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Exceptions to SUbchapters II and III 

1) Where rule must be promulgated quickly 

IaJ 002/002 

Excepted from the definition of "rule" is a rule whioh is 
exempt from notice and comment rulemaking under 5 U.S.C. § 533. 
§ 621(10)(A). This should exempt rules which must be promulgated 
very quickly in order to implement the congressional will (such 
as USDA rules to implement the new Farm Bill in time for spring 
planting). However, section 625 extends all statutory deadlines 
during the next two years for six months to permit compliance 
with cost-benefit and risk assessment. That would indicate a 
statutory deadline is not a basis for exemption from these 
requirements. 

section 622(f) allows agencies to conduct these analyses 
after the rulemaking if doing the analyses in advance would be 
"contrary to the public interest due to an emergency, or health 
or safety threat that is likely to result in significant harm to 
the pUblic or to natural resources." However, for many rules 
with a short turn-around, it will be a futile exercise to do the 
analyses after the fact. 

possible means of addressing problem: 

Add to § 621(10)(1) [exceptions to covered rules]: 

(1) a rule required to be promulgated at least 
annually or within a period of one year or less 
pursuