tion in subsection 707(a). The~e qualifications 

hav" been discussed. above, in connectioll w1th section 707(a). 

Subsectio1l 707(c) 

This subsection c1arifie~ that nothing in section 707 prec>lu&~ e;;:no;ic~ from revising rules 

I.ItIder applicable rule making authority, from revising interprerations of rule under section 

552(a)(1), Or from milking new detcnninadons Or tact. In ruch cases, agencies may prospectivl:ly 

enforce die requirements of a rule, a< revind or reinterpreted Of prospcctively llJ1ply a panicular 

legal requlreMJent. based on the new fad: detemUnation. and seeking civil or criminal 6l111ctiODS 

for any subsequent vtolation of such rule, subject to the prOVisions of section 707. This section 

is not intended tel. nor does it, lock a.genc:ies into panieulat interp~tations OT determintUiOIlS ot 

fact for all time. It meIl\ly prevents the unfair situation in which agencies retroactively penllli2e 

p~ for interpretations or detc;rmination~ of fact that did not exist (or were unknown outside 

the agency) at the time o(tbe alleged violation. 

Paragraph _(b)(l) amends the chapter analysis for cbapter 7 of title 5 to refIec:t the 

addition of the new ~eetion 707. 

Paral:IBPh _(b){2) removes [he term "sanction" from the liGt of defined ten= in section 

702(b)(2) ohitlc S. The matter in cbapter 7 of title S Was originally enacted as seetion 10 of the 

6 
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Adrninidrative Procedure Act (APA; 60 Stat. 243), and all of the definitions III section 1 of that 

Act Were applicable to section 10 (including "sanction"). However, tbe term "sanction" WEtS not 

used in section 10. When title ~ was recodified and enacted into positive law by P.L. 89-554 (80 

Stat. 392). a selection of the terms from the: original section 2 of the APA were referenced in 

section 702. providing definitions for chapter 7, including '."IUICtian, " again. d~spit. the fact that 

the term was Dot used in chapter 7. This amendment employs the term "sanction" for the first 

t~ in c:hapt .. r 7 of tine 5, Il.Ild so it i. worth c:x..min.ins whether the defininon In 5 U.S.C. 

551(10), made applicable here by :; U.S,C. 702(b)(2). is compatible with the way in which 

"sanctlon" Is used in the court cases that fonn the basis for this section. The definition in section 

551(10), whioh includes essentiAlly any ageney restriction in the definition of sanction, could be 

read as including prospective requiremenu of agencies after fair wamini is givell-a type of 
I". 

"sanc:tiOI'l" eJ(pressly allowed by section 707. To avoid contusion, then, the definition or' 

"gaootioo" in £ec~jon 551 i, made inl\ppli~ble to section 707 by n:moving the tenn from the liSt 

in section 702(b)(2). The term "sanction" should thus be understood in the broad manner thai: is 

u!oC'd in the case law thaI this section is c;;odifying, iDcluding both penalties and findings of 

liability· (Ct, 53 F.3d at 1334), and in tha Stlruie, that is d.:fined in standard dictionllrics of legal 

terms (Le., "penalty or other mechanism of e.nforcement u.t:d to provide incentives for obedience 

with tile law or with rules and regulations" 6 BlACK'S LAw DlCTlONAlIY 1341 (1990)), instead of the 

more ,pecialized definition in 5 U.S.C. 551(10). 

? 
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March 26. 1996 

AMENDMENT TO H.R. 3136 

OFFERED. BY MR. HYDE 

Strike title ill and insert the following: 

1 TITLE III-SMALL BUSINESS 
2 REGULATORY FAIRNESS 
3 SEC. 301. SHORT TITLE. 

4 This title may be cited as the "Small Business Regu-

5 latory Enforcement Fairness Act of 1996". 

6 SEC. 302. FINDINGS. 

7 Congress finds that-

8 (1) a vibrant and growing small business sector 

9 is critical to creating jobs in a dynamic economy; 

10 (2) small businesses bear a disproportionate 

11 share of regulatory costs and burdens; 

12 (3) fundamental changes that are needed in the 

13 regulatory and enforcement culture of Federal agen-

14 cies to make agencies more responsive to small busi- . 

15 ness can be made without compromising the statu-

16 tory missions of the agencies; 

17 (4) three of the top recommendations of the 

18 1995 white House Conference on Small Business in-

19 volve reforms to the way government regulations are 

20 developed and enforced, and reductions in govern-

21 ment paperwork requirements; 
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(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 Sta~s Code. 

9 SEC. 303. PURPOSES. 

10 The purposes of this title are-

11 (1) to implement certain recommendations of 

12 the 1995 White House Conference on Small Busi-

13 ness regarding the development and enforcement of-

14 Federal regulations; 

15 (2) to provide for judicial review of chapter 6 

16 of title 5, United States Code; 

17 (3) to encourage the effective participation of 

18 small businesses in the Federal regulatory process; 

19 (4) to simplify the language of Federal regula-

20 tions affecting small businesses; 

21 (5) to develop more accessible sources of infor-

22 mation on regulatory and reporting requirements for 

23 small businesses; 
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1 (6) to create a more cooperative regulatory en-

2 vironment among agencies and small businesses that 

3 is less punitive and more solution-oriented; and 

4 (7) to make Federal regulators more account-

S able for their enforcement actions by providing small 

6 entities with a meaningful opportunity for redress of 

7 excessive enforcement activities. 

8 Subtitle A-Regulatory Compliance 
9 Simplification 

10 SEC. 311. DEFINITIONS. 

11 For purposes of this subtitle-

12 (1) the tenus "rule" and "small entity" have 

13 the same meanings as in section 601 of title 5, Unit-

14 ed States Code; 

15 (2) the term "agency" has the same meaning as 

16 in section 551 of title 5, United States Code; and 

17 (3) the term "small entity compliance guide" 

18 means a document designated as such by an agency. 

19 SEC. 312. COMPLIANCE GUIDES. 

20 (a) COMPLIANCE GUIDE.-For each rule or group of 

21 related rules for which an agency is required to prepare 

22 a final regulatory flexibility analysis under section 604 of 

23 title 5, United States Code, the agency shall publish one 

24 or more guides to assist small entities in complying with 

25 the rule, and sb.all designate such publications as "small 
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1 entity compliance guides". The guides shall explain the ac-

2 tions a small entity is required to take to comply with a 

3 rule or group of rules. The agency shall, in its sole discre-

4 tion, taking into account the subject matter of the rule 

5 and the language 'of relevant -statil:te~-'ensurethat the" 

6 guide is written using sufficiently plain language likely to 

7 be understood by affected small entities. Agencies may 

8 prepare separate guides covering groups or classes of simi~ 

9 lady affected small entities, and may cooperate with asso-

10 ciations of small entities to develop and distribute such 

11 guides. 

12 (b) COMPREHENSIVE SOURCE OF INFORMATION.-

13 Agencies shall cooperate to make available to small enti-

14 ties through comprehensive sources of information, the 

15 small entity compliance guides and all other available in-

16 formation on statutory and regulatoxy requirements af-

17 fecting small entities. 

18 (c) LIMITATION ON JUDICIAL REVIEW.-An agency's 

19 small entity compliance guide shall not be subject to judi-

20 cial review, except that in any civil or administrative ac-

21 tion against a small entity for a violation occUlTing after 

22 the effective date of this section, the content of the small 

23 entity compliance guide may be considered as evidence of 

24 the reasonableness or appropriateness of any proposed 

25 fines, penalties or damages. 
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1 SEC. 313. INFORMAL SMALL ENTITY GUIDANCE. 

2 (a) GENERAL.-Whenever appropriate in the interest 

3 of administering statutes and regulations within the juris-

4 diction of an agency which regulates small entities, it shall 

5 be the practice of the agency to answer inquiries by small 

6 entities concerning information on, and advice about, com-

7 pliance with such statutes and regulations, interpreting 

8 and applying the law to specific sets of facts supplied by 

9 the small entity. In any civil or administrative action 

10 against a small entity, guidance given by an agency apply-

11 ing the law to facts provided by the small entity may be 

12 considered as evidence of the reasonableness or appro-

13 priateness of any proposed fines, penalties or damages 

14 sought against such small entity. 

15 (b) PRoGRAM.-Each agency regulating the activities 

16 of small entities shall establish a program for responding 

17 to such inquiries no later than 1 year after enactment of 

18 this section, utilizing existing functions and personnel of 

19 the agency to the extent practicable. 

20 (c) REpORTING.-Each agency regulating the activi-

21 ties of small· business shall report to the Committee on 

22 Small Business and Committee on Governmental Affairs 

23 of the Senate and the Committee on Small Business and 

24 Committee on the Judiciary of the House of Representa-

25 tives no later than 2 years after the date of the enactment 

26 of this section on the scope of the agency's program, the 
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1 number of small entities using the program, and the 

2 achievements of the program to assist small entity compli-

3 ance with agency regulations. 

4 SEC. 314. SERVICES OF SMALL BUSINESS DEVELOPMENT 

5 CENTERS. "- - . --." _._ ....... . 

6 (a) Section 21(c)(3) of the Small Business Act (15 

7 U.S.C. 648(c)(3» is amended-

8 (1) in subparagraph (0), by striking "and" at 

9 the end; 

10 (2) in subparagraph (P), by striking the period 

11 at the end and inserting a semicolon; and 

12 (3) by inserting after subparagraph (P) the fol-

13 lowing new subparagraphs: 

14 "(Q) providing information to small busi-

15 ness concerns regarding compliance with regu-

16 latory requirements; and 

17 "(R) developing informational publications, 

18 establishing resource centers of reference mate-

19 rials, and distributing compliance guides pub-

20 lished under section 312(a) of the Small Busi-

21 ness Regulatory Enforcement Fairness Act of 

22 1996.". 

23 (b) Nothing in this Act in any way affects or limits 

24 the ability of other technical assistance or extension pro-
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1 grams to perform or continue to perform services related 

2 to compliance assistance. 

3 SEC. 315. COOPERATION ON GUIDANCE. 

4 Agencies may, to the extent resources are available 

5 and where appropriate, in cooperation with the states, de-

6 velop guides that fully integrate requirements of both Fed-

7 era! and state regulations where regulations within an 

8 agency's area of interest at the Federal and state levels 

9 impact small entities. Where regulations vary among the 

10 states, separate guides may be created for separate states 

11 in cooperation with State agencies. 

12 SEC. 316. EFFECTIVE DATE. 

13 This subtitle and th.e amendments made by this sub-

14 title shall take effect on the expiration of 90 days after 

15 the date of enactment of this subtitle. 

16 

17 

Subtitle B-Regulatory 
Enforcement Reforms 

18 SEC. 321. DEFlNlTlONS. 

19 For purposes of this subtitle-

20 (1) the terms "rule"· and "small entity" have 

21 the same meanings as in section 601 of title 5, Unit-

22 ed States Code; 

23 (2) the term "agency" has the same meaning as 

24 in section 551 of title 5, United States Code; and 
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1 (3) the tenn "small entity compliance guide" 

2 means a document designated as such by an agency. 

3 SEC. 322. SMALL BUSINESS AND AGRICULTURE ENFORCE. 

4 MENT OMBUDSMAN. 

5 The Small Business Act (15 U.S.C. 631et seq.) is 

6 amended-

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

8 and 

9 (2) by inserting after section 29 the following 

10 new section: 

11 "SEC. SO. OVERSIGHT OF REGULATORY ENFORCEMENT. 

12 "(a) DEFINlTIONS.-For purposes of this section, the 

13 term-

14 

15 

"(1) "Board" means a Regional Small Business 

Regulatory Fairness Board established under sub-

16 section (c); and 

17 "(2) "Ombudsman" means the Small Business 

18 and Agriculture Regulatory Enforcement Ombuds-

19 man designated under subsection. (b). 

20 "(b) SBA ENFORCEMENT OMBUDSMAN.-

21 "(1) Not later than 180 days after the date of 

22 enactment of this section, the Administrator shall 

23 designate a Small Business and Agriculture Regu-

24 latory Enforcement Ombudsman, who shall report 

25 directly to the Administrator, utilizing personnel of 
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1 the Small Business Administration to the extent 

2 practicable. Other agencies shall assist the Ombuds-

3 man and take actions as necessary to ensure compli-

4 ance with the requirements of this section. Nothillg 

5 in this section is intended to replace or diminish the 

6 activities of any Ombudsman or similar office in any 

7 other agency. 

8 "(2) The Ombudsman shall-

9 "(A) work with each agency with regu-

10 latory authority over small businesses to ensure 

11 that Small business concerns that receive or are 

12 subject to an audit, on-site inspection, compli-

13 ance assistance effort, or other enforcement re-

14 lated communication or contact by agency per-

15 sonnel are provided with a means to comment 

16 on the enforcement activity conducted by such 

17 personnel; 

18 "(B) establish means to receive comments 

19 from small business concerns regarding actions 

20 by agency employees conducting compliance or 

21 enforcement activities with respect to the small 

22 business concern, means to refer comments to 

23 the Inspector General of the affected agency in 

24 the appropriate circumstances, and otherwise 

25 seek to maintain the identity of the person and 

March 26. '996 
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1 small business concern making such comments 

2 on a confidential basis to the same extent as 

3 employee identities are protected under section 

4 7 of the Inspector General Act of 1978 (5 

5 U.S.C.App.); 

6 "(C) based on substantiated comments re-

7 ceived from small business concerns· and the 

8 Boards, annually report to Congress and af-

9 fected agencies evaluating the enforcement ac-

10 tivities of agency personnel including a rating of 

11 the responsiveness to small business of the var-

12 ious regional and program offices of each agen-

13 cy; 

14 "(D) coordinate and report annually on the 

15 activities, findings and recommendations of the . 

16 Boards to the Administrator and to the heads 

17 of affected agencies; and 

18 "(E) provide the affected agency with an 

19 opportunity to comment on draft reports pre-

20 pared under subparagraph (C), and include a 

21 section of the final report in which the affected 

22 agency may make such comments as are not 

23 addressed by the Ombudsman in revisions to 

24 the draft. 

March 26. 1996 
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1 "(c) REGIONAL SMALL BUSINESS REGULATORY 

2 FAIRNESS BOARDs.-

3 "(1) Not later than 180 days after the date of 

4 enactment of this section, the Administrator shall 

5 establish a Small· Business Regulatory Fairness 

6 Board in each regional office of the Small Business 

7 Administration. 

8 "(2) Each Board established under paragraph 

9 (1) shaU-

10 "(A) meet at least annually to advise the 

11 Ombudsman on matters of concern to small 

12 businesses relating to the enforcement activities 

- 13 of agencies; 

14 "(B) report to the Ombudsman on sub-

15 stantiated instances of excessive enforcement 

16 actions of agencies against small business con-

17 cerns including any findings or recommenda-

18 tions of the Board as to agency enforcement 

19 policy or practice; and 

20 "(0) prior to publication, provide comment 

21 on the annual report of the Ombudsman pre-

22 pared under subsection (b). 

23 "(3) Each Board shall consist of five members, 

24 who are owners, operators, or officers of small busi-

25 ness concerns, appointed by the Administrator, after 
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1 receiving the recommendations of the chair and 

2 ranking minority member of the Committees on 

3 Small Business of the House of Representatives and 

4 the Senate. Not more than three of the Board mem-

5 bers shall be of the same political party. No member 

. 6 shall be an officer or employee of the Federal Gov-

7 ernment, in either the executive branch or the Con-

8 gress. 

9"(4) Members of the Board shall serve at the 

10 pleasure of the AdmjnistratQr for terms of three 

11 years or less. 

12 "(5) The Administrator shall select a chair 

13 from among the members of the Board who shall 
14 serve at the pleasure of the Administrator for not 

15 more than 1 year as chair. 

16 "(6) A majority of the members of the Board 

17 shall constitute a quorum for the conduct of busi-

18 ness, but a lesser number inay hold hearings. 

19 "(d) POWERS OF THE BOARDS. 

20 "(1) The Board may hold such hearings and 

21 collect such information as appropriate for carrying 

22 out this section. 

23 "(2) The Board may use the United States 

24 mails in the same manner and under the same con-
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1 ditions as other departments and agencles of the 

2 Federal Government. 

3 "(3) The Board may accept donations of serv-

4 ices necessary to conduct its business, provided that 

5 the donations' and their sources are disclosed by the 

6 Board. 

7 "( 4) Members of the Board shall serve without 

8 compensation, provided that, members of the Board 

9 shall be allowed travel expenses, including per diem 

10 in lieu of subsistence, at rates authorized for em-

Il ployees of agencies under subchapter I of chapter 57 

12 of title 5, United States Code, while away from their 

13 homes or regular places of business in the perform-

14 ance of services for the Board;". 

15 SEC. 323. RIGHTS OF SMALL ENTITIES IN ENFORCEMENT 

16 ACTIONS. 

17 (a) IN GENERAL.-Each agency regulating the activi-

18 ties of small entities shall establish a policy or program 

19 within 1 year of enactment of this section to provide for 

20 the reduction, and under appropriate circumstances for 

21 the waiver, of civil penalties for violations of a statutory 

22 or regulatory requirement by a small entity. Under appro-

23 priate circumstances, an agency may consider ability to 

24 pay in determining penalty assessments on small entities. 



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

March 26.1996 

14 

1 (b) CONDITIONS AND EXCLUSIONS.-Subject to the 

2 requirements or limitations of other statutes, policies or 

3 programs established under this section shall contain con-

4 ditions or exclusions which may include, but shall not be 

5 limited to-

6 (1) requiring the small entity to correct the vio-

7 lation within a reasonable correction period; 

8 (2) limiting the applicability to violations dis-

9 covered through participation by the small entity in 

10 a compliance assistance or audit program operated 

11 or supported by the agency or a state; 

12 (3) excluding small entities that have been sub-

13 ject to multiple enforcement actions by the agency; 

14 (4) excluding violations involving willful or 

15 criminal conduct; 

16 (5) excluding violations that pose senous 

17 health, safety or environmental threats; and 

18 (6) requiring a good faith effort to comply with 

19 the law. 

20 . (c) REPoRTlNG.-Agencies shall report to the Com-

21 mittee on Small Business and Committee on Govern-

22 mental.Affairs of the Senate and the Committee on Small 

23 Business and Committee on Judiciary of the House of 

24 llilpresentatives no later than 2 years after the date of 

25 enactment of this section on the scope of their program 
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1 or policy, the number of enforcement actions against small 

2 entities that qualified or failed to qualify for the program 

3 or policy, and the total amount of penalty reductions and 

4 waivers. 

5 SEC. 324. EFFECTIVE DATE .... - . 

6 This subtitle and the amendments made by this sub-

7 title shall take effect on the expiration of 90 days after 

8 the date of enactment of this subtitle. 

9 Subtitle C-Equal Access to Ju.stice 
10 Act Amendments 
11 SEC. 331. ADMlNlSTRATIVE PROCEEDINGS. 

12 (a) Section 504(a) of title 5, United States Code, is 

13 amended by adding at the end the following new para-

14 graph: 

15 "(4) If, in an adversary adjudication brought by an 

16 agency, the demand by the agency is substantially in ex-

17 cess of the decision of the adjudicative officer and is un-

18 reasonable when compared with such decision, under the 

19 facts and circumstances of the case, the adjudicative offi-

20 cer shall award to the party the fees and 9ther expenses 

21 related to defending against the excessive demand, unless 

22 the party has committed a willful violation of law or other-

23 wise acted in bad faith, or special circumstances make an 

24 award unjust.". 
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1 (b) Section 504(b) of title 5, United States Code, is 

2 amended-

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17· 

18 

(1) in paragraph (l)(A), by striking "$75" and 

inserting "$125"; 

(2) at the end of paragraph (l)(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 (l)(D), by striking 

"and'" , 
(4) at the end of paragraph (l)(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 (ii) elsewhere when accom-

19 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 subparagraph: 

24 "(D) If, in a civil action brought by the United 

25 States, the demand by the United States is substantially 
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1 in excess of the judgment finally obtained by the United 

2 States and is unreasonable when compared with such 

3 judgment, under the facts and circumstances of the case, 

4 the court shall award to the party the fees and other ex-

5 penses related to defending against the excessive' demand, 

6 unless the party has committed a willful violation of law 

7 or otherwise acted in bad faith, or special circumstances 

8 make an award unjust.". 

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

10 is amended-

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

(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)(l)(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: 

"(1) '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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1 mum statutory penalty (i) in the complaint, or (ii) 

-2 elsewhere when accompanied by an express demand 

3 for a lesser amount.". 

4 SEC. 333. EFFECTIVE DATE. 

5 The amendments made by 'sections-33t-and -332 shall- -. -. _. 

6 apply to civil actions and adversary adjudications com-

7 menced on or after the date of the enactment of this sub-

8 title. 

9 Subtitle D-Regulatory Flexibility 
10 Act Amendments 
11 SEC. 341. REGULATORY FLEXIBILITY ANALYSES. 

12 (a) INITIAL REGULATORY FJ.EXIBll.J:TY ANALYSIS.-

13 (1) SECTION 603.-Section 603(a) of title 5, 

14 United States Code, is aroended-

15 (A) by inserting after "proposed rule", the 

16 phrase ", or publishes a notice of proposed rule-

17 making for an interpretative rule of general- ap-

18 plicability involving the internal revenue laws of 

19 the United States"; and 

20 (B) by inserting at the end of the sub-

21 section, the following new sentence: "In the 

22 case of an interpretative rule involving the in-

23 ternal revenue laws of the United States, this 

24 chapter applies to interpretative rules published 

25 in the Federal Register for codification in the 
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1 Code of Federal R.€gu1ations, but only to the 

2 extent that such interpretative rules impose on 

3 small entities a collection of infonnation re-

4 quirement.". 

5 (2) SECTION 601.-Section 601 of title 5, Unit-

6 ed States Code, is amended by striking "and" at the 

7 end of pa.ra.gra.ph (5), by striking the period at the 

8 end of pa.ra.gra.ph (6) and inserting "; and", and by 

9 adding at the end the followintr. 

10 "(7) the term 'collection of information'-

11 "(A) means the obtaining, causing to be 

12 obtained, soliciting, or requiring the disclosure 

13 to third parties or the public, of facts or opin-

14 ions by or for an agency, regardless of form or 

15 format, ('.slliug for eith~r-

16 "(i) answers to identical questions 

17 posed to, or identical reporting or record-

18 keeping requirements imposed on, 10 or 

19 more persons, other than agencies, instru-

20 mentalities, or employees of the United 

21 States; or 

22 "(ii) answers to questions posed to 

23 agencies, instrumentalities, or employees of 

24 the United States which are to be used for 

25 general statistical purposes; and 
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1 "(B) shall not include a collection of infor-

2 mation described under section 3518(c)(1) of 

3 title 44, United States Code. 

4 "(8) RECORDKEEPING REQUlRE:r.mNT.-The 

5 tem 'recordkeeping requirement' means a require-

6 ment imposed by an agency on persons to maintain 

7 specified records. 

8 (b) FINAL REGULATORY FI,EXIBILITY ANALYSIS.-

9 Section 604 of title 5, United States Code, is amended-· 

. 10 (1) in subsection (a) to read as follows: 

March 26.1996 

11 "(a) When an agency promulgates a final rule under 

12 section 553 of this title, after being required by that sec-

13 tion or any other law to publish a general notice of pro-· 

14 posed rulemaking, or promulgates a final interpretative 

15 rule involving the internal revenue laws of the United 

16 States as descn"bed in section 603(a), the agency shall pre-

17 pare a final regulatory fle:ooility analysis. Each final regu-

18 latory flexibility analysis shall contain-

19 "(1) a succinct statement of the need for, and 

20 objectives of, the rule; 

21 "(2) a summary of the significant issues raised 

22 by the public comments in response to the initial 

23 regulatory flexibility analysis, a snmmary of the as-

24 sessment of the agency of such issues, and a state-
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1 ment of any changes made in the proposed rule as 

2 a result of such comments; 

3 "(3) a description of and an estimate of the 

4 number of small entities to which the rule will apply 

5 or an explanation of why no such estinlate . is a\'3.il- .. ' - ... -. . 

6 able; 

7 "(4) a description of the projected reporting, 

8 record keeping and other compliance requirements of 

9 the rule, including an estimate of the classes of 

10 small entities which will be subject to the require-

11 ment and the type of professional skills necessary 

12 for preparation of the report or record; and 

13 "( 5) a deScription of the steps the agency has 

14 taken to minimize the significant economic impact 

15 on small entities consistent with the stated objectives 

16 of applicable statutes, including a statement of the 

17 factual, policy, and legal reasons for selecting the al-

18 ternative adopted in the final rule and why each one 

19 of the other significant alternatives to the rule con-

20 sidered by the agency which affect· the impact on 

21 small entities was rejected."; and 

22 (2)"in subsection (b), by striking "at the time" 

23 and all that folloWs and inserting "such analysis or 

24 a summary thereof.". 
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1 SEC. 342. JUDICIAL REVIEW. 

2 Section 611 of title 5, United States Code, is amend-

3 ed to read as follows: 

4 "§ Sll. Judicial review 

5 "(a)(l) For any rule subject to this chapter; a small 

6 entity that is adversely affected or aggrieved by final agen-

7 ey action is entitled to judicial review of agency compliance. 

8 with the requirements of sections 601, 604, 605(b)~ 

9 608(b), and 610 in accordance with chapter 7. Agency 

10 compliance with sections 607 and 609(a) shall be judicially 

11 reviewable in connection with judicial review of section 

12 604. 

13 "(2) Each court having jurisdiction to review such 

14 rule for compliance with section 553, or under any other 

IS provision of law, shall have jurisdiction to review any· 

16 claims of noncompliance with sections 601, 604, 605(b), 

17 608(b), and 610 in accordance with chapter 7. Agency 

18 compliance with sections 607 and 609(a) shall be judicially 

19 reviewable in connection with judicial review of section 

20 604. 

21 "(3)(A) A small entity may seek such review during 

22 the period beginning on the date of final agency action 

23 and ending one year later, except that where a provision 

24 of law requires that an action challenging a final agency 

25 action be commenced before the expiration of one year, 
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1 such lesser period shall apply to an action for judicial re-

. 2 view under this section. 

3 "(B) In the case where an agency delays the issuance 

4 of a final regulatory flexibility analysis pursuant to section 

5 608(b) of this chapter, an action for judicial review under' 

6 this section shall be filed not later than-

7 "(i) one year after the date the analysis is made 

8 available to the public, or 

9 "(ii) where a provision of law requires that an 

10 action challenging a final agency regulation be com-

11 menced before the expiration of the I-year period, 

12 the number of days specified in such provision of law 

13 . that is after the date the analysis is made available 

14 to the public. 

15 "(4) In granting any relief in an action under this 

16 section, the court shall order the agency to take corrective 

17 action consistent with this chapter and chapter 7, includ-

18 ing, but not limited to-

19 "(A) remanding the rule to the agency, and 

20 "(B) deferring the enforcement of the rule 

21 against small entities unless the court finds that 

22 . continued enforcement of the rule is in the public in-

23 terest. 

24 "( 5) Nothing in this subsection shall be construed to 

25 limit the authority of any court to stay the effective date 



F:\M4\HYDE\HYDE.055 n.L.\". 

March 26. 1996 

24 

1 of any rule or pro\;sion thereof under any other provision 

2 of .law or to grant any other relief in addition to the re-

3 quirements of this section. 

4 "(b) In an action for the judicial review of a rule, 

5 the regulatory flexibility analysis for such rule, including 

6 an analysis prepared or corrected pursuant to paragraph 

7 (a)( 4), shall constitute part of the entire record of agency 

8 action in connection with such review. 

9 "(c) Compliance or noncompliance by an agency with 

10 the provisions of this chapter shall be subject to judicial 

11 review only in accordance with this section. 

12 "(d) Nothing in this section bars judicial review of 

13 any other impact statement or similar analysis required 

14 by any other law if judicial review of such statement or 

15 analysis is otherwise permitted by law.". 

16 SEC. 343. TECHNICAL AND CONFORMING AMENDMENTS. 

17 (a) Section 605(b) of title 5, United States Code, is 

18 amended to read as follows: 

19 "(b) Sections 603 and 604 of this title shall not apply 

20 to any proposed or final rule if the head of the agency 

21 certifies that the rule will not, if promulgated, have a sig-

22 nificant economic impact on a substantial number of small 

23 entities. If the head of the agency makes a certification 

24 under the preceding sentence, the agency shall publish 

25 such certification in the Federal Register at the time of 
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1 publication of general notice of proposed rulemaking for 

2 the rule or at the time of publication of the final rule, 

3 along with a statement providing the factual basis for such 

4 certification. The agency shall provide such certification 

5 and statement to the Chief Counsel for Advocacy of the 

6 Small Business Administration.". 

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

8 amended-

9 (1) in subsection (a), by striking "the commit-

10 tees on the Judiciary of the Senate and the House 

11 of Representatives, the Select Committee on Small 

12 Business of the Senate, and the Committee on Small 

13 Business of the House of Representatives" and in-

14 serting "the Committees on the Judiciary and Small_ 

15 Business of the Senate and. House of Representa-

16 tives". 

17 (2) m subsection (b), by striking "his VIews 

18 with respect to the" and inserting in lieu thereof, 

19 "his or her views with respect to compliance with 

20 this chapter, the adequacy of the rulemaking record 

21 with respect to small entities and the". 

22 SEC. 344. SMALL BUSINESS ADVOCACY REVIEW PANELS. 

23 (a) SMALL BUSINESS OUTREACH AND INTERAGENCY 

24 COORDINATION.- Section 609 of title 5, United States 

25 Code is amended-
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1 (1) before "techniques," by inserting "the rea-

2 sonable use or'; 

3 (2) in paragraph (4), after "entities" by insert-

4 mg "including soliciting and receiving comments 

5 over computer networks"; 

6 (3) by designating the current text as sub-

7 section (a); and 

8 (4) by adding the following: 

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

10 bility analysis which a covered agency is required to con-

11 duct by this chapter-

12 "(1) a covered agency shall notify the Chief 

13 Counsel for Advocacy of the Small Business Admin--

14 istration and provide the Chief Counsel with wor-

15 mation on the potential impacts of the proposed rule 

16 on small entities and the type of small entities that 

17 might be affected; 

18 "(2) not later than 15 days after the date of re-

19 ceipt of the materials descn1>ed in paragraph (1), 

20 the Chief Counsel shall identify individuals rep-

21 reseIitative of affected small entities for the purpose 

22 of obtRinjng advice and recommendations from those 

23 individuals about the potential impacts of the pro-

24 posed rule; 
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1 "(3) the agency shall convene a review panel for 

2 such rule consisting wholly of full time Federal em-

3 ployees of the office within the agency responsible 

4 for carrying out the proposed rule, the Office of In-

S formation and Regulatory Affairs within the Office 

6 of Management and Budget, and the Chief Counsel; 

7 "(4) the panel shall review any material the 

8 agency has prepared in connection with this chapter, 

9 including any draft proposed rule, collect advice and 

10 recommendations of each individual small entity rep-

11 resentative identified by the agency after consulta-

12 tion with the Chief Counsel, on issues related to sub-

13 sections 603(b), paragraphs (3), (4) and (5) and 

14 603(c)j 

15 "(5) not later than 60 days after the date a 

16 covered agency convenes a review panel pursuant to 

17 paragraph (3), the review panel shall report on the 

18 comments of the small entity representatives and its 

19 findings as to issues related to subsections 603(b), 

20 paragraphs (3), (4) and (5) and 603(c), provided 

21 that such report shall be made public as part of the 

22 rulemaking record; and 

23 "(6) where appropriate, the agency shall modify 

24 the proposed rule, the initial regulatory flexibility 
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1 analysis or the decision on whether an initial regu-

2 latory flexibility analysis is required. 

3 "(c) An agency may in its discretion apply subsection 

. 4 (b) to rules that the agency intends to certify under sub­

S section 605(b), but the agency believes' may have a greater 

6 than de mjnjmis impact on a substantial number of small 

7 entities. 

8 "( d) For purposed of this section, the term covered 

9 agency means the Environmental Protection Agency and 

10 the Occupational Safety and Health Administration of the 

11 Department of Labor. 

12 "( e) The Chief Counsel for Advocacy, in consultation 

13 with the individuals identified in subsection (b)(2)", and 

14 with the Administrator of the Office of Information and . 

15 Regulatory Affairs within the Office of Management and 

16 Budget, may waive the requirements of subsections (b)(3), 

17 (b)(4) , and (b)(5) by including in the rulemaking record 

18 a written finding, with reasons therefor, that those re-

19 quirements would not advance the effective participation 

20 of small entities in the rulemaking process. For purposes 

21 of this subsection, the factors to be considered in making 

22 such a finding are as follows: 

23 "(1) In developing a proposed rule, the extent 

24 to which the covered agency consulted with individ-

25 uals representative of affected small entities with re-
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1 spect to the potential impacts of the rule and took 

2 such concerns into consideration; or in developing a 

3 final rule, the extent to which the covered agency 

4 took into consideration the comments filed by' the in-

S dividuals identified in subsection (b)(2). 

6 "(2) Special circumstances requiring prompt is-

7 suance of the rule. 

8 "(3) Whether the requirements of subsection 

9 (b) would provide the individuals identified ,in sub-

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

11 to other small entities.". 

12 (b) SMALL BUSINESS ADVOCACY CHAlRPERSONS.-

13 Not later than 30 days a.i'ter the date of enactment of this 

14 Act, the head of each covered agency that has conducted 

15 a final regulatory flexibility analysis shall designate a 

16 small business advocacy chairperson using existing person-

17 nel to the extent possible, to be responsible for implement-

18 ing this section and to act as permanent chair of the agen-

19 cy's review panels established pursuant to this section. 

20 SEC. 345. EFFECTIVE DATE. 

21 This subtitle shall become effective on the expiration 

22 of 90 days after the date of enactment of this subtitle, 

23 except that such amendments shall not apply to interpre-

24 tative rules for which a notice of proposed rulemaking was 

25 published prior to the date of enactment. 
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1 Subtitle E-Congressional Review 
2 SEC. 351. CONGRESSIONAL REVIEW OF AGENCY RULE. 

3 MAKING. 

4 Title 5, United States Code, is amended by inserting 

5 immediately after chapter '1 the -fol1owmg- new chapter: _ ,-

6 "CHAPTER 8-CONGRESSIONAL REVIEW 

7 OF AGENCY RULEMAKING 

"See. 
"SOl. Congressional review. 
"S02. Congressional disapproval procedure. 
"S03. Special rule on statutory, regu]awry. and judicial deadlines. 
"S04. Definitions. 
"S05. Judicial review. 
"S06. Applicability; sewrability. 
"S07. Exemption for monetary policy. 
"S08. Effective date of certain rules. 

8 "§ 801. Congressional review 

9 "(a)(l)(A) Before a rule can take effect, the Federal 

10 agency promulgating such rule shall submit to each House 

11 of the Congress and to the Comptroller General a report 

12 containing-

13 "(i) a copy of the rule; 

14 "(ii) a concise general statement relating to the 

15 rule, including whether it is a major rule; and 

16 _ "(iii) the proposed effective date of the rule. 

17 "(B) On the date of the submission of the report 

18 under subparagraph (A), the Federal agency promulgating 

19 the rule shall submit to the Comptroller General and make 

20 available to each House of Congress-
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1 "(i) a complete copy of the cost-benefit analysis 

2 of the rule, if any; 

3 "(ii) the agency's actions relevant to sections 

4 603, 604, 605, 607, and 609; 

5 "(iii) the agency's actions relevant to sections 

6 202, 203, 204, and 205 of the Unfunded Mandates 

7 Refonn Act of 1995; and 

8 "(iv) any other relevant infonnation or require-

9 ments under any other Act and any relevant Execu-

10 tive Orders. 

11 "(C) Upon receipt of a report submitted under sub-

12 paragraph (A), each House shall provide copies of the re­

B port to the Chairman and R.anking Member' of each stand-

14 ing committee with jurisdiction linder the rules of the 

15 House of Representatives or the ,Senate to report a bill 

16 to amend the provision of law under which the rule is is-

17 sued. 

18 "(2)(A) The Comptroller General shall provide are-

19 port on each major rule to the committees of jurisdiction 

20 in each House of the Congress by the end of 15 calendar 

21 days after the submission or publication date as provided 

22 in section 802,(b)(2). The report of the Comptroller Gen-

23 era! shall include an assessment of the agency's compli-

24 ance with procedural steps required by paragraph (1)(B). 
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1 "(B) Federal agencies shall cooperate with the Comp-

2 troller General by providing information relevant to the 

3 Comptroller General's report under subparagraph (A). 

4 "(3) A major rule relating to a report submitted 

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

6 "(A) the later of the date occUITing 60 days 

7 after the date on which-

8 "(i) the Congress receives the report sub-

9 mitted under paragraph (1); or 

10 "(ii) the rule is published in the Federal 

11 Register, if so published; 

12 "(B) if the Congress passes a joint resolution of 

13 disapproval described in section 802 relating to the 

14 rule, and the President signs a veto of such resolu-

15 tion, the earlier date--

16 "(i) on which either House of Congress 

17 votes and fails to override the veto of the Presi-

18 dent; or 

19 "(ii) occurring 30 seSSlOn days after the 

20 date on which the Congress received the veto 

21 and objections of the President; or 

22 "(C) the date the rule would have otherwise 

23 taken effect, if not for this section (unless a joint 

24 resolution of disapproval under section 802 is en-

25 acted). 
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1 "( 4) Except for a major rule, a rule shall take effect 

. 2 as otherwise provided by law after submission to Congress 

3 under paragraph (1). 

4 "(5) Notwithstanding paragraph (3), the effective 

5 date of a rule shall not be delayed by operation of this 

6 chapter beyond the date on which either House of Con-

7 gress votes to reject a joint resolution of disapproval under 

8 section 802. 

9 "(b)(l) A rule shall not take effect (or continue), if 

10 the Congress enacts a joint resolution of disapproval, de­

II scribed under section 802, of the rule. 

12 "(2) A rule that does not take effect (or does not 

l3 continue) under paragraph (1) may not be reissued in sub-

14 staniially the same form, and a new rule that is substan-

15 tially the same as such a rule may not be issued, unless 

16 the reissued or new rule is specifically authorized by a law 

17 enacted a.ft..er the date of the joint resolution disapproving 

18 the original rule. 

19 "(c)(l) Notwithstanding any other provision of this 

·20 section (except subject to paragraph (3», a rule that 

21 would not take effect by reason of subsection (a)(3) may 

22 take effect, if the President makes a determination under 

23 paragraph (2) and submits written notice of such deter-

24 mination to the Congress. 
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1 "(2) Paragraph (1) applies to a determination made 

2 by the President by Executive Order that the rule should 

3 take effect because such rule is-

4 "(A) necessary because of an imminent threat 

5 to health or safety or other emergency; 

6 "(B) necessary for the enforcement of criminal 

7 laws; 

8 "( C) necessary for national security; or 

9 "(D) issued pursuant to any statute implement-

10 ing an international trade agreement. 

11 "(3) An exercise by the President of the authority 

12 under this subsection shall have no effect on the proce-

13 dures under section 802 or the effect of a joint resolution 

14 of disapproval under this section. 

15 "(d)(l) In addition to the opportunity for review oth- . 

16 erwise provided under this chapter, in the case of any rule 

17 for which a report was submitted in accordance with sub-

18 section (a)(l)(A) during the period beginning on the date 

19 OCCurnng'-

20 U(A) in the case of the Senate, 60 session days, 

21 or 

22 U(B) in the case of the House of Representa-

23 tives, 60 legislative days, 

24 before the date the Congress adjourns a session of Con-

25 gress through the date on which the same or succeeding 
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1 Congress first convenes its next session, section 802 shall 

2 apply to such rule in the succeeding session of Congress. 

3 "(2)(A) In applying section 802 for purposes of such 

4 additional review, a rule described under paragraph (1) 

5 shall be treated as though-

6 "(i) such rule were published m the Federal 

7 Register (as a rule that shall take effect) on-

8 "(1) in the case of the Senate, the 15th 

9 session day, or 

10 "(II) in the case of the House of Rep-

11 resentatives, the 15th legislative day, 

12 after the _succeeding session of Congress first con-

13 venesj and 

14 "(ii) a report on such rule were submitted to 

15 Congress under subsection (a)(l) on such date. 

16 "(B) Nothing in this paragraph shall be construed 

17 to affect the requirement under subsection (a)(l) that a 

18 report shall be submitted to Congress before a rule can 

19 take effect. 

20 "(3) A rule descnoed under paragraph (1) shall take 

21 effect as otherwise provided by law (including other sub-

22 sections of this section). 

23 "(e)(l) For purposes of this subsection, section 802 

24 shall also apply to any major rule promulgated between 
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1 March 1, 1996, and the dare of the enactment of this 

2 chapter. 

3 "(2) In applying section 802 for purposes of Congres-

4 siona! review, a rule described under paragraph (1) shall 

5 be treated as though-

6 "(A) such rule were published in the Federal 

7 Register on the date of enactment of this chapter; 

8 and 

9 "(B) a report on such rule were submitted to 

10 Congress under subsection (a)(l) on such date. 

11 "(3) The effectiveness of a rule descn'bed under para-

12 graph (1) shall be as otherwise provided by law, unless 

13 the rule is made of no force or effect under section' 802. 

14 "(1) .Any rule that takes effect and later is made of 

15 no force or effect by enactment of a joint resolution under 

16 section 802 shall be treated as though such rule had never 

17 taken effect. 

18 "(g) If the Congress does not enact a joint resolution 

19 of disapproval under section 802 respecting a rule, no 

20 court or agency may infer any intent of the Congress from 

21 any action or inaction of the Congress with regard to such 

22 rule, related st8.tute, or joint resolution of disapproval. 

23 "§ 802. Congressional disapproval procedure . 

24 "(a) For purposes of this section, the term 'joint res-

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

2 to in section 801(a)(1)(A) is received by Congress and 

3 ending 60 days thereafter (excluding days either House 

4 of Congress is adjourned for more than 3 days during a 

5 session of Congress), the matter after the resolving clause 

6 of which is as follows: 'That Congress disapproves the rule 

7 submitted by the __ relating to __ , and such. rule 

8 shall have no force or effect.' (The blank spaces being ap-

9 propriately filled in). 

10 "(b)(l) A joint resolution described in subsection (a) 

11 shall be referred to the committees in each House of Con-

12 gress with jurisdiction. 

13 "(2) For purposes of this section, the term 'submis-

14 sion or publication date' means the later of the date on 

15 which-

16 "(A) the Congress receives the report submitted 

17 under section 801(a)(1)i or 
. 

18 "(B) the rule is published in the Federal Reg-

19 ister, if so published. 

20 "(c) In the Senate, if the committee to which is re-

21 ferred a joint resolution described in subsection (a) has 

22 not reported such joint resolution (or an identical joint 

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

24 mission or publication date defined under subsection 

25 (b )(2), such committee may be discharged from further 
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1 consideration of such joint resolution upon a petition sup-

. 2 ported in writing by 30 Members of the Senate, and such 

3 joint resolution shall be placed on the calendar. 

4 "(d)(l) In the Senate, when the committee to which 

5 a joint resolution is referred has reported, or when a com-

6 mittee is discharged (under subsection (c» from further 

7 consideration of a joint resolution described in subsection 

8 (a), it is at any time thereafter in order (even though a 

9 previous motion to the same effect has been disagreed to) 

10 for a motion to proceed to the consideration of the joint 

11 resolution, and all points of order against the joint resolu-

12 tion (and against consideration of the joint resolution) are 

13 waived. The motion is not subject to amendment, or to· 

14 a motion to postpone, or to a motion to proceed to the 

15 consideration of other business. A motion to reconsider the 

16 vote by which the motion is agreed to or disagreed to shall 

17 not be in order. If a motion to proceed to the consideration 

18 of the joint resolution is agreed to, the joint resolution 

19 shall remain the unfinished business of the Senate until 

20 disposed of. 

21 "(2) In the Senate, debate on the joint resolution, . 

22 and on all debatable motions and appeals in connection 

23 therewith, shall be limited to not more than 10 hours, 

24 which shall be divided equally between those favoring and 

25 those opposing the joint resolution. A motion further to 
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1 limit debate is in order and not debatable. An amendment 

2 to, or a motion to postpone, or a motion to proceed to 

3 the consideration of other business, or a motion to recom-

4 mit the joint resolution is not in order. 

5 "(3) In theSelfate, immediately following the conclu-

6 sion of the debate on a joint resolution described in sub-

7 section (a), and a single quorum call at the conclusion of 

8 the debate if requested in accordance with the rules of the 

9 Senate, the vote on final passage of the joint ~esolution 

10 shall occur. 

11 "(4) Appeals from the decisions of the Chair relating 

12 to the application of the rules of the Senate to the proce-

13 dure relating to a joint resolution described in subsection 

14 (a) shall be decided without debate. 

15 "(e) In the Senate the procedure specified in sub-

16 section (c) or (d) shall not apply to the consideration of 

17 a joint resolution respecting a rule-

18 "(1) after the expiration of the 60 session days 

19 beginning with the applicable submission or publica-

20 tion date, or 

21 "(2) if the report under section 801(a)(1)(A) 

22 was submitted during the period referred to in sec-

23 tion 801(d)(1), after the expiration of the 60 session 

24 days beginning on the 15th session day after the 

25 succeeding session of Congress first convenes. 
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1 "( f) If, before the passage by one House of a joint 

2 resolution of that House described in subsection (a), that 

3 House receives from the other House a joint resolution 

4 described in subsection (a), then the following procedures 

5 shall apply: 

6 "(1) The joint resolution of the other House 

7 sball not be referred to a committee. 

8 "(2) With respect to a joint resolution described 

9 m subsection (a) of the House receiving the joint 

10 resolution- . 

11 "(A) the procedure in that House shall be 

12 the same as if no joint resolution had been re-

13 ceived from the other House; but 

14 "(B) the vote on final passage shall be on 

15 the joint resolution of the other House. 

16 "(g) This section is enacted by Congress-

17 "(1) as an exercise of the rulemaking power of 

18 the Senate and House of Representatives, respec-

19 tively, and as such it is deemed a part of the rules 

20 of each House, respectively, but applicable only with 

21 respect to the procedure to be followed in that 

22 House in the case of a joint resolution descn'bed in 

23 subsection (a), and it supersedes other rules only to 

24 the extent that it is inconsistent with such rules; and 
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1 "(2) with full recognition of the constitutional 

2 right of either House to change the rules (so far as 

3 relating to the procedure of that House) at any time, 

4 in the same manner, and to the same extent as in 

5 the case of any other rule of that House. 

6 "§ 803. Special rule on statutory. regulatory, and judi. 

7 cial deadlines 

8 "(a) In the case of any deadline for, relating to, or 

9 involving any rule which does not take effect (or the effec-

10 tiveness of which is tenninated) because of eIl1U!tment of 

11 a joint resolution under section 802, that deadline is ex· 

.12 tended until the date 1 year after the date of enactment 

13 of the joint resolution. Nothing in this subsection shall be 

14 construed to affect a deadline merely by reason of the 

15 postponement of a rule's effective date under section 

16 801(a). 

17 "(b) The term 'deadline' means any date certain for 

18 fulfilling any obligation or exercising any authority estab-

19 lished by or under any Federal statute or regulation, or 

20 by or under any court order implementing any Federal 

21 statute or regulation. 

22 "§ 804. Definitions 

23 "For purposes of this chapter-

24 "(1) The term 'Federal agency' means any 

25 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-

"(A) an annual effect on the economy of 

$100,000,000 or more; 

"(B) a major increase in costs or prices 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-based 

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 meanmg gIVen 

such 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-
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lowances therefor, corporate or financial struc­

tures, reorganizations, mergers, or acquisitions 

thereof, or accounting practices or disclosures 

bearing on any of the foregoing; 

"(B) any rule relating to agency manage­

ment or personnel; or 

"(C) any rule of agency organization, pro­

cedure, or practice that does not substantially 

affect the rights or obligations of n0l?--agency 

parties. 

11 "§ 805. Judicial review 

12 "No determination, fi..J:lding, action, or omission under 

13 this chapter shall be subject to judicial review. 

14 "§ 806. Applicability; severab~lity 

15 "(a) This chapter shall apply notwithstanding any 

16 other provision oflaw. 

17 "(b) If any provision of this chapter or the applica-

18 tion of any provision of this chapter to any person or cir-

19 cumsta.nce, 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 
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1 Board of Governors of the Federal Reserve System or the 

2 Federal Open Market Committee. 

3 "§ 808. Effective date of certain rules 

4 "Notwithstanding section 801-

5 "(1) any rule that establishes, modifies, opens, 

6 closes, or conducts a regulatory program for a com-

7 mercia!, recreational, or subsistence activity related 

8 to hunting, fishing, or camping, or 

9 "(2) any rule which an agency for good cause 

10 finds (and incorporates the finding and a brief state-

11 ment of reasons therefor in the rule issued) that no-

12 tice and public procedure thereon are impracticable, 

13 unnecessary, or contrary to the public interest, 

14 shall take effect at such time as the Federal agency pro-

15 mulgating the rule determines.". 

16 SEC. 352. EFFECTIVE DATE. 

17 The amendment made by section 351 shall take effect 

18 on the date of enactment of this Act. 

19 SEC. 353. TECHNICAL AMENDMENT •. 

20 The table of chapters for part I of title 5, United 

21 States Code, is amended by inserting immediately after 

22 the item relating to chapter 7 the following: 

"S. Congressional Review of Agency Rulemaking ........... 801". 



" . . REGULATORY REFORM AMENDMENT 

The amendment assumes enactment of S.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) 

Requires 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 Procedures (Sec. 621, Sec. 631-636, Sec. 641-645, Sec. 651-654) 

Sets forth defmitions 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 justify 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 fmal 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 (AP A), 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-lohnston-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 fmal 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 Analysi.(Sec. 621. 622) 

All exclusions to risk assessment and cost-benefit analysis adopted during the floor debate on S.343 
(mammography standards, poisoning threats to children. food safety I 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 alternative compliance provision. 
No language affecting the Chevron precedent-a savings clause affmnatively states that nothing in the 
amendment "is intended to modify the rules of statutory construction applied by the courts." 
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DRAFf AMENDMENT - 3/14/96 . 

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. ROBB, ____________ _ 

-----------------------) 
Viz: 

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

2 TITLE II 

3 IMPROVEMENT OF REGULATORY 

4 DECISION MAKING 

5 SEC. 201. SHORT TITLE. 

6 This title may be cited as the "Regulatory Reform Act of 

7 1996". 

8 SEC. 202. DEFINITIONS. 

9 Section 551 of title 5, United States Code is amended-

10 (1) in the matter preceding paragraph (1), by 

11 striking "this subchapter" and inserting "this chapter and 

12 chapters 7 and 8"; 

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

2 end and inserting "; and"; and 

3 (4) by adding at the end the following new 

4 paragraph: 

5 "(15) 'Director' means the Director of the Office of 

6 Management and Budget.". 

7 SEC. 203. ANALYSIS OF AGENCY RULES. 

8 (a) IN GENERAL.-Chapter 6 of title 5, United States 

9 Code, is amended by adding at the end the following: . 

10 "SUBCHAPTER II-ANALYSIS OF 

11 AGENCY ,RULES 

12 "§ 621. Definitions 

13 "For purposes of this subchapter, the definitions under 

14 section 551 shall apply and-

15 "(1) the term 'benefit' means the reasonably 

16 identifiable significant favorable effects, quantifiable and 

17 nonquantifiable, including social, health, environmental, 

18 economic, and distributional effects, that are expected to 

19 result directly or indirectly from implementation of, or 

20 compliance with, a rule or an alternative to a rule; 

21 "(2) the term 'cost' means the reasonably identifiable 

22 significant adverse effects, quantifiable and 

23 nonquantifiable, including social, health, environmental, 

24 economic, and distributional effects that are expected to 

I . . ,. 
,., 

-~. , 
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result directly or indirectly from implementation of, or 

2 compliance with, a rule or an alternative to a rule; 

3 "(3) the term 'cost-benefit analysis' means an 

4 evaluation of the costs and benefits of'a rule, quantified 

5 to the extent feasible and appropriate and otherwise 

6 qualitatively described, that is prepared in accordance 

7 with the requirements of this subchapter at the level of 

8 detail appropriate and practicable for reasoned decision 

9 making on the matter involved, taking into consideration 

10 uncertainties, the significance. and complexity of the 

11 decision, and any need for expedition; 

12 "(4) the term 'flexible regulatory options' means 

13 regulatory options for a rule that are not precluded by the 

14 statute authorizing the rule and that permit maximum 

15 flexibility to regulated persons in achieving the 

16 regulatory result that the statute authorizing a rule is 

17 designed to produce, including regulatory options that 

18 employ market-based mechanisms, performance 

19 standards, or voluntary programs; 

20 "(5) the term 'major rule' means a rule or a group of 

21 closely related rules that-

22 "(A) the agency proposing the rule reasonably 

23 determines under section 622(a), or the Director 

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

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

3 increased costs and such $100,000,000 amount shall 

4 be adjusted periodically by the Director to account 

5 for inflation; or 

6 "(B) the Director otherwise designates as a 

7 major rule under section 622(b); 

8 "(6) the term 'market-based mechanism' means a 

9 regulatory approach that-

10 "(A) maintains the legal accountability of each 

11 regulated person for achievement of an explicit 

12 regulatory objective; and 

13 "(B) affords maximum flexibility to each 

14 . regulated person in complying with such regulatory 

15 objective, including, where feasible and appropriate, 

16 the opportunity to transfer to, or receive from, other 

17 persons (including for cash or other legal 

18 consideration) increments of compliance 

19 responsibility established by the program; 

20 "(7) the term 'performance standard' means a 

21 requirement that imposes legal accountability for the 

22 achievement of an explicit regulatory objective, without 

23 prescribing the particular method or procedures, for 

24 achieving such objective; 

.. ~. 

.. . -
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"(8) the term 'reasonable alternative' means a 

2 reasonable regulatory option that-

3 "(A) would achieve the objectives of the statute 

4 that are relevant to the rule making; and 

5 "(B) the agency has authority to adopt under 

6 the statute granting rule making authority, including 

7 a flexible regulatory option (unless such flexible 

8 regulatory option is precluded by the statute 

9 granting the rule making authority); 

10 "(9) the term 'risk assessment' has the same, 

11 meaning as in section 631(6); and 

12 "(10) the term 'rule' has the same meamng as m 

13 section 551 (4) of this title, except that the term shall not 

14 include any rule otherwise described in section 551(4) 

15 that 1s-

16 

17 

18 

19 

20 

21 

22 

"(A) 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, 

Qr 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 internal revenue 

laws of the United States, or the assessment and 

collection of taxes, duties, or other revenues or 

receipts; 

"(D) a rule or agency action relating to the 

public debt; 

n(E) a rule relating to monetary policy proposed 

or promulgated by the Board of Governors of the 

Federal Reserve System or by the Federal Open 

Market Committee; 

"(F) a rule relating to the safety or soundness of 

federally insured depository institutions or any 

affiliate of such an institution (as defined in section 

2(k) of the Bank Holding Company Act of 1956 (12 

U.S.C. 1841(k»); credit unions; 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 any affiliate of such foreign 

banks (as those terms are defined in the 

,-. 
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International Banking Act of 1978 (12 U.S.C. 

3101»; or a rule relating to the payments system or 

the protection of deposit insurance funds or the 

Farm 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 and 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 Exchange Act of 1934 (15 U.S.C. 78a et 

seq.) or emergency action taken under the 

Commodity Exchange Act (7 U.S.C. 1 et seq.), or a 

rule relating to the 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.); 

"(R) 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 Federal Election 

2 Commission or a rule issued by the Federal 

3 Communications Commission pursuant to section 

4 312(a)(7) and 315 of the Communications Act of 

5 1934 (47 U.S.C. 312(a)(7) and 315); 

6 "(J) a rule required to be promulgated at least 

7 annually pursuant to statute; 

8 "(K) a rule intended to implement section 354 

9 of the Public Health Service Act (42 U.S.C. 263b) 

10 (as added by section 2 of the Mammography Quality· 

11 Standards Act of 1992); or 

12 "(L) a rule or agency action intended to protect 

13 children against poisoning by ingestion, including a 

14 rule-· 

15 "(i) relating to iron toxicity poisoning; 

16 "(ii) relating to lead poisoning from food 

17 . products; or 

18 "(iii) promulgated under the Poison 

19 Prevention Packaging Act of 1970 (15 U.S.C. 

20 1471 et seq.). 

21 "§ 622. Regulatory analysis 

22 "(a) Before publishing notice of a proposed rule making 

23 for any rule, each agency shall determine whether the rule is 

24 or is not a major rule under section 621(5)(A). For the 
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1 purpose of any such determination, a group of closely related 

2 rules shall be considered as one rule. 

3 "(b)(1) If an agency has determined that a rule is not a 

4 major rule under section 621(5)(A), the Director may, no later 

5 than 30 days after the close of the comment period for the 

6 rule,-

7 "(A) determine that the rule is a major rule under . 

8 section 621(5)(A), or 

9 "(B) designate the rule as a major rule under section 

10 621(5)(B), except that the Director shall not designate 

11 more than 25 rules under this subparagraph in anyone 

12 calendar year. 

13 "(2) No later than. 15 days after the close of the 

14 comment period for the rule, the Chief Counsel for Advocacy 

15 of the Small Business Administration may recommend to the 

16 Director that a rule which would have a significant impact on 

17 a substantial number of small entities be designated as a 

18 major rule. The recommendation shall include a statement of 

19 . the supporting factual reasons, including reasons why the 

20 regulatory analysis under this section is appropriate. If the 

21 Director is permitted to make a designation under paragraph 

22 (l)(B) and does not accept the recommendation of the Chief 

23 Counsel for Advocacy, the Director shall publish a notice in 

24 the Federal Register containing the recommendation of the. 
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Chief Counsel together with a statement of the supporting 

2 factual reasons for the Director's action. 

3 n(3) A determination or designation under this s.ubsection 

4 shall be published in the Federal Register, together with a 

5 succinct statement of the basis for the Director's action. 

6 n(c)(1)(A) When the agency publishes a notice of 

7 proposed rule making for a major rule, the agency shall issue 

8 and place in the rule making record an initial regulatory 

9 analysis, and shall include a summary of such analysis in the 

10 notice of proposed rule making. 

11 . U(B)(i) When the Director has published a determination 

·12 . or designation that a rule is a major rule after the publication 

13 of the notice of proposed rule making for the rule, the agency 

14 shall promptly issue and place in the rule making record an 

15 initial regulatory analysis for the rule and shall publish in the 

16 Federal Register a summary of such analysis. 

17 n(ii) Following the issuance of an initial regulatory 

18 analysis under clause (i), the agency shall give interested 

19 persons an opportunity to comment pursuant to section 553 of 

20 this title in the same manner as if the initial regulatory 

21 analysis had been issued with the notice of proposed rule 

22 making. 

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

2 shall contain-

3 "(i) a succinct analysis of the benefits of the 

4 proposed rule, including any benefits that cannot be 

5 quantified, and an explanation of how the agency 

6 anticipates that such benefits will be achieved by the 

7 proposed rule, including a description of the persons 

8 or classes of persons likely to receive such benefits; 

9 "(ii) a succinct analysis of the costs of the 

10 proposed rule, including any costs that cannot be " 

11 quantified, and an explanation of how the agency 

12 anticipates that such costs will result from the 

13 proposed rule, including a description of the persons" 

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

15 "(iii) an evaluation of the relationship of the 

16 benefits of the proposed rule to its costs; 

17 "(B) an evaluation of the benefits and cnsts of a 

18 reasonable number of reasonable alternatives,· reflecting 

19 the range of regulatory options that would achieve the 

20 objectives of the statute that are relevant to the rule 

21 making, including, where appropriate, alternatives that-

22 

23 

24 

"(i) require no government action; 

"(ii) accommodate differences among geo­

graphic regions; or 
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"(iii) are flexible regulatory options; 

2 "(C) a description of the basis for scientific or 

3 economic evaluations or information upon which the 

4 agency substantially relied in the cost-benefit analysis 

5 and in any risk assessment required under this chapter; 

6 and 

7 "(D) if required under section 632 of this title, a risk 

8 assessment in accordance with section 634 of this title. 

9 "(d)(l) When the agency publishes a final major rule, the 

10 agency shall also issue and place in the rule making record a 

11 final regulatory analysis, and shall include a summary of the 

12 analysis in the statement of basis and purpose. 

13 "(2) Each final regulatory analysis shall address each of 

14 the requirements for the initial regulatory analysis under 

15 subsection (c)(2), revised to reflect-

16 "(A) any material changes made to the proposed 

17 rule by the agency after publication of the notice of 

18 proposed rule making; and 

19 "(B) agency consideration of significant comments 

20 received regarding the proposed rule and the initial 

21 regulatory analysis, including regulatory review 

22 communications under subchapter V. 

23 "(e) The cost-benefit analysis of a proposed and a final 

24 rule required under this section shall include, to the extent 
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feasible, a quantification or numerical estimate of the· 

2 quantifiable benefits and costs. Such quantification or 

3 numerical estimate shall be made in the most appropriate unit 

4 of measurement, using comparable assumptions, specify the 

5 ranges of predictions, and explain the margins of error 

6 involved in the quantification methods and the uncertainties 

7 and variabilities in the estimates used. An agency shall 

8 describe the nature and extent of the nonquantifiable benefits 

9 and costs of a final rule under this section in as precise and 

10 succinct a manner as possible. If a risk assessment is required 

11 under section 632, the cost-benefit analysis under this section 

12 shall rely on the risk assessment. The agency evaluation of 

13 the relationships of the benefits of a proposed and final rule to 

14 its costs required .by this section and section 623 shall be 

15 clearly articulated in accordance with the provisions of this 

16 section. An agency shall not be required to make such 

17 evaluation primarily on a mathematical or numerical basis. 

18 "(f)(1) A major rule may be adopted without prior 

19 compliance with this subchapter or subchapter III if-

20 . "(A) the agency for good cause finds that 

21 conducting the regulatory analysis under this section or 

22 subchapter III is contrary to the public interest due to an 

23 emergency, or an imminent threat to health or safety or 

24 food safety (including an imminent threat from E. coli 
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bacteria) that is likely to result in significant harm to the 

2 public or to natural resources; and 

3 "(B) the agency publishes in the Federal Register, 

4 together with such finding, a succinct ~tatement of the 

5 basis for the finding and a deadline for compliance with 

6 the provisions of subsections (a) through (e) of this 

7 section. Such deadline shall occur as soon as reasonably 

8 practicable after the promulgation of the rule. 

9 "(2) The agency shall comply with the provisions of 

10 subsections (a) through (e) of this section by the deadline 

11 established in paragraph (1 )(B) of this subsection and shall 

12 revise the rule under section 553 of this title, if necessary, to 

13 meet the requirements of section 623. 

14 "§ 623. Decisional criteria 

15 "(a)(I)(A) In promulgating a final major rule subject to 

16 this subchapter, an agency shall, unless otherwise required by 

17 law, select the reason .. .ble alternative that it determines is 

18 likely to-

19 "(i) employ to the extent practicable flexible 

20 regulatory options; 

21 "(ii) either maximize flet benefits or achieve benefits 

22 in a more cost-effective manner than the other reasonable 

23 alternatives evaluated by the agency; and 
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"(iii) provide benefits which justify the costs of the 

2 rule unless scientific, technical, or economIC 

3 uncertainties identified by the agency in the rule making 

4 record make such a determination infeasible and the 

5 President determines that it is appropriate and in the 

6 public interest to issue the rule. 

7 "(B) Nothing in subparagraph (A)(iii) provides authority 

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

9 "(C) Any determination under this paragraph shall be 

10 based on the rule making record_ as a whole, including the 

II regulatory analysis required by section 622. 

12 "(2) The agency shall publish in the Federal Register at 

13 the time of promulgation of the final rule an explanation of 

14 the determinations made with respect to this subsection, and 

15 any required Presidential determination. 

16 "(3) Notwithstanding section 301 of title 3, United 

17 States Code, the President may not delegate the authority to 

18 make a determination under this subsection to any other 

19 person. 

20 "(b) If the agency is unable to make the determination 

21 required under subsection (a)(I)(A)(iii) that the benefits of 

22 the reasonable alternative it selected justify the costs because 

23 the selection of that alternative is otherwise required by law, 

24 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 

2 Congress-

3 "(1) an explanation of the reason why such a 

4 determination cannot be made; and 

5 "(2) a statement regarding the statutory provision 

6 that required the agency to select an alternative for which 

7 the benefits do not justify the costs, including any 

8 recommendation for amendments to the statutory 

9 provisions and identification of other possible regulatory 

10 options which could have benefits that justify the costs 

11 and meet the objectives of the statute. 

12 "(c) The procedures for congressional reView under 

13 chapter 8 of this title for a final major rule promulgated under 

14 subsection (a)(1 )(A)(iii) or subsection (b) shall be modified 

15 as follows: 

16 "(1) The time period under section 801(a)(3)(A) 

17 shall be 90 days instead of the 45-day period specified 

18 under such subparagraph. 

19 "(2) The time period of 20 calendar days under 

20 section 802( c) shall be 30 calendar days. 

21 "(3) The requirement under section 802(c) for 30 

22 Senators on a discharge petition shall be 20 Senators. 
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"(d) Nothing in this section shall be construed to 

2 override any statutory requirement, including health, safety, 

3 and environmental requirements. 

4 "§ 624. Judicial review 

5 "(a) Compliance or noncompliance by an agency with 

6 the provisions of this subchapter and subchapter III shall be 

7 . subject to judicial review only in accord<lnce with this 

8 section. 

9 "(b) The provisions of section 706(1) shall apply to the 

10 provisions of this subchapter and subchapter III. 

11 "(c) The periodic adjustment by the Director oL the 

12 $100,000,000 amount in section 621(5)(A), to account for 

13 inflation, shall not be subject to judicial review. 

14 "(d)(1) The determination by an· agency under section 

15 622(a) that a rule is, or is not, a major rule shall be set aside 

16 by a reviewing court only if the court finds that the 

17 determination is arbitrary, capricious, or an abuse of 

18 discretion in light of the information available to the agency 

19 at the time the agency made the determination. 

20 "(2) No determination or designation by the Director 

21 under section 622(b) that a rule is a major rule, or failll:re to 

22 make such a determination or designation, shall be subject to 

23 judicial review. 
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"(e) No claim of noncompliance with this subchapter or 

2 subchapter III shall be reviewed separate or apart from 

3 judicial review of the final agency action to which it relates. 

4 "(f) Judicial review of agency action under section 

5 623(a) shall be limited to whether-

6 "(1) the agency determination under section 623(a), 

7 based on the rule making record as a whole, was 

8 arbitrary, capricious, or an abuse of discretion (or 

9 unsupported by substantial evidence where that standard 

10 is otherwise provided by law); or 

11 "(2) the agency failed to make a determination 

12 required by section 623(a). 

13 "(g) A major rule for which the cost-benefit analysis or 

14 risk assessment required by this chapter has been omitted in 

15 its entirety shall be deemed arbitrary or capricious. 

16 "(h) Except as otherwise provided in this section, failure 

17 of an agency to comply with the requirements of this 

18 subchapter or subchapter III shall not provide grounds for 

19 setting aside or remanding the rule under review unless the. 

20 court finds that. there is a reasonable likelihood that the 

21 agency's failure to comply with such requirements materially 

22 affected the outcome of the final rule and that such rule, 

23 based on the rule making record as a whole, is arbitrary, 

24 capricious, or an abuse of discretion (or unsupported by 
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substantial evidence where that standard IS otherwise 

2 provided by law). 

3 "(i) Nothing in this chapter is intended to modify the 

4 rules of statutory construction applied by the courts. 

5 "§ 625. Advisory committee on regulations 

6 "(a)(1) No later than 90 days after the date of enactment 

7 of this section and every 5 years thereafter, each executive 

8 department (as that term is defined in section 101 of this 

9 title), the Environmental Protection Agency,. and each 

10 independent regulatory commission shall establish an 

11 advisory committee for the review of rules. 

12 "(2) An agency listed in paragraph (1) may establish 

13 panels under its advisory committee to facilitate review of 

14 rules if the different parts of the agency affected by this 

15 section are so dissimilar that it is impracticable to assemble 

16 the required expertise on a single advisory committee. Such 

17 panels shall be governed by the requirements of s:.:bsection 

18 (b) and section 626 pertaining to advisory committees. 

19 "(b)(l) Each such agency head shall appoint 9 members 

20 to serve on the agency's advisory committee and shall 

21 designate a chairman from the members of the committee. 

22 Membership on the committee shall represent . a balanced 

23 cross-section of public and private interests affected by the 

24 regulations of the agency, including small businesses and 
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small governments. No person who would otherwise be an 

2 employee of the Federal government serve as a member of an 

3 advisory committee under this section. 

4 "(2) Each member shall be appointed for the life of the 

5 advisory committee. The advisory committee shall terminate 

6 I year after the date on which the committee is established. 

7 "(3) A vacancy on a committee shall be filled in the same 

8 manner as the original appointment. 

9 "(4) Each committee shall solicit public participation 

10 through appropriate means including hearings, written 

11 comments, public meetings, and electronic maiL . 

12 "(5) Members of the committee shall receive travel 

13 expenses, including per diem in lieu of subsistence, in .. 

14 accordance with section 5703 of this title. 

15 "(6) Each committee shall be subject to the provisions of 

16 the Federal Advisory Committee Act (5 U.S.C. Appendix). 

17 "§ 626. Agency regulatory review 

18 "(a) Each advisory committee appointed under section 625 

19 shall develop a list of rules promulgated by the agency which 

20 the committee serves, which the committee determines should 

21 be reviewed by the agency and can reasonably be reviewed 

22 by the agency within a 5-year period. In selecting rules for 

23 review, each committee shall consider the extent to which-

24 "(1) a rule may be unnecessary; 
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"(2) a rule is duplicative of other rules of the agency 

2 or could be coordinated or consolidated with similar 

3 rules of other agencies; 

4 "(3) the benefits of a rule may not justify the costs 

5 of a rule; 

6 "(4) a rule may not be achieving the objectives of 

7 the statute on which the rule is based in a cost-effective 

S' manner; and 

9 "(5) a rule could be revised to achieve the objective 

10 of the statute on which the rule is based with 

11 substantially-

12 "(A) less costs; 

13 "(B) more benefits; or 

14 "(C) greater flexibility for regulated entities. 

15 "(b) No later than I year after an advisory committee is 

16 established, such committee shall deliver to the agency the 

17 committee's recommended list of rules to be reviewed in 

1S order of priority. The agency head shall immediately publish 

19 the list in the Federal Register and forward a copy of the list 

20 to the appropriate committees of jurisdiction in the House of 

21 Representatives and the Senate. 

22 "(c)(1) No later than 90 days after receiving and 

23 reviewing the list of rules from its advisory committee, the 

24 agency head shall publish in the Federal Register a 
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1 preliminary schedule for review of rules based on such list. 

2 The agency shall give deference to the recommendations of 

3 its advisory committee but may modify the list of rules to be 

4 reviewed, taking into account the facton~ contained in 

5 subsection (a)(1), (2), (3), (4), and (5), and 

6 "(A) the extent to which the agency has discretion 

7 under the statute authorizing the rule to modify or repeal 

8 the rule; 

9 "(B) the importance of the rule relative to other 

10 rules being reviewed under this section; and 

11 "(C) the resources expected to be available to the 

12 agency to carry out the reviews under this section. 

13 "(2) The agency shall provide in the Federal Register at 

14 the time the preliminary schedule is published an explanation 

15 of each modification to the list provided by the committee and 

16 shall invite public comment on the preliminary schedule for a 

17 period of no less than 60 days. 

18 "(d) The preliminary schedule under subsection (c) shall 

19 propose deadlines for review of each rule listed thereon, and 

20 such deadlines shall occur no later than 5 years from the 

21 . estimated date of publication of the final schedule. 

22 "(e)(l) No later than 120 days after publication of a 

23 preliminary schedule under subsection (c), the agency shall 

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

2 under this section. 

3 "(2) The final schedule shall establish a deadline for 

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

5 taking into account the criteria in subsection (a) and 

6 subsection (c)(1) and the comments received under subsection 

7 (c)(2). Each deadline shall occur no later than 5 years after 

8 the date of publication of the final schedule under paragraph 

9 (1) of this subsection. 

10 "(f)(1) The President's annual budget proposal under 

11 section 11 05(a) of title 31, United States Code, for each 

12 agency subject to this section shall identify as a separate 

13 sum-

14 "(A) the amount requested to be appropriated for 

15 implementation of this section during the upcoming 

16 fiscal year; and 

17 "(B) the amount necessary to complete the review of 

18 each rule listed on the final schedule by the deadline 

19 specified on the schedule; 

20 and shall identify any rules for which a deadline on the final 

21 schedule shall occur during the upcoming fiscal year. 

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

23 delete a rule or change a deadline for the review of a rule may 
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1 be included III annual appropriations Acts for the relevant 

2 agencies. 

3 "(B) An authorizing committee with jurisdiction may 

4 submit, to the Committee on Appropriations of the Senate or 

5 the House of Representatives (as· the case may be), 

6 amendments to a final agency schedule. The appropriations 

7 committee to which such amendments have been submitted 

8 may include or propose the amendments in the annual 

9 appropriations Act for the relevant agency. 

10 "(C) Each amendment that adds a rule to the schedule or 

11 changes a deadline on the schedule shall establish a deadline .. 

12 that provides sufficient time to accomplish the requirements 

13 of subsection (h); 

14 "(D) Each agency shall modify its final schedule III 

15 accordance with amendments that are enacted into law. 

16 "(E) An agency may revise a final schedule to extend one 

17 or more deadlines for review if an appropriations Act for the 

18 agency provides a sum less than the appropriation requested by 

19 the President under paragraph (1) for implementation of this 

20 section. 

21 "(g) Notwithstanding section 624, agency failure to take 

22 actions required by subsections (a) through (f) shall be 

23 subject to judicial review only under section 706(1) of this 
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title. There shall be no other judicial reVIew of the 

2 preliminary or final schedule. 

3 "(h)(1) For each rule on a final schedule, the agency 

4 shall-

5 "(A) no later than 2 years before the deadline in such 

6 schedule, publish in the Federal Register a notice that 

7 solicits public comment regarding whether the rule 

8 should be continued, amended, or repealed; 

9 "(B) no later than 1 year before the deadline in such 

10 schedule, publish in the Federal Register a notice that-

II "(i) addresses public comments generated by 

12 the notice in subparagraph (A); 

13 "(ii) contains a preliminary analysis provided 

14 by the agency with respect to subsection (a)(l), (2), 

15 (3), (4), and (5); 

16 "(iii) contains a preliminary determination 

17 whether the rule should be continued, amended, or 

18 repealed; and 

19 "(iv) solicits public comment on the 

20 preliminary determination for the rule; and 

21 "(C) no later than 60 days before the deadline in 

22 such schedule, publish in the Federal Register a final 

23 notice on the rule that-
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"(i) addresses public comments generated by 

2 the notice in subparagraph (B); 

3 "(ii) contains a determination to continue, 

4 amend, or repeal the rule and an explanation of such 

5 determination with respect to subsection (a)(l), (2), 

6 (3), (4), and (5); and 

7 "(iii) if the agency determines to amend or repeal 

8 the rule, contains a notice of proposed rule making 

9 under section 553 of this title. 

10 "(2) If the final determination of the agency is to 

11 continue the rule, such' determination shall constitute final 

12 agency action 60 days after the publication in the Federal 

13 Register of the notice in subparagraph (C). 

14 "(i) If an agency makes, a determination to amend or 

15 repeal a major rule under subsection (h)(1 )(C), the agency 

16 shall complete final agency action with regard to such rule no 

:7 later than 2 years of the date of publication of the notice in 

18 subsection (h)(1)(C) containing such determination. Nothing 

19 in this subsection shall limit the discretion of an agency to 

20 decide, after having proposed to modify or repeal a rule, not 

21 to promulgate such modification or repeal. Such decision 

22 shall constitute final agency action for the purposes of 

23 judicial review. 
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"U) If an agency has not completed review of a rule by the 

2 deadline on the final schedule, the agency shall immediately 

3 commence a rule making action under section 553 of this title 

4 to repeal the rule. The agency shall complete such rule 

5 making no later than 2 years after the deadline on the final 

6 schedule. 

7 "(k) A court may remand a determination under 

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

9 showing that the agency could have adopted a reasonable 

10 alternative that is substantially more flexible or cost-effective, 

11 or that would substantially decrease costs or increase benefits, 

12 while meeting the objectives of the statute that are relevant to 

13 the rule under review. 

14 "SUBCHAPTER III-RISK ASSESSMENTS 

15 "§ 631. Definitions 

16 "For purposes of this subchapter, the definitions under 

17 sections 551 and 621 shall apply, and-

18 "(1) the term 'covered agency program' means each 

19 agency program required to comply with this subchapter, 

20 as provided in section 632; 

21 "(2) the term 'default inference option' means the 

22 predetermined choice for a specific inference option that, 

23 in the agency's judgment, represents the most 

24 appropriate generic combination of scientific knowledge 
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and policy considerations, that serves as a starting point 

2 in a risk assessment, and that is subject to modification 

3 or replacement as other valid situation-specific or 

4 substance-specific information is available; 

5 "(3) the term 'exposure assessment' means the 

6 scientific determination of the intensity, frequency, 

7 distribution, and duration of actual or potential exposures 

8 to the hazard in question; 

9 "(4) the term 'hazard assessment' means the 

10 scientific determination of whether a substance, activity, 

. 11 or condition can cause an increased incidence of one or 

12 more significant adverse effects, and a scientific 

13 evaluation of the relationship between the. degree of 

14 exposure to the substance, activity, or condition and the 

15 . incidence and severity of the effect; 

16 "(5) the term 'inference option' means the explicit 

17 statement of an assumption, inference, or choice of 

18 model, which may incorporate both scientific judgments 

19 and policy considerations and which is used when 

20 scientific information for inferring risk is not fully 

21 adequate or is not fully drawn from experience; 

22 "(6) the term 'risk assessment' means the systematic 

23 process of organizing and analyzing scientific 

24 informatlon on· potential hazards, including as 
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I appropriate for the specific risk involved, hazard 

2 assessment, exposure assessment; and risk 

3 characteri7.at.ion; 

4 "(7) the term 'risk characterization' means the 

5 integration and organization of hazard and exposure 

6 assessment to estimate the potential for specific harm to 

7 an exposed population or natural resources including, to 

8 the extent feasible, a characterization of the distribution 

9 'of risk as well as an analysis of uncertainties, 

10 variabilities, conflicting information, and inference 

II options in the assessment; 

12 "(8) the term 'screening analysis' means an analysis 

13 using simple conservative inference options to arrive at 

14 an estimate of upper bounds of risk to allow an agency to 

15 eliminate risks from further consideration and analysis or 

16 to establish priorities for action; and 

17 "(9) the term 'substitution risk' means an increased 

18 risk to human health, safety, or the environment 

19 reasonably likely to result from a regulatory option. 

20 "§ 632. Applicability 

21 "(a) Except as provided in section 622(f) or in subsection 

22 (c) of this section, a risk assessment shall be prepared 

23 according to section 634 for each proposed and final major 

24 rule, a primary purpose of which is to protect human health, 
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safety, or the environment, or a consequence of which is a 

2 substantial substitution risk, by-

3 "(1) the Secretary of Defense, for environmental 

4 restoration and waste management proDrams, and for 

5 programs and responsibilities of the United States Army 

6 Corps of Engineers; 

7 "(2) the Secretary of the Interior, for programs and 

8 responsibilities of the Office of Surface Mining 

9 Reclamation and Enforcement; 

10 "(3) the Secretary of Agriculture, for programs and 

11 responsibilities of-

12 "(A) the Animal and Plant Health Inspection 

13 Service; 

14 "(B) the Food Safety and Inspection Service; 

15 "(C) the Forest Service; and 

16 "(D) the Natural Resources Conservation 

17 Service; 

18 "(4) the Secretary of Commerce, for programs and 

19 responsibilities of the National Marine Fisheries Service; 

20 "(5) the Secretary of Labor, for programs and 

21 responsibilities of-

22 "(A) the Occupational Safety and Health 

23 Administration; and 
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"(B) the Mine Safety and Health Adminis-

2 tration; 

3 "(6) the Secretary of Health and Human Services, 

4 for programs and responsibilities assigned to the Food 

5 and Drug Administration; 

6 "(7) the Secretary of Transportation, for programs 

7 and responsibilities assigned to-

8 "(A) the Federal Aviation Administration; and 

9 "(B) the National Highway Traffic Safety 

10 Administration; 

11 "(8) the Secretary of Energy, for programs and 

12 responsibilities related to nuclear safety, occupational 

13 safety and health, and environmental restoration and 

14 waste management; 

15 '!(9) the Chairman of the Consumer Product Safety 

16 Administration; 

17 "(10) the Administrator of the Environmental 

18 Protection Agency; and 

19 "(11) the Chairman of the Nuclear Regulatory 

20 Commission. 

21 "(b)(1) No later than 18 months after the effective date of 

22 this section, the President, acting through the Director, shall 

23 determine whether any other Federal agency or specific 

24 program under a Federal agency should be considered a 
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covered agency program. Such determination, with respect to 

2 a particular Federal agency or program, shall be based on the 

3 importance of risk assessment and risk characterization to-

4 "(A) regulatory programs administered by that 

5 agency; and 

6 "(B) the communication of risk information by that 

7 agency to the public. 

8 "(2) If the President makes a determination under 

9 paragraph (1), the requirements of this subchapter shall apply 

10 to any agency program determined to be a covered agency 

11 program beginning on a date set by the President. Such ~ate 

12 may be no later than 6 months after the date of such 

13 determination. 

14 "(c)(1) The requirements of section 634 shall not apply 

15 to risk assessments performed with respect to agency action 

16 other than major rules described in subsection (a), 

17 including-

18 "(A) the determination of an emergency or the 

19 carrying out of emergency response action; 

20 "(B) a health, safety, or environmental inspection, 

21 compliance or enforcement action, or individual facility 

22 permitting action; or 

23 "(C) a screening analysis. 
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"(2) The requirements of section 634 shall not apply to 

2 any food, drug, or other product label, or to any risk 

3 characterization appearing on any such label. 

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

5 required by this section, but the agency determines that-

6 "(A) a final rule subject to this subchapter IS 

7 substantially similar to the proposed rule with respect to 

8 the risk being addressed; 

9 "(B) a risk assessment for the proposed rule has 

10 been carried out in accordance with section 634; and 

11 . "(C) a new risk assessment for the final rule is not 

12 required in order to respond to comments received 

13 during the period for comment on the proposed rule; 

14 the agency may publish such determination along with the 

15 final rule in lieu of preparing a new risk assessment for the 

16 final rule. 

17 "§ 633. Savings provisions 

18 "Nothing in this subchapter shall be construed to-

19 "(1) modify any statutory standard or requirement 

20 designed to protect human health, safety, or the 

21 environment; or 

22 "(2) require the disclosure of any trade secret or 

23 other confidential information. 
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"§ 634. Principles for risk assessments 

2 "(a)(1) Each agency shall design and conduct risk 

3 assessments in a manner that promotes rational and informed 

4 risk management decisions and informed public input into 

5 and understanding of the process of making agency decisions. 

6 "(2) In conducting a risk assessment under this section, 

7 each agency shall employ the level of detail and rigor that is 

8 appropriate and practicable for reasoned decision making in 

9 the matter involved, and that is proportionate to the 

IO significance and complexity of the potential agency action 

11 and the need for expedition. 

12 "(b)(1) Each agency shall consider in each risk assessment 

13 all reliable and reasonably available scientific information 

14 and shall describe the basis for selecting such scientific 

15 information. 

16 "(2) When material conflicts among scientific 

i 7 information appear to exist, the risk assessment shall include 

18 a discussion of all relevant information including the 

19 likelihood of alternative interpretations of scientific 

20 information. 

21 "(3) An agency shall not automatically incorporate or 

22 adopt any recommendations or classification made by any 

23 foreign government, the United Nations, any international 

24 governmental body" or standards-making organization 

". 
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concerning the health-effects value of a substance. An 

2 agency may use such recommendation or classification in a 

3 fisk assessment, based on a reasoned analysis of the quality 

4 and relevance of the underlying data, if it describes such basis 

S under paragraph (1) of this subsection. 

6 "(c)(l) Each agency shall rely on inference options alone 

7 only to the extent that relevant and reliable scientific 

8 information, including situation-specific or substance-specific 

9 information, is not available. 

10 "(2) When a risk assessment involves choice of an 

II inference option, the agency shall-

12 "(A) identify the inference option and its scientific 

.13 or policy basis, including the extent to which it has been . 

14 validated by, or conflicts with, empirical data; 

IS "(B) describe, and explain the basis for, any choices 

16 among inference options, including a description of 

17 reasonable alternative inference options that were not 

18 selected by the agency for use in the risk assessment, and 

19 the sensitivity of the conclusions of the risk assessment 

20 to the choice of inference options; and 

21 "(C) where applicable, explain the basis for 

22 compounding multiple inference options. 

23 "(3) An agency shall not inappropriately combine 

24 multiple inference options. 
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"(4) Each agency shall, after notice and public comment, 

2 publish the agency's default inference options, the principles 

3 and rationale governing their selection, and the agency's 

4 guidelines for deciding when and how in a specific risk 

5 assessment to adopt alternative inference options or to use 

6 available scientific information to modify or replace a default 

7 inference option. 

S "(d) The head of each agency shall provide appropriate 

9 opportunities for public participation and comment during the 

10 development of a risk assessment._ 

11 "(e) Each risk assessment shall include in the risk 

12 characterization, as appropriate, each of the following: 

13 "(1) A description of the hazard of concern. 

14 "(2) A description of the populations or natural 

15 resources that are the subject of the risk assessment. 

16 "(3) An explanation of the exposure scenarios used 

17 10 the risk assessment, including an estimate of the 

IS corresponding population at risk and the likelihood of 

19 such exposure scenarios. 

20 "(4) A description of the nature and severity of the 

21 harm that could reasonably occur. 

22 "(5) A description of the major uncertainties in each 

23 component of the risk assessment and their influence on 

24 the results of the assessment. 
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"(f) To the extent feasible and scientifically appropriate, 

2 each agency shall-

3 "(1) ~xpress the overall estimate of exposures and 

4 risk as one or more ranges or probability distributions 

5 that reflect variabilities and uncertainties in the analysis; 

6 "(2) for each range and distribution of exposures 

7 and risks in paragraph (1), provide the corresponding 

8 exposure scenarios and identify the range, distribution, 

9 and likelihood of risk to the general population and, 

10 where appropriate, to more highly exposed or sensitive 

11 sUbpopulations; and 

12 "(3) where quantitative estimates of the range and 

13 distribution of risk estimates are not available, describe 

14 the qualitative factors influencing the range, distribution, 

15 and likelihood of possible risks. 

16 "(g) When scientific information that permits relevant 

17 comparisons of risk is reasonably available, the agency shall 

18 use such information to place the nature and magnitude of a 

19 risk to human health, safety, and the environment being 

20 analyzed in relationship to other risks. Such comparisons 

21 should consider relevant distinctions among risks, such as the 

22 voluntary. or involuntary nature of risks. 

23 "(h) When scientifically appropriate information on 

24 significant substitution risks to human health, safety, or the 
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environment is reasonably available to the agency, the agency 

2 shall describe such risks in the risk assessment. 

3 "§ 635. Plan for review of risk assessments 

4 "(a) No later than 18 months after the effective date of 

5 this section, the head of each agency with a covered agency 

6 program shall publish a pl~n to review and revise any risk 

7 assessment published before the expiration of such I8-month 

8 period if the agency determines that significant new 

9 information or methodologies are· available that could 

10 significantly alter the results of the prior risk assessment and 

11 materially affect 1 or more major rules or policies with the 

12 economic impact of a major rule. 

13 "(b) A plan under subsection (a) sh"all-

14 "(1) provide procedures· for receiving and 

15 considering new information and risk assessments from 

16 the public; and 

17 "(2) set priorities and criteria for review and 

18 revision of risk assessments based on such factors as the 

19 agency head considers appropriate. 

20 "§ 636. Judicial review 

21 "The provisions of section 624 relating to judicial review 

22 shall apply to this subchapter. 
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"SUBCHAPTER IV-QUALITY ASSURANCE AND 

2 RESEARCH PROGRAMS 

3 "§ 641. Definitions 

4 "For purposes of this subchapter, the definitions under 

5 sections 551, 621, and 631 shall apply. 

6 "§ 642. Peer review 

7 "(a) Each covered agency program shall develop a 

8 . systematic program for independent and external peer review 

9 required under subsection (b). Such peer review program-

10 "(1) shall provide for the creation or utilization of 

11 peer review panels, expert bodies, or other formal or 

12 informal devices that are broadly representative and 

13 balanced and that consist of panel members or 

14 participants, as the case may be, with expertise relevant 

15 to the sciences involved in regulatory decisions, 

16 including risk assessment and cost-benefit analysis, and 

17 who are independent of the covered agency program; 

18 "(2) may exclude any person with substantial and 

19 relevant expertise as a panel member or participant on 

20 the basis that such person represents an entity that may 

21 have a potential financial interest in the outcome, or may 

22 include such person if such interest is fully disclosed to 

23 the agency and the agency includes such disclosure in 

24 the rule making record, except that, in the case of a 
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regulatory decision affecting a single entity, no peer 

2 reviewer representing such entity may be included; 

3 "(3) shall provide for a timely completed peer 

4 review, meeting agency deadlines, that contains a 

5 balanced presentation of all considerations, including 

6 minority reports and an agency response to all significant 

7 peer review comments; and 

8 "(4) shall provide adequate protections for 

9 confidential business information and trade secrets, 

10 including requiring panel members or participants to 

II enter into confidentiality agreements. 

12 "(b)(l) Except as provided in paragraph (2), each 

13 covered agency program shall provide for peer reView m 

14 accordance with this section of any risk assessment or cost-

15 benefit analysis that forms the basis of any major rule made 

16 subject to section 634 by section 632. 

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

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

19 this title, the agency shall, as part of the record-

20 "(A) provide for peer review in accordance with this 

21 section of a risk assessment or cost benefit analysis that 

22 forms the basis of its decision; or 
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1 "(B) certify that the record otherwise contains 

2 adequate scientific and technical review of a risk 

3 assessment or cost-benefit analysis. 

4 "(3) The Director, in consultation with the Director of 

5 the Office of Science and Technology Policy, may order that 

6 peer review be provided for any risk assessment or cost-

7 benefit analysis that is likely to have a significant impact on 

8 public policy decisions or that would establish an important 

9 precedent. 

10 "(c) Each peer review under this section shall include a 

11 report on the scientific and technical merit of data and the 

12 methods used for the risk assessments or cost-benefit 

13 analyses, and each report shall identify· significant peer 

14 review comments. 

15 "(d) All peer review comments or conclusions and the 

16 agency's responses to significant peer review comments shall 

17 be included in the rule making record. 

18 "(e) No peer review shall be required under this section 

19 for any data, method, document, assessment, or any 

20 component thereof, which has been previously subjected to 

21 peer review external to the covered agency program, unless 

22 there has been a change in the relevant underlying scientific 

23 information that is reasonably likely to materially affect the 

24 outcome of the rule making. 



DRAFT AMENDMENT - 3/14/96 

42 

"§ 643. Guidelines 

2 "(a) As soon as practicable, and no later than 1 year after 

3 the date of enactment of this section, each covered agency 

4 program shall adopt, after notice and public comment, 

5 guidelines to implement the cost-benefit analysis 

6 requirements under section 622 and the risk assessment 

7 principles under section 634. 

8 "(b)(l) No l~ter than 3 years after the date of enactment 

9 of this section, each covered agency program shall publish, 

10 after notice and public comment, guidelines for the conduct of 

11 risk assessments for agency action other than major rules 

12 described in subsection 632(a). 

13 "(2) The guidelines under paragraph (1) shall apply the 

14 principles of section 634 to the extent feasible and 

15 scientifically appropriate, adapting such principles in a 

16 manner that takes into account the nature of agency actions, 

1I agency resources, and the risk assessment and risk 

18 management needs of the agency. 

19 "(3) In conducting a risk assessment under the guide-

20 lines in this subsection, the agency shall develop and use a 

21 progressive analytical process, beginning with a screening 

22 analysis, or with streamlined forms' of risk characterization, to 

23 identify issues needing more detailed analysis. 
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"(c) The development, issuance, and publication of 

2 guidelines under this section shall not be subject to judicial 

3 review, except for section 706(1) of this title. 

4 "§ 644. Research, training, and coordination 

5 "(a) To promote the conduct, application, and practice of 

6 cost-benefit analysis and risk. assessment and to identify 

7 agency data and research needs, the Director of the Office of 

8 Science and Technology Policy shall"":'" 

9 "(1) oversee periodic evaluations of Federal agency cost-

10 benefit analysis and risk assessment including, where relevant 

11 and appropriate, the identification of and setting of priorities 

12 for research needs to-

13 "(A) reduce generic data gaps, to address modeling 

14 needs (including improved model sensitivity), and to 

15 improve default inference options; 

16 "(B) improve methods to quantify and communicate 

17 uncertainty and variability among individuals, species, 

18 populations, and ecological communities; 

19 "(C) examine emerging and future areas of research 

20 in cost-benefit analysis; and 

21 "(D) examine emerging and future areas of research 

22 in risk assessment; 

23 "(2) oversee periodic evaluations of Federal agency 

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

2 provide training; 

3 "(3) provide advice and recommendations to the 

4 President and Congress based on the evaluations conducted 

5 under paragraphs (1) and (2); 

6 "(4) establish interagency mechanisms to improve the 

. 7 consistency of cost-benefit analysis and risk assessment 

8 among Federal agencies, where scientifically appropriate; and 

9 "(5) establish mechanisms between Federal and State 

10 agencies to improve cooperation in the development and 

11 application of cost-benefit analysis and risk assessment. . 

12 "(b)· The Director of the Office of Science and 

13 Technology Policy shall coordinate the support, by agencies, . 

14 of research and training in risk assessment and cost-benefit 

15 analysis, to ensure that the research needs and priorities 

16 identified under subsection (a) are addressed adequately and 

17 that an adequate supply of trained personnel m risk 

18 assessment and cost-benefit analysis is maintained .. 

19 "645. Judicial review. 

20 "Except as otherwise provided in this subchapter, 

21 judicial review under this subchapter shall be in accordance 

22 with section 624. 
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SUBCHAPTER V-EXECUTIVE OVERSIGHT 

2 "§ 651. Definitions 

3 "For purposes of this subchapter-

4 "(1) the definitions under sections 551 and 621 shall 

5 apply; and 

6 "(2) the term 'regulatory action' means anyone of 

7 the following: 

8 "(A) An agenda or schedule for rule makings. 

9 "(B) Advance notice of proposed rule making. 

10 "(C) Notice of proposed rule making. 

11 "(D) Proposed final rule making and interim 

12 final rule making. 

13 "§ 652. Presidential regulatory review 

14 "(a) The President shall establish a process for the 

15 centralized review and coordination of Federal agency 

16 regulatory actions. Such process shall be the responsibility of 

17 the Director. 

18 "(b) For the purpose of carrying out the review 

19 established under subsection (a), the Director shall-

20 "( 1) develop and oversee uniform regulatory 

21 policies and procedures, including those by which each 

22 agency shall comply with the requirements of this 

23 chapter; 
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1 "(2) develop policies and procedures for review of 

2 regulatory actions by the Director; 

3 "(3) develop and oversee an annual governmentwide 

4 regulatory planning process that shall include review of 

5 planned agency major rules and other significant 

6 regulatory actions and publication of-

7 "(A) a summary of and schedule for 

8 promulgation of planned agency major rules; 

9 "(B) agency schedules for review of existing 

to rules under section 625; and 

11 "(C) a summary of regulatory rev Jew actions 

12 undertaken in the prior year. 

13 "(c) The review established under subsection (a) shall be 

14 conducted as expeditiously as practicable and shall be limited 

15 to no more than 90 days. 

16 "§ 653. Public disclosure of information 

17 "(a) The Director, in carrying out the provisions of 

18 section 652, shall establish procedures to provide public and 

19 agency access to information concerning regulatory review 

20 actions, including-

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

22 information regarding the status of regulatory actions 

23 undergoing review; 
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1 "(2) disclosure to the public, no later than 

2 publication of a regulatory action, of-

3 "(A) all written communications, regardless of 

4 form or format, including drafts of all proposals and 

5 associated analyses, between the Director, or 

6 employees of the Director, and the regulatory 

7 agency; 

8 "(B) all written communications, regardless of 

9 form or format, between the Director, or employees 

10 of the Director, and any person not employed by the· 

11 executive branch of the Federal government relating 

12 to the substance of a regulatory action; 

13 "(C) a record of all oral communications. 

14 relating to the substance of a regulatory action 

15 between the Director, or employees of the Director, 

16 and any person not employed by the executive 

17 branch of the Federal government; and 

18 "(D) a written explanation of any revIew action 

19 and the date of such action; and 

20 "(3) disclosure to the regulatory agency, ona timely 

21 basis, of-

22 "(A) all written communications between the 

23 Director or employees of the Director and any 

24 person not employed by the executive branch of the 
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1 Federal government, relating to the substance of an 

2 agency regulatory action; 

3 "(B) a record of all oral communications, and 

4 an invitation to pru:ticipate in meetings, relating to 

5 the substance of an agency regulatory action, 

6 between the Director or employees of the Director 

7 and any person not employed by the executive 

8 branch of the Federal government; and 

9 "(C) a written explanation of any review action 

10 taken concerning an agency regulatory action. 

11 "§ 654. Judicial review 

12 "(a) The exercise of the authority granted under this 

13 subchapter by the Director or the President shall not be 

14 subject to judicial review in any manner. 

15 "(b) Judicial review of agency compliance or 

16 noncompliance with any rule promulgated under this 

17 subchapter shall be in accordance with section 624." 

18 (b) DEADLINES FOR RULE MAKING •. -

19 (1) All deadlines in statutes that require agencies to 

20 propose or promulgate any rule subject to section 622 or 

21 subchapter III of title 5, United States Code (as amended by 

22 this Act) during the 2-year period beginning on the effective 

23 date of this section shall be suspended until the earlier of-

-, 
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(A) the date on which the requirements of section 

2 622 or subchapter III of title 5, United States Code (as 

3 amended by this Act) are satisfied; or 

4 (B) the date occurring 6 months after the date of the 

5 applicable deadline. 

6 (2) All deadlines imposed by any court of the United 

7 States that would require an agency to propose or promulgate 

8 a rule subject to section 622 or subchapter III of title 5, 

9 United States Code (as amended by this Act) during the 2-

10 year period beginning on the effective date of this section 

11 shall be suspended until the earlier of-

12 (A) the date on which the requirements of section 

13 622 or subchapter III of title 5, United States Code (as 

14 amended by this Act) are satisfied; or 

15 (B) the date occurring 6 months after the date of the 

16 applicable deadline. 

17 (3) In any case in which the failure to promulgate a rule 

18 by a deadline occurring during the 2-year period beginning on 

19 the effective date of this section would create an obligation to 

20 regulate through individual adjudications, the deadline shall 

21 be suspended until the earlier of-

22 (A) the date on which the requirements of section 

23 622 or subchapter III of title 5, United States Code (as 

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

2 applicable deadline. 

3 (c) TECHNICAL AND CONFORMING AMENDMENTS.-

4 (1) Part I of title 5, United States Code, is amended 

5 by striking the chapter heading and table of sections for 

6 chapter 6 and inserting the following: 

7 "CHAPTER 6-THE ANALYSIS OF 

8 REGULATORY FUNCTIONS 

"SUBCHAPTER I-REGULATORY ANALYSIS 
"Sec. 
"60 I. Definitions. 
"602. Regulatory agenda. 
"603 .. Initial regulatory flexibility analysis. 
"604. Final regulatory flexibility analysis. 
"605. Avoidance of duplicative or unnecessary analyses. 
"606. Effect on other law. 
"607. Preparation of analysis. 
"608. Procedure for waiver or delay of completion. 
"609. Procedures for gathering comments. 
"610. Periodic review of rules. 
"611. Judicial review. 
"612. Reports and intervention rights. 

"SUBCHAPTER II-ANALYSIS OF AGENCY RULES 

"621. Definitions. 
"622. Regulatory analysis. 
"623. Decisional criteria. 
"624. Judicial review. 
"625. Advisory committee on regulations. 
"626. Agency regulatory review. 

"SUBCHAPTER III-RISK ASSESSMENTS 

"631. Definitions. 
"632. Applicability. 
"633. Savings provisions. 
"634. Principles for risk assessments. 
"635. 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 

2 amended by inserting immediately before section 601, 

3 the following subchapter heading: 

4 "SUBCHAPTER I-REGULATORY ANALYSIS". 

5 (3) The Part analysis for Part I of title 5 is amended 

6 by striking: 

"5. Administrative Procedure................. 501" 

7 and inserting: 

"5. Administrative Procedure.... ....... .... 500 
"6. The Analysis of Regulatory Functions.. 601". 

8 SEC. 204. RULE MAKING. 

9 (a) Section 553(b)(A) of title 5, United States Code, is 

10 amended to read as follows: 

11 "(A) to interpretative rules, general statements of policy, 

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

2 general applicability and substantially alter or create rights or 

3 obligations of persons outside the agency; or" 

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

5 amended-

6 (1) by inserting "(1)" before "Each"; and 

7 (2) by adding at the end the following paragraphs-

8 "(2) The agency shall take final agency action to 

9 grant or deny a petition made under paragraph (1), and 

10 give written notice of its action to the petitioner, 

11 including an explanation of its reasons for granting or 

12 denying the petition, with reasonable promptness, but in 

13 no event later than 18 months after the petition was 

14 received by the agency. 

15 "(3) In acting on a petition made under paragraph 

16 (1), the agency shall consider the availability of its 

17 resources and evaluate the effect of granting the petition 

18 on achieving statutory objectives." 

19 SEC. 205. RISK-BASED PRIORITIES 

20 (a) PuRPoSES.-The purposes of this section are to-

21 (1) ·encourage Federal agencies engaged 10 

22 regulating risks to human health, safety, and the 

23 environment to achieve the greatest risk reduction at the 

24 least cost practical; 
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(2) promote the coordination of policies and 

2 programs to reduce risks to human health, safety, and the 

3 environment; and 

4 (3) promote open communication among Federal 

5 agencies, the public, the President, and Congress 

6 regarding environmental, health, and safety risks, and the 

7 prevention and management of those risks. 

8 (b) DEFlNITIONs.-For the purposes of this section: 

9 (1) COMPARATIVE RISK ANALYSIS.-The tenn 

10 'comparative risk analysis' means a process to 

11 systematically estimate, compare, and rank the size .and 

12 severity of risks to provide a common basis for 

13 evaluating strategies for. reducing or preventing those 

14 risks. 

15 (2) COVERED AGENCY.-The tenn 'covered agency' 

16 means each of the following: 

17 (A) The Environmental Protection Agency. 

18 (B) The Department of Labor. 

19 

20 

21 

22 

23 

24 

(C) 

(D) 

(E) 

(F) 

(G) 

(H) 

The Department of Transportation. 

The Food and Drug Administration. 

The Department of Energy. 

The Department of the Interior. 

The Department of Agriculture. 

The Consumer Product Safety Commis-
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2 (I) The National Oceanic and Atmospheric 

3 Administration. 

4 (1) The United States Arm; Corps of 

5 Engineers. 

6 (K) The Nuclear Regulatory Commission. 

7 (3) EFFECT.-The term 'effect' means a deleterious 

8 change in the condition of-

9 "(A) a human or other living thing (including death, 

10 cancer, or other chronic illness, decreased reproductive 

11 capacity, or disfigurement); or 

12 "(B) an inanimate thing important to human welfare 

13 (including destruction, degeneration, the loss of 

14 intended function, and increased costs for 

15 maintenance). 

16 (4) IRREVERSmILITy.-The term 'irreversibility' means 

17 the extent to which a return to conditions before the 

18 occurrence of an effect are either very slow or will never 

19 occur. 

20 (5) LlKELIHOOD.-The term 'likelihood' means the 

21 estimated probability that an effect will occur. 

22 (6) MAGNITUDE.-The term 'magnitude' means the 

23 number of individuals or the quantity of ecological 

24 resources or other· resources that contribute to human 
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welfare that are affected by exposure to a stressor. 

2 (7) SERlOUSNESS.-The term 'seriousness' means the 

3 intensity of effect, the likelihood, the irreversibility, and 

4 the magnitude. 

5 (c) DEPARTMENT AND AGENCY PROGRAM GOALS.-

6 (1) SETIING PRIoRITIEs.-In exercising authority 

7 under applicable laws protecting human health, safety, or 

8 the environment, the head of each covered agency shall 

9 set priorities for the use of resources available under 

10 those laws to address those risks to human health, safety, 

11 and the environment that-

12 (A) the covered agency determines to be most 

13 serious; and 

14 (B) can be addressed in a cost-effective manner, 

15 with the goal of achieving the greatest overall net 

16 reduction in risks with the public and private sector 

17 resources expended. 

18 (2) DETERMINING THE MOST SERIOUS RlsKs.-In 

19 identifying the greatest risks under paragraph (1) of this 

20 subsection, each covered agency shall consider, at a 

21 minimum-

22 (A) the likelihood, irreversibility, and severity 

23 of the effect; and 

24 (B) the number and classes of individuals 
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potentially affected, 

2 and shall explicitly take into account the results of the 

3 comparative risk analysis conducted under subsection (d) 

4 of this section. 

5 (3) OMB REVIEW.-The covered agency's 

6 detenninations of the most serious risks for purposes of 

7 setting priorities shall be reviewed and approved by the 

8 Director of the Office of Management and Budget before 

9 submission of the covered agency's annual budget 

10 requests to Congress. 

11 (4) INCORPORATING RISK-BASED PRIORITIES INTO 

12 BUDGET AND PLANNING.-The head of each covered 

13 agency shall incorporate the priorities identified under. 

14 paragraph (1) into the agency budget, strategic planning, 

15 regulatory agenda, enforcement, and research activities. 

16 When SUbmitting its budget request to Congress and 

17 when announcing its rtgulatory agenda in the Federal 

18 Register, each covered agency shall identify the risks that 

19 the covered agency head has determined are the most 

20 serious and can be addressed in a cost-effective manner 

21 under paragraph (1), the basis for that detennination, and 

22 explicitly identify how the covered agency's requested 

23 budget and regulatory agenda reflect those priorities. 

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

2 (d) COMPARATIVE RISK ANALYSIS.-

3 (1) REQUIREMRNT.-(A)(i) No later than 6 months 

4 after the effective date of this Act, the Director of the 

5 Office of Management and Budget shall enter into 

6 appropriate arrangements with a nationally recognized 

7 scientific institution or scholarly organizatioll-

8 (I) to conduct a study of the methodologies for 

9 using comparative risk to rank dissimilar human 

10 health, safety, and environmental risks; and 

11 (II) to conduct a comparative risk analysis. 

12 (ii) The comparative risk analysis shall compare and 

13 rank, to the extent feasible, human health, safety, and 

14 environmental risks potentially regulated across the 

15 spectrum of programs administered by all covered 

16 agencles. 

17 (B) The Director shall consult with the Office of 

18 Science and Technology Policy regarding the scope of 

19 the study and the conduct of the comparative risk 

20 analysis. 

21 (C) Nothing in this subsection should be construed 

22 to prevent the Director from entering into a sole-source 

23 arrangement with a nationally recognized scientific 

24 institution or scholarly organization. 
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(2) CRITERIA.-The Director shall ensure that the 

2 arrangement under paragraph (1) provides that-

3 (A) the scope and specificity of the analysis are 

4 sufficient to provide the President and agency heads 

5 guidance in allocating resources across agencies and 

6 among programs in agencies to achieve the greatest 

7 degree of risk prevention and reduction for the 

8 public and private resources expended; 

9 (B) the analysis is conducted through an open 

10 process, including opportunities for the public to 

11 submit views, data, and analyses and_ to provide 

12 public comment on the results before making them 

13 final; 

14 (C) the analysis is conducted by a balanced 

15 group of individuals with relevant expertise, 

16 including toxicologists, biologists, engmeers, and 

17 experts in medicine, industrial hygiene, and 

18 environmental effects, and the selection of members 

19 for such study shall be at the sole discretion of the 

20 scientific institution or scholarly organization; 

21 (D) the analysis is conducted, to the extent 

22 feasible and relevant, consistent with the risk 

23 assessment principles in section 634 of this title; 

24 (E) the methodologies and principal scientific 
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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 a manner that 

distinguishes between the scientific conclusions and 

any policy or value judgments embodied in the 

comparisons. 

(3) COMPLETION AND REVIEw.-No later than 3 

11 years after the effective date of this Act, the. comparative 

12 risk analysis required under paragraph (1) shall be 

13 completed. The comparative risk analysis shall be. 

14 reviewed and revised at least every 5 years thereafter for 

15 a minimum of 15 years following the release of the first 

16 analysis. The Director shall arrange for such review and 

17 revision by an accredited scientific body in the same 

18 manner as provided under paragraphs (1) and (2). 

19 (4) STUDY.-The study of methodologies provided 

20 under paragraph (1) shall be conducted as part of the first 

21 . comparative risk analysis and shall be completed no later 

22 than 180 days after the completion of that analysis. The 

23 goal of the study shall be to develop and rigorously test 

24 methods of comparative risk analysis. The study shall 



DRAFT AMENDMENT - 3/14/96 

60 

have sufficient scope and breadth to test approaches for 

2 improving comparative risk analysis and its use in setting 

3 priorities for human health, safety, and environmental 

4 risk prevention and reduction. 

5 (5) TEcHNICAL GUIDANCE.-No later than 180 days 

6 after the effective date of this Act, the Director, in 

7 collaboration with other heads of covered agencies shall 

8 enter into a contract with the National Research Council 

9 to provide technical guidance to agencies on approaches 

10 to using comparative risk ;malysis . in setting human 

11 health, safety, and environmental priorities to assist 

12 agencies in complying with subsection (c) of this section. 

13 (e) REpORTS AND RECOMMENDATIONS TO CONGRESS AND 

14 THE PRESIDENT.-No later than 24 months after the effective 

15 date of this Act, each covered agency shall submit a report to 

16 Congress and the President-

17 (1) detailing how the agency has complied with 

18 subsection (c) and describing the reason for any 

19 departure from the requirement to establish priorities to 

20 achieve the greatest overall net reduction in risk; 

21 (2) recommending-

22 (A) modification, repeal, or enactment of laws 

23 to reform, eliminate, or enhance programs or 

24 mandates relating to human health, safety, or the 

" 

\' 



DRAFf AMENDMENT - 3/14/96 

61 

environment; and 

2 (B) modification or elimination of statutory or 

3 judicially mandated deadlines, 

4 that would assist· the covered agency to set priorities in 

5 activities to address the risks to human health, safety, or 

6 the environment in a manner consistent with the 

7 requirements of subsection (c)(l); 

8 (3) evaluating the categories of policy and value 

9 judgment used in risk assessment, risk characterization, 

10 or cost-benefit analysis; and 

11 (4) discussing risk assessment research ~nd training 

12 needs, and the agency's strategy and schedule for meeting 

13 those needs. 

14 (f) SAVINGS PROVISION AND JUDICIAL REVIEW.-

15 (1) IN GENERAL.-Nothing in this section shall be 

16 construed to modify any statutory standard or 

17 requirement designed to protect human health, safety, or 

18 -the environment. 

19 (2) JUDICIAL REvIEw.-Compliance or noncompli-

20 ance by an agency with the provisions of this section 

21 shall not be subject to judicial review. 

22 (3) AGENCY ANAL YSIS.-Any analysis prepared 

23 under this section shall not be subject to judicial 

24 consideration separate or apart from the requirement, 
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1 rule, program, or law to which it relates. When an action 

2 for judicial review of a covered agency action is 

3 instituted, any analysis for, or relating to, the action shall 

4 constitute part of the whole record of ager.cy action for 

5 the purpose of judicial review of the action and shall, to 

6 the extent relevant, be considered by a court In 

7 determining the legality of the covered agency action. 

8 SEC. 206. EFFECTIVE DATE 

9 (a) Except as otherwise provided in this title, this title and 

10 the amendments made by this title shall take effect 180 days 

11 after the date of enactment of this Act. 

12 (b)(1) Except as provided in paragraph (2), section 203 of 

13 this title shall take effect on the date that is 90 days after the date 

14 of enactment of this Act. 

15 (2) For a final rule that is a major rule under section 

16 621(5)(A) of title 5, United States Code (as amended by this 

17 Act), and that is promulgated after the effective date of section 

18 203 and no later'than 3 years after the date of enactment of this 

19 Act, an agency may, in lieu of the requirements of sections 622 

20 and subchapter III of title 5, United States Code (as amended by 

21 this Act), comply with the requirements of section 623 using 

22 other appropriate analyses (such as analyses performed pursuant 

23 to Executive Order 12866), provided that such analyses are 

24 placed in the rule making record for all purposes, including 
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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. LEVI:" introdm'cd the following bill: whie-.h was read twice and referred 
to th,· Committee on 

A BILL 
To provide for comprehensive regulatory reform. 

1 Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembled, 

3 SECTION 1. SHORT TITLE. 

4 This Act may be cited as the "Regulatory Reform Act 

5 of 1996". 

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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(2) in paragraph (13), by striking "and"; 

(3) in pamgraph (14), by striking the period at 

--- -3-------fEeei1daiicCinsertlng:-"; al1iJ'r;-and---- ---- ---- --- -

4 (4) by adding at the end the following new 

5 paragraph: 

6 "(15) 'Director' means the Director of the Of-

7 - fice of Management and Budget. ". 

8 SEC. 3. ANALYSIS OF AGENCY RULES. 

9 (a) l:\" GE:--':EILu,.-Chapter 6 of title 5, United 

10 States Code, is amended by adding at the end the follow-

11 mg: 

12 "SUBCHAPTER II-A.T\IALYSIS OF AGENCY 

13 RULES 

14 "§ 621. Definitions 

15 "For purposes of this subchapter the definitions 

16 under section 551 shall apply and-

17 "( 1) the term 'benefit' means the reasonably 

18 identifiable significant favorable effects, quantifiable 

19 and nonquantifiable, including social, health, envi-

20 ronmental, economic, and distributional effects, that 

21 are expected to result directly or indirectly from im-

22 plementation of, or compliance with, a rule; 

23 "(2) the term 'cost' means the reasonably iden-

24 tifiable significant adverse effects, quantifiable and 

25 nonquantifiable, including social, health, environ-
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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 el\\ise qualitatively described, that is prepared in ac-

8 eordance with the requirements of this subchapter at 

9 the level of detail appropriate and practicable for 

10 

1 t" 

reasoned decisionmaking on the matter involved, 

taking into consideration G.ecessaii) 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 achieving the objective of the 

17 rulemaking including 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 

22 

group of closely related rules that the agency pro- tt:. ok> ~' __________ f~U~ 
posing the rule or the Directo/"reasonably deter- ~~ (b)U) 

23 mines is 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 $100,000,000 amount shall 
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4 ~~ . 
r-. --...:---------- iMqlztiiDV'\ 

be ac\justed,\>eriodically by the Director te aCcodnt 
bl.A.t on\ Ii 

it,1 ilifI8:bfeR in increments of $20,000,000, and such 
- -.- --- --------- -.- ---::--:c----=-

3 adjustment shall not be subject to judicial re\iew; 

4 "(6) the term 'market-based mechanism' means 

5 

6 

7 

"8 

9 

10 

I I 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

~8ehtEiiM§j where appSQ~}liQt'il., the opportunity to 

transfer to, or receive from, other persons (in-

cluding for cash or other legal consideration) 

increments of compliance responsibility estab- Jl 

---fz:> o.eh\t.~ ~ obl~c.iioe. 01 
lished by t~e progra~ ~ 'ih~ 1'CJ.\t.Ma~!~ not 

"(C) ~ ~ legal accountability ~n 
each regulated person for the achievement of 

the objective of the rulemaking; 

"(7) the term 'performance standa.rd' me n 
O't'\ eo.~ p~ 

requirement that imposes legal accountabilit for the . 
~ or-~ rv.l~A~ .. 

achievement of QP Qv;plicit mS:Jllato~ objectivel\with-

out prescribing the particular method or procedures, 

for achieving such objective; 
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1 "( 8) the term 'reasonable altcrnatiyc' means a 

2 reasonable regulatory option ,;".jtlotil'l the I etH!"fttl@l€ 

3 ;'H~gi ·8·{6~i"I~BdtE,1( would achic,-c the objective of 

4 the rulemaking and that the agency has authority to 

5 adopt under the statute grallting rulemaking authOl'· 

6 ity, including flexible regulatory options; unless Si'l:8lo!: 

7 flexible I e~ttltlt(~ll;Y QptiOlI.J at e pi @olud8~ hIr thQ stat-

8 Hte gi ttllting the I al€ihfthil1g 8M1ssspity, 

9 "(9) the term 'risk assessment' has the same 

10 meanmg as such term is defined ullder section 
5 

11 631~); and 

12 "(10) the term 'rule' has the same meanmg as 

13 m section 551(4) of this title, and shall not in-

14 clude-

15 "(A) a rule exempt from notice and public 

16 comment procedure under section 553 of this 

17 title; 

18 "(B) a rule that involves the internal reve-

19 nue laws of the United States, or the assess-

20 ment and collection of taxes, duties, or other 

21 revenue or receipts; 

22 

23 

24 

25 

lZes the introduction into Of remQv~l fpQJa,. 

CQwmerCQ, SP 1 eeegnizes tile 111al ketttBle siot1Ja.. 

of a liB'S Eiuet, 
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8 
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10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

6 
C-

"()t') a rule of particular applicability that 

approves or prescribes for the future rates, 

wages, prices, services, corporate or financial 

structures, reorganizations, mergers, acqmsl-

tions, accounting practices, or disclosures bear-

ing on bny 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; 

,,~ 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 V.S.C. 1841(k)); credit 

unions; the Federal Home Loan Banks; govern-

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 V nited 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-
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tem or the protection of deposit insurance funds 

or Farm Credit Insurance Fund; 

-------;-,,;-:CW> a I1lle or order relating to the finan-

cial responsibility of brokers and dealers or fu-

tures commission merchants, the safeguarding 

of investor securities and funds or commodity 

future or options customer securities and funds, 

the clearance and settlement of securities, fu-

ttu'es, or options transactions, or the suspension 

of trading under the Securities Exchange Act of 

1934 (15 U.S.C. 78a et seq.) or emergency ac­

tion taken under the Commodity Exchange Act 

(7 U.S.C. 1 et seq.), or a rule relating to the 

protection of the Securities Investor Protection 

Corporation, that is promulgated under the Se­

curities Investor Protection Act of 1970 (15 

U.S.C. 78aaa et seq.); 

"[;1) a I1lle issued by the Federal Election 

Commission or a I1lle issued by the Federal 

Communications Commission pursuant to sec-

tions 312(a)(7) and 315 of the Communications 

Act of 1934 (47 U.S.C. 312(a)(7) and 315); 

"t a I1lle required to be promulgated at ~+ rt~cJa('" 
24 _ in\ttUJl~ least annually pursuant to statute; 
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1 ,,~ a rule or agency action relating to the 

5 "§ 622. Regulatory analysis 

6 "(aP~efore publishing notice of a proposed rule-

7 making for any ruie, each agency shall determine whether 

8 the nlle is or is not a major rule. For the purpose of any 

9 such determination, a grouP. of closely related rules shall 

lObe considered as one rule. 

11 "(b)( 1) If an agency has determined that a rule is 

12 not a major rule, the Di,ector may determine under sec­
S ~r ';t"(4)(~) . 

13 tion 621(j{) that the rule is a major rule no later than 

.14 30 days after the close of the comment period for the rule. 

15 "(2) A determination under paragraph (1) shall be 

16 published in the Federal Register, together with a succinct 

17 statement of the basis for the determination. 

18 "(c)(1)(A) When the agency publishes a notice of pro-

19 posed rulemaking for a major rule, the agency shall issue 

20 and place in the rulemaking file an initial regulatory anal-

21 ysis, and shall include a summary of such analysis in the 

22 notice of proposed rulemaking. 

23 "(B)(i) When the Director has published a deter-

24 mination that a rule is a major rule after the publication 

25 of the notice of proposed rulemaking for the rule, the 



------------- ---- ~-~-------

INSERT R 
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 Direcfor determines that the rule is likely to adversely affect in a material 

way the economy, a sector of the economy, productivity, competition, jobs, 

the environment, P!lblic health or safety, or State, local or tribal governments 

or communities. 
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1 agency shall promptly issue and place in the rule making 

2 file an initial regulatory analysis for the rule and shall 

3 publish in the Federal Register a summary of sHch analy-

4 SIS. 

5 "(ii) Following the issuance of an initial regulatory 

6 analysis under clause (i), the agency shall give interested 

7 persons an opportunity to comment pursuant to section 

8 553 of this title in the same manner as if the initial regu-

9 latory analysis had been issued with the notice of proposed 

10 rulemaking. 

11 "(2) Each initial regulatory analysis shall contain-

12 "(A) a cost-benefit analysis of the proposed rule 

13 that shall contain-

14 "(i) a succinct analysis of the benefits of 

15 the proposed rule, including any benefits that 

16 cannot be quantified, and an explanation of how -

17 the agency anticipates that such benefits will be 

18 achieved by the proposed rule, including a de-

19 scription of the persons or classes of persons 

20 likely to receive such benefits; 

21 "(ii) a succinct analysis of the costs of the 

22 proposed rule, including any costs that cannot 

23 be quantified, and an explanation of how the 

24 agency anticipates that such costs will result 

25 from the proposed rule, including a description 
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14 

15 

16 

17 

18 

19 

20 

10 

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 a reasonable number of N.-t\~ 

reasonable alternatives,.J:including, where appro-~ m~ .,~ 
rtJ:\~a.~~ D .~ 

priate, alternatives that- ~ 'l0..tQd..J~ 't.o~ 

"(i) require no government action; 'iht. obj£:c.~\Of.. cf 
~tC. rL4ltC.mJlkintt 

"(ii) accommodate differences among geo- J, 

graphic regions and among persons with differ-

ing levels of resources with which to comply; 

and 

"(iii) employ flexible regulatory options; 

"(C) a description of the P81ili@iiiby of 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) if required under this chapter, a risk as­

sessment in accordance with subchapter III. 

21 

22 the 

"(d)(1) When the agency publishes a final major rule, 

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, 
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"(:2) Each final regulatory analysis shall address each 

of the requirements for the initial regulatory analysis 
---------- -------------.--- -_ .. _----- .. ----.. ----. 

uncleI' slIbseetion (c)(2), J'evised to ref1ect-

"(A) any material changes made to the pro-

posed rule by the agency after publication of the no-

t iee of proposed rulemaking; and 

"( B) agency consideration of significant com­

nH'nts received regarding the proposed rule and the 

initial regulatory analysis, including regulatory re­

"ie"· 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 involved in the quantification meth­

ods and in the estimates used. An agency shall describe 

the nature and extent of the nonquantifiable benefits and 

costs of a final rule pursuant to this section in as precise 

and succinct a manner as possible:/ An agency shall not 

be required to make such evaluation primarily on a mathe-

24 mati cal or numerical basis. 



_ ,iI _________ . ________ ._~ ______ .. ______________ _ 

--- --lNSERT-~-----------·- -- -

The agency evaluations 0f 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 ~ 

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

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

risk assessment. 
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"~(1) A major rule may be adopted without prior 

2 compliance ,,-'ith this subchapter or subchapter III if-

"(A) the agency for good cause finds that con-

ducting the cost-benefit analysis under this section 

---~,--.-

3 

4 

5 

6 

or risk assessment under subchapter III is contrary -+ 
~L"2~:'~.'~""p~~ 

to the public interest due to an emergencY-gf healt? 

7 or safety threat that is likelv to result in significant 
• -to plOX'Ib (1\ tp(\~ 

8 harm to the publiJ or to natural resources; and 

9 "(B) the agency publishes in the Federal Reg-

10 ister, together with such finding, a succinct state-

11 ment of the basis for the finding. 

12 "(2) If a major rule is adopted under paragraph (1), 

13 the agency shall ~pijJt2r;tl, comply \'.1th the B~ovisions 0(, I _, _ " 
~ pr-""'f'.j a..o F"""ICl£.. ~ 

14 subsections (a) through (e) of this section/\ ~r\AA.""'c,A.. ~~ b.t... 0 
~("Wt:a.~z:tbla! -beto" QA ~ -""n' 

15 "('8') The req.ujremepts of this SJlbQR!lfl~8P 8h8YU Rot \o.br s~ 

16 I h .. p I k· I· r el wl'lL bt... r"\O M tor t e QPlt@IlttOI 1 a €ihd iiIg· dt lLi Wise app iea e ~ . 
.. VV'\ 

17 n-JUiliill' 8di8P B~8Yt:!ttM. • 

18 "§ 623. Decisional criteria 

19 "(a)(l)(A) In promulgating a final major rule subject 

20 to this subchapter, an agency shall, unless otherwise re-

21 quired by la~ "1 saflj Mt t6 tJoo:e r;r (j "l"Ii6ftB 6f l"I!!:el"lCe~i6h 

22 _ select the reasonable alternative that it determines is 

23 likely to-

24 "(i) employ to the extent practicable flexible 

25 regulatory options; 
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"(ii) either maXJl11Ize net benefits or achieve 

2 benefits in a more eost-effective manner than the 

3 other reasonable alternatives evaluated by the agen-

4 (:~. that achieve the same or a substantially similar 

5 

6 

_.....---------~D 
lewl of benefits; alld ("~t ra~ 

"(iii) provide benefits which justity the costs of 

7 the rule unless seientific, technical, or economic un-

8 certainties identified b~' the agency in the rule-

9 maki~g record make such a determination infieasible ~rrac:tlC2lb\~ 
10 and the President determines it is appropriate and 

11 in the public interest to issue the rule. 

12 "(B) Nothing in subparagraph (A)(iii) provides au-

13 thority for the agency to act when not otherwise author-

14 ized by law. 

15 "(C) Any determination under this paragraph shall 

16 be based upon the rulemaking record as a whole, including 

17 the regulatory analysis required by section 622. 

18 "(2) The agency shall publish in the Federal Register tlntl ~rlA)O.J\J 
19 at the time of promulgation of the final rule an expla- ~ ~ 
20 nation of the determinations made with respect to this 

21 subsection, and any required Presidential determination. 

22 "(3) The President may delegate the authority to 

23 make a determination under this subsection only to the 

24 Director of the Office of Management and Budget. 



--- ------------- -~ 
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INSER,T J) 

tmless the consideration of other significant factor~authorizedby the 

statute under which the rule is being promulgated and specifically identified 

by the agency in the rulemaking recor~makes another reasonable 

alternative appropriate and in the public interest: 
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"(b) If the agency is unable to make the determina-

2 tion required under subsection (a)(l)(A)(iii) that the bene-

3 fits of the reasonable alternative it selected justify the 

4 costs because the selection or: alternative is otherwise 

5 required by law, the agency shall at the time the final rule 

6 is published in the Federal Register, place in the Federal 

7 Register and fOl\vard to Congress-

8 "(1) an explanation of the reason wi1\' 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 "(1) The time period under section 

22 801(b)(2)(A) shall be 90 days instead of the 45-day 

23 period specified under such subparagraph. 

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

25 section 801(i)(3) shall be 30 calendar days. 
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s~r,:c. 

1 "(3) The requirement under section 801(i)(3) 

2 for 30 Senators on a discharge petition shall be 20 

3 Senators. 

4 "(d) Nothing 111 this section shall be construed to 

5 override any statutory requirement, including health, safe-

6 ty, and environmental requirements. 

7 "§ 624. Judicial review 

8 "(a) Compliance or noncompliance by an agency with 

9 the provisions of this subchapter and subchapter III shall 

10 be subject to judicial review only in accordance "ith this 

11 section. 

12 "(b) Any determination by the Director that a rule 

13 is, or is not, a major rule shall not be subject to judicial 

14 reVIew In any manner. 

15 "(c) The determination by an agency that a rule is, 

16 or is not, a major rule shall be set aside by a reviewing 

17 court only upon a clear and convincing showing that the 

18 determination is erroneous in light of the information 

19 available to the agency at the time the agency made the 

20 determination. 

21 "(d) No claim of noncompliance with this subchapter 

22 . or subchapter III shall be reviewed separate or apart from 

23 judicial review of the final agency action to which it re-

24 lates. 



\:5 A 
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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 com~liance or the failure to comply 

with 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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1e court finds that-

- --------; 
S.L.C. 

3 "(1) the agency determination under 

4 :3(a), based on the rulemaking file as a wI 

5 arb rary or capricious or an abuse of di retion (or 

6 unsul orten by substantial evidence where that 

7 stand31 1 is otherwise provided by law ; or 

8 "( 2) the agency failed to ma a determination 

9 ,'equired b. that subsection. 

10 rule under 

11 

12 

13 

14 

15 

16 

section 622 (a) or 

or risk assessment 

omitted in its entirety, 

CIOUS. 

ure 

e cost-benefit analysis 

er this chapter has been 

all e deemed arbitrary or capri-

provided in this section, fail­

. th the procedural require-

17 ments of this sub 

18 vide grounds for etting aside or re anding the rule under 

19 review unless he court finds that t re is a substantial 

20 

21 

at the agency's failure to omply with such 

requirements materially affect the outcome 

22 of the 1nal rule and that such rule, based the rule-

23 mal· 19 record as a whole, is arbitrary, capricio s, or an 

unsupported by 24 

25~~~~~~~~nmmrunse~~lm~~ 
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1 "(h) Nothing in this chapter is intended to modify 

2 the rules of statutory construction applied by the courts. 

3 "§ 625. Deadlines for rulemaking 

4 "(a) All deadlines in statutes that reqUIre agencIes 

5 to propose or promulgate any major rule subject to section 

6 622 or subchapter III during the 2-year period beginning 

7 on the effective date of this section shall be suspended 

8 until the earlier of-

9 "(1) the date on which the requirements of sec-

lOtion 622 or subchapter III are satisfied; 01' 

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 gate a major rule subject to section 622 or subchapter 

16 III during the 2-year period beginning on the effective 

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 date 

22 of the applicable deadline. 

23 "(c) In any case in which the failure to promulgate 

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

25 period beginning on the effective date of this section would 
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1 create an obligation to regulate through individual adju-

2 dications, the deadline shall be suspended until the earlier 
~---------------------------

3 of-

4 ~ "(1) the date on which the requirements of sec-

5 tion 622 or subchapter III are satisfied; or 

6 "(2) the date occurring 6 months after the date 

7 of the applicable deadline. 

8 "§ 626. Advisory committee on regulations 

9 "(a)(l) No later than 90 days after the date of enact-

10 ment of this section and every 5 years thereafter, the head 

11 of each department described under section 632(a) (1) 

12 through (8) and each agency under section 632(a) (9) 

13 through (11) shall establish an advisory committee for the 

14 review of rules. 

15 "(2) The head of a department or agency described 

16 under paragraph (1) may establish panels under its advi-

17 sory committee to facilitate review of rules if the different 

18 parts of the agency affected by this section are so dissimi-

19 lar that it is impracticable to assemble the required exper-

20 tise on a single advisory committee. Such panels shall be 

21 governed by the requirements of subsection (b) and section 

22 626 pertaining to advisory committees. , II I _ _ _..r 
0- "CD~OU 1't'\\A,N'4\~or 

23 "(b)(1) Each such agency head shall appoint, mem-

24 bel's to serve on the agency's advisory committee and shall 

25 designate a chairman from the members of the committee. 
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1 Membership on the committee shall represent a balanced 

2 cross-section of public and private interests affected by the 

3 regulations of the agenc~·. including small businesses and '*"'-
4 small governments, 1\'0 l'mplo.'·ee of tl.::\-.~lc.:~~~~ 
5 ment shall serve as a member of a committee under this 

6 section. 

7 "(2) Each memher shall be appointed for the life of 

8 the advisory committee. The advisory committee shall ter-

9 minate 1 year after the date on which the committee is 

10 established. 

11 "( 3) A vacancv 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 including hearings, written 

15 comments, public meetings, and electronic mail. 

16 "( 5) Members of each committee shall receive travel 

17 e}..rpenses, 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 proVl-

20 sions of the Federal Advisory Committee Act (5 U.S.C. 

21 App.). 

22 "§ 627. Agency regulatory review 

23 "(a) Each advisory committee appointed under sec-

24 tion 626 shall develop a list of rules promulgated by the 

25 ,t~ h' h' h . agency t e commIttee serves, W IC the commIttee 



O:\COE\COE96.075 STAFFJ)RAFT S.L.C. 

20 

1 determines should be reviewed by the agency 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 th~ extent to which-

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

"(1) a rule may be unnecessary; 

"(2) a rule is duplicative of other rules of the 

agency or other agencies; 

"(3) the benefits of a rule may not justify the 

costs of the rule; ~~ 

"( 4) a rule may not bl'achleving the objective 

of the statute on which the rule is based in a cost-

effective manner; 

"( 5) a rule could be revised to achieve the ob-

jective of the statute on which the rule is based with 

substantially-

"(A) less costs; 

"(B) more benefits; or 

"(C) greater flexibility for regulated enti-

ties; 

"( 6) the agency has discretion under the statute 

authorizing the rule to modify or repeal the rule; 

"(7) the rule is important relative to other rules 

being reviewed under this section; and 
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1 "( 8) the resources are expected to be available 

2 
1'1;) ~-.tw&o~ 
~.R.c:.ok- ~ !-;eetion. 

to the agency to carry out the reviews under this 

~ ~ 4 .. ~) No later than 6 months after an advisory com-

f.a-~ ~ t:t.M~ mittel' is established, such committee shall deliver to the 
; 

~~ 6 agent,\" the committee's recommended list of rules to be 
6"'~O~ 
~~ 7 reviewed in order of priority. The agency shall immediately 

~ ~~~8 publish the list in the Federal Register and forward a copy 

~~ 9 of the list to the appropriate committees of jurisdiction 

10 ill the House of Representatives and the Senate . 

11 . "~(1) No later than 60 days after r~ceiving 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 list. The agency shall 

15 give deference to the recommendations of its advisory com-

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 expla-

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 "(I) The preliminary schedule under this subsection 

25 shall propose deadlines for review of each rule listed there-
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1 011, and such deadlines shall occur no later than ;) years 

______ 2_f_ro_m_the date of publication o~ the fi~lal sCh~e &D9 J..-~------
3 "~)(1) No later than ~ days after flUb~:t~f 
4 ~; ~~~~H:Elsp IMbsection (s), the agenc~r 
5 shall publish a final schedule of rules to be re,iewed Iw 

6 the agency pursuant to this section. 

7 "(2) The schedule shall establish a deadline for (;0111-

8 pletion of the review of each rule listed on the schedule, 

9 taking into account the criteria in subsection (a) and (;0111-

10 ments received in the rulemaking. Each deadline shall 

11 occur no later than 5 years from the date of publication 

12 of the final schedule. 

13 ,,~ Notwithstanding section 624, agency failure to 

14 take the actions required by this section shall be subject 

15 to judicial review only under section 706(1) of this title. 

16 There shall be no judicial review of the preliminary or final 

17 schedule. 

18 "~(1) For each rule on the schedule under sub-

19 section (e), the agency shall-

20 "(A) no later than 2 years before the deadline 

21 111 such schedule, publish in the Federal Register a 

22 notice that solicits public comment regarding wheth-

23 er the rule should be continued, amended, or re-

24 pealed; 
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S.L:C.·------ --

1 

2 
- ~---~~--

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

"(B) no later than 1 year before the deadline 

III 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 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 pre­

liminary determination for the rule; and 

"(C) no later than 60 days before the deadline 

III such schedule, publish in the Federal Register a 

final notice on the rule that-

"(i) addresses public comments generated 

by the notice in subsection (c); 

"(ii) contains a determination to continue, 

amend, or repeal the rule and an explanation of 

such determination with respect to subsection 

(a) (1), (2), (3), (4), and (5); and 

"(iii) if the agency determines to amend or 

repeal the rule, contains a notice of proposed 

rulemaking under section 553. 
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1 "(2) If the final determination of the agency is to 

2 continue the rule, such determination shall constitute final 
-----

3 agency action 60 days after the publication in the Federal 

4 Register of the notice in subparagraph (C)_ 

5 "O:r) If an agency makes a determination to amend 

6 or repeal a major rule under subsection (g)(1)(C), the 

7 agency shall complete filial agency act~~jt~d t~ ~Q'J ~ 
.,.&,JS.c .. 4...0 

8 such rule no later than 2 veal's of the <ll\tc "f T'1!t@li@ltlli@M 
~ OA·bQ&~(e.)# 

9 '8f jjh@ M61li@e in Sl'i@S@@lli@H (g)(l)(C) @BMllltiMiMg Sl'i@l: de 

10 ~@Ill'ltiM8;ti8M. othing in this subsection shall limit the dis-

11 cretion of an agency to decide, after having proposed to 

12 modify or repeal a major rule, not to promulgate such 

13 modification or repeal. Such decision shall constitute final 

14 agency action for the purposes of judicial review. 

15 ",ti) If an agency has not completed review of the rule 

16 5 years from the publication of the final schedule pursuant 

17 to subsection (c), the agency shall immediately commence 

18 a rulemaking action pursuant to section 553 to repeal the 

19 rule. The agency shall complete such rulemaking within 

20 2 years of the deadline established under subsection (e). 

'-----2-1--~" 4Jy A court may remand a determination under sub-

22 section (g)(l)(C) only upon a clear and convincing show-

23 ing that the agency could have adopted a reasonable alter-

24 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 

5 "For purposes of this subchapter, the definitions 

6 unde.' 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 

10 

11 

12 

13 

14 

15 

16 

l7 

18 

19 

20 

21 

22 

able, relevant, and objectiv;; wRiBH liUi) i cuseaably 

~ l'tsed veltel! leleetlfit 2nd adequate jpfgrw atiQI1 

ltWQut the SPQgjfjq 'lito or ifjubstgpge is up avail pbJ Q , 

"(2) the term 'covered agency' means each 

agency required to comply with this subchapter, as 

provided in section 632; 

SF §Jll 9f8t8:ntiitrl Clh1uIIgcr IIIClit ~8 

ty or thg oRlriropmepte 
... j ; 

"ei) the term 'exposure assessment' means 

scientific determination of the intensity, frequency, 

distribution, and duration of actual or reasonably 

foreseeable exposures to the hazard in question; 

,,(i) 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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5 

6 
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entific evaluation of the relationship between the de-

gTee of exposure to the substance, activity, or condi-

tion and the incidence and severity of the effect; 

,,~ the term 'risk assessment' means the sys-

tematic process of organizing hazard and e}.,})osure 

assessments to estimate the potential for specific 

harm to an exposed individual, population, 01' natu-

8 ral resource; 

9 ,,~) the term 'risk characterization' means the 

10 presentation of risk assessment results including, to 

11 the extent feasible, a characterization of the dis-

12 tribution of risk as well as an analysis of uncertain-

13 ties, variabilities, conflicting information, and infer-

14 ences and assumptions in the assessments; 

15 

16 

"(0:\ 1 ( . t· 1 e, tilt Lei ill SCI €€IliIIg ana) SiS il1CdhS lt8 

17 tjluate of 71~"eI GIld loneI bOUllds of risk as applO 

18 l't il!ti@, and 

19 "J) the term 'substitution risk' means an in-

20 creased risk to human health, safety, or the environ-

21 ment reasonably likely to result directly from a regu-

22 latory option. 

23 "§ 632. Applicability 

24 "(a) Except as provided in subsection (c), this sub-

25 chapter shall apply to all risk assessments prepared in 
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2 7 ~ pt"'f\I\ZU\'j f>W\~ 4, w h~' \00 

major rule"addropaiM@ health, safety, 

2 and environmental risks by-

3 "(1) the SecretaI~' of Defense. for eIHlron-

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 Animal and Plant Health Inspec-

13 tion Service; 

14 "(B) the Grain Inspection, Packers, and 

15 Stockyards Administration; 

16 "(C) the Food Safety and Inspection Serv-

17 Ice; 

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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1 

2 

"(A) the Occupational Safety and Health 

3 

4 

5 

Administration; and 

"(B) the Mine Safety and Health Adminis-

tration' , 

"(6) the Secretary of Health and Human Serv-

6 ices, for programs and responsibilities assigned to 

7 the Food and Drug Administration; 

8 "(7) the Secretary of Transportation, for pro-

9 grams and responsibilities assigned to-

W "(A) the Federal Aviation Administration; 

11 and 

12 "(B) the National Highway Traffic Safety 

l3 Administration; 

14 "(8) the Secretary of Energy, for programs and 

15 responsibilities related to nuclear safety, occupa-

16 tional safety and health, and environmental restora-

17 tion and waste management; 

18 "(9) the Chairman of the Consumer Product 

19 Safety Commission; 

20 "(10) the Administrator of the Environmental 

21 Protection Agency; and 

22 "(11) the Chairman of the Nuclear R€gulatory 

·23 Commission. 

24 "(b)(l) No later than 18 months after the effective 

25 date of this section, the President, acting through the Di-
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redo]' of the Office of Management and Budget, shall de-

2 te]'mille whether any other Federal agency or specific pro-

3 gT<1m under a Federal agency should be eonsidered a co\'-

4 ered agency. Such determination, with respect to a par-

5 tieular Federal agency 0)' program, shall be based on the 

6 importance of risk assessment and risk characterization 

7 to-

8 "(A) regulatory programs administered by that 

9 agency; and 

10 "(B) the communication of risk information by 

11 that agency to the public. 

12 "( 2) If the President makes a determination under 

l3 paragraph (1), the requirements of this subchapter shall 

14 apply to any agency determined to be a covered agency 

15 beginning on a date set by the President. Such date may 

16 be no later than 6 months after the date of such deter-

17 mination. 

18 "( c)( 1) This subchapter shall not apply to risk assess-

19 ments performed with respect to . j. _ ( , 
~ ~ ~~ ~ -?,. 0'\.. 

20 "(A) an emergency detcnnined 'by the ft@8J8 @f 

22 "(B) a health, safety, or environmental in spec-

23 tion, compliance or enforcement action, or individual 

24 facility permitting actiol1-l ~ ~ 
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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 risk 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 

II has been carried out in a manner substantially con-

12 sistent with this subchapter; and 

13 "(C) a new risk 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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1 "§ 634. Principles for risk assessments 

"(a) ~ach agency shall design and ~ond~ct risk as-
__ ----=---__ -"~ cy:<~ _w-~ %\..0 ____ u_ 

3 sessments fiUicud;pfflposcJ and final iIiaj in a 

2 

4 manner that promotes rational and informed risk manage-

5 ment decisions and informed public input into and under-

6 standing of the process of making agency decisions. 

7 "(b) Each agency shall consider in each risk assess-

8 ment reliable and reasonably available scientific informa-

9 tion and shall describe the basis for selecting such sci-

10 entific information. 

11 "(c)(l) Each agency may use assumptions, inelndjp~ 

12 inferences models or safetJT factors, unless relevant and 

13 adequate scientific information, including site-specific or 

14 substance-specific information, is available. wRi@R muteti-

16 "(2) When a risk assessment involves choice of as-

17 sumptions, the agency shall-

18 "(A) identify the assumption and its scientific 

19 or policy basis, including the extent to which the as-

20 sumption has been validated by, or conflicts with, 

21 empirical data; 

22 "(B) explain the basis for any choices among 

23 assumptions and, where applicable, the basis for 

24 combining multiple assumptions; and 

25 "(C) describe reasonable alternative assump-

26 tions that were not selected by the agency for use 



------.O:'ICOE\COE9o.075------- STAFF1)RAF,....I~' --------'S:-r;c-. --------

32 

1 111 the risk assessment, and the rationale for not 

2 using such alternatives. 

3 "(3) An agency shall not inappropriately combine 

4 multiple assumptions. 
~~ 

5 "( 4) Each"agenc~' shall, after notice and public com-

6 ment, publish guidelines for choosing assumptions and for 

7 deciding when and how in a specifie risk assessment to 
(d)~ CD~tJ.. 

t1(\~ 5N:.a-\.l 8 adopt alternative assumptions or to use available scientific 

f'ovitH.- arrr'fn'~9 information to modify or replace an assumption. 
()rD6I~il.u· ~ ~ . c.. 
'~~ ~~~ "(jl) Each risk assessment supporting a major rule, 

['.hod 'Ik- 0 II shall include, as appropl;ate, each of the follo~;ng, 
~Of('{\~-t 12 "(1) A description of the hazard of concern. 

~ ~ /\'W\e,... 13 "(2) A description of the populations or natural 

~"<'+ '14 resources that are the subject of the risk assess-

15 ment. 

16 "(3) An explanation of the e}q)()sure scenanos 

17 used in the risk assessment, including an estimate of 

18 the corresponding population at risk and the likeli-

19 hood of such exposure scenarios. 

20 "( 4) A description of the nature and severity of 

21 the harm that could reasonably occur. 

22 "( 5) A description of the major uncertainties in 

23 each component of the risk assessment and their in-

24 fluence on the results of the assessment. 



- --- - . 

• 
STAFF DR,AF:'L 

33 

"ej) To the extent scientifically 

2 agency shall-

appropriate, each 

J 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

"(1) e}q)ress the overall estimate of risk as ~ 
O-~CH"A~ 

or mOt e ranget or probability distributionl that re-

tlec~ variabilities and uncertainties in the analysis; 

"(2) provide the range and distribution of risks 

and the corresponding e},..'])osure scenarios, identify-

ing the range and distribution and likelihood 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-

eyant 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 envi­

ronment being analyzed in relationship to other risks. 

Such comparisons should consider relevant distinctions 

among risks, such as the voluntary or involuntary nature 

of risks. 
f\ 

"(g) When scientifically appropriate information 0/ \ 

sigl1ificant substitution risks to human health, safety, or 

the environment is reasonably available to the agency, the 

agency shall describe such risks in the risk assessment. 
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"§ 635. Judicial review 

2 "The provisions of section 624 relating to judicial re-

3 yip\\" shall apply to this subchapter. 

4 "§ 636. Deadlines for rulemaking 

5 "The provisions of section 625 relating to deadlines 

6 for ndemaking shall apply to this subchapter. 

7 "SUBCHAPTER IV-QUALITY ASSDRfu."JCE AND 

8 RESEARCH PROGRAMS 

9 "§ 641. Definitions 

10 "For purposes of this subchapter, the definitions 

11 under sections 551 and 621 shall apply. 

12 "§ 642. Peer review 

13 "(a) Each covered agency shall develop a systematic 

14 program for independent and extern.al lJeer review re­
pw-rw~ 

15 quired under subsection (b). Such"'program shall 88 8:flflli-

16 cable tift} 81>i~8~1; 88:8ft 88, el ea agwq ana' 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

"(1)(A) ~ provide for the creation or utiliza­

tion of peer review panels, expert bodies, or other 

formal or informal devices that are balanced and 
~(',t,\ . CIf" J~;I~"~~\s . 

that consist of"members"with elpertise relevant to 

the sciences involved in regulatory decisions and who 
P"",f"W'I"n 

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 organizations, or 

3 

4 

5 

6 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

other public interest gTlmps and orgallizations; 

"(2) may exclude any persoll \\ith substantial 

and relevant e:ll.rpertise as a panel m~b~ 
~ p~SQv\ 

basis that such person represents Oft sl'lt3it3y that may 

have a potential financial interest in the outcome, or 

may include such person if such intel'est is fully dis­

closed to the agency~ and in the case of a regulatory 

decision affecting a single ~1O peer reviewer 

representing such ~ may be include<.) \3l'l tij,e 

pallet, 

"(3) shall provide for a timely completed peer 

review, meeting agency deadlines, that contains a 

balanced presentation of all considerations, including 

minority reports and an agency response to all sig-

nificant peer review comments; and 

"( 4) shall provide adequate protections for con­

fidential business information and trade secrets, in­
()r~ 

eluding requiring panel membersl'\to 'enter into con-

fidentiality agreements. 

"(b)(l) Each covered agency shall provide for p~er . 
~-~t.i+ ~~,.o A.. 

23 review in accordance with this section of any"risk assess-t' '9 
24 ment that forms the basis of anv major rule:' ~d:= 1 fbU r 

4& ~ ~. • to 
,,? .. a: il 

25:1;) b the Sn:rilOftJill3'!iS I 61th. NEd! & * a d co ID" 
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1 0¢~:(2) Lhe Director ma)~ om:.t peer review be pro-

2 vided foJ~ny risk assessment that is likely to have a sig-

3 nificant impact on public policy decisions or would estab-

4 lish an important precedent. ~ s'l~~~ ~C'" f'I&.V~ 

"(c) All peer review written co tents or conclusions ~ 
6 and the agency's written responses hall be made available 

5 

7 to the public and shall be made part of the ?ra'!\tm~~ 
8 record for purposes of judicial review of any final agency 

9 action. 

10 "(d) No peer review shall be required under this sec-

11 tion for any =.~:2, Ei9QUMl2@Rt, 9P ~881':1'9I'9lilelA., or 

12 any component thereof, which has been previously sub-

13 jected to peer review. 

14 "(e) The requirements of this subsection shall not 

15 apply to a rulemaking where the head of an agency has 

16 published a determination, with the concurrence of the Ad-

17 ministrator of the Office of Information and Regulatory 

18 Mfairs, and notified the Congress, that the rulemaking 

19 process followed by that agency provides sufficient oppor-
cr.A-~~ ~'t'.d'-

20 tunity for scientific or technical review offrisk assess ents 

21 required by this.-tMchapter. 

22 "§ 643. Guidelines 

23 "(a) As soon as practicable, each covered agency shall 

24 adopt, after notice and public comment, guidelines to im-

25 plement the cost-benefit analysis requirements under sec-
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1 tion 622, and the risk assessment principles under section 

2 634_ 

3 "(b) The development, issuance, and publication of 

4 guidelines under this section shall not be subject to judi-

5 cial reyiew. 

6 "(c) Each coyered agency shall publish, after notice 

7 and public comment, guidelines for the conduct of risk as-

8 sessments not required by this subchapter that adapt the 

9 principles of this subchapter in a manner consistent with 

10 section 634(a)(2) and the risk assessment and risk man-

11 agement needs of the agency. 

12 "§ 644. Research, training, and coordination 

l3 "(a) To promote the conduct, application, and prac-

14 tice of' cost-benefit analysis and risk assessment in a con-

15 sistent manner and to identify agency data and research 

16 needs, the Director, in consultation with the Office of 

17 Science and Technology Policy, sha11-

18 "(1) oversee periodic evaluations of Federal 

19 agency cost-benefit analysis and risk assessment in-

20 eluding, where relevant and appropriate, research 

21 needs to-

22 "(A) reduce generic data gaps, to address 

23 modeling needs (ineluding improved model sen-

24 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 in cost-benefit analysis; and 

9 "(D) 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-

.l3 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 consistency 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 

2 analysis and risk assessment. 

3 "§ 645. J Udit~ r!1view.. t~ • L "'\' J (e) 
~ct..,r "/t\t. ~V~ a S'~ CS1,. "t" ~ 

4 '7hJre shall be no judicial revPew of agency decisions 

5 OJ" actions made under this 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 anyone 

12 of the following: 

l3 

14 

15 

16 

17 

18 

19 

"(A) An agenda or schedule for 

rulemakings. 

"(B) Advance notice of proposed rule­

making. 

"(C) Notice of proposed rulemaking. 

"(D) Proposed final rulemaking and In­

terim final rulemaking. 

20 "§ 652. Presidential regulatory review 

21 "(a) The President shall establish a process for the 

22 review and coordination of Federal agency regulatory ac-

23 tions. Such process shall be the responsibility of the Direc-

24 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 th()se b~' 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 agency 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 "(c) 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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1 "§ 653. Public disclosure of information 

2 . "The Director, in carrying out the provisions of sec-

3 tion 652, shall establish procedures to provide public and 

4 agency access to information concerning regulatory review 

5 actions, including-

6 "(1) disclosure to the public on an ongomg 

7 basis of information regarding the status of regu-

8 latory actions undergoing review; 

9 "(2) disclosure to the public, no later than pub-

10 lication of a regulatory action, of-

11 "(A) all written communications, regard-

12 less of form or format, including drafts of all 

13 proposals and associated analyses, between the 

14 Director or employees of the Director and the 

15 regulatory agency; 

16 "(B) all written communications, regard-

17 less of form or format, between the Director or 

18 employees of the Director and any person not 

19 employed by the executive branch of the Fed-

20 eral Government relating to the substance of a 

21 regulatory action; 

22 "(C) a record of all oral communications 

23 relating to the substance of a regulatory action 

24 between the Director or employees of the Direc-

25 tor and any person not employed by the execu-

26 tive branch of' the Federal Government; and 
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1 "(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.". 

'!Z----~(~@r1) -iflt@trnd'UutLA:A:iT:CoiiROyrFF)'L:EE5XIcrnBU:IL!,;I[']'It"l' y('1lA~N~A1rnJ ii"!SilI'SS::'!. ~---­

~ 

24 ed gtat99 CQQ.Q, is amended to ~Q8 8!B follows. 
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2 

3 to final agency rules issu uch effectiYe date. 

4 (b PRESIDE1'\TIAL ACTHOHlTY.--Nothing in this Act 

5 shall limit the exercise by the President of the anthorit~, 

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 «(D.,TECHNICAL A1'\D CONFORlVIIl\'G A;\IE:"Inm:"Ts.--

11 (1) Part I of title 5, United States Code, is 

12 amended by striking out the. chapter heading and 

13 table of sections for chapter 6 and inserting in lieu 

14 thereof the following: 

15 "CHAPTER 6-THE ANALYSIS OF 

16 REGULATORY FUNCTIONS 

"SUBCHAPTER I-REGULATORY A.;,\ALYSIS 

·'Sec. 
"601. Definitions. 
"602. Regulatory agenda. 
"608. Initial regulatory tlexibility analysis. 
"604. !<'inal regulatory tlexibility analysis. 

·"605. Avoidancc of duplicative or unnccessary analyses. 
"60G. Effect on other law. 
"607. Preparation of analysis. 
"60R. Procedure for waiver or delay of complet.ion. 
"609. Procedures for gathering comment_~. 
"610. Periodic re,~ew of rules. 
"GIl. Judicial re~ew. 
"612. Reports and intervent.ion rights. 

"SUBCHAPTER Il-A.:,\,ALYSIS OF AGE:--:CY RULES 

.. (i~ 1. I lefinitions. 
"(i~2. HCb'lilat.oryanalysis. 
"(i2:!. Decisional critCl·ia. 
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~~'onal 
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hlffi . 

1 

2 

3 

4 

7 

8 

9 

10 

""624 .• Judicial review. 
"(;2;'). Deadlines for rulemaking. 
"62G. l\d\'isory committee on regulations. 
"627. Agency regulatOl], re\;ew. 

"SUBCHAPTER Ill-RISK ASSESS~m:\TS 

"(i:.ll. Definitions. 
"li;12. Applicability. 
"(j;J:'l. Savinb'S pro\~sions. 
"Ii:),!. Principles for risk assesslllents. 
"(j:J;, .• Judicial review. 
"Ii;)tl. Deadlines for rulemaking. 

"Sl'BCHAPTER IV-Ql;ALITY ASSURA!'ICE A:\D RESEARCH PRO· 
(;RA~IS FOR COST·BENEi"IT A?\ALYSIS AND RISK ASSESSMENT 

.. (;,! I. Definitions. 
"(;42. Peer review. 
"(i4:~. Guidelines. 
"G4,!. [{esearcb, training, and coordination. 
"(j45 .• Judicial review. 

"SUBCHAPTER V-EXECUTIVE OVERSIGHT 

"651. Definitions. 
"652. Presidential regulatory review. 
"653. Public disclosure of information. 
"(;54 .• Judicial review.". 

(2) Chapter 6 of title 5, United States Code, IS 

amended by inserting immediately before section 

601, the following subchapter heading: 

"SUBCHAPTER I-REGULATORY ANALYSIS". 

SEC. 5. CONGRESSIONAL REVIEW. 

IN GENERAL.-Part I of title 5, United States 

amended by inserting after chapter 7 the follow-

CONGRESSIONAL REVIEW 

OFAGEN 

11 "§ 801. Congressional review 0 

12 "(a) For purposes of this chapter, t 

" 
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2 environment. 

3 (f) SAVI:--iGS PROVISIO:\ 1\,,} 

4 Nothing in this section shall 

5 odify any statutory standard or re-

6 esigned to protect human health, safety, 

7 

8 (2) JUDICIAL REVIEw.-Compliance or non-

9 compliance by an ageilcy with the provisions of this 

11 SEC. 7. EFFECTIVE 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 is published 

16 on or before such date. 


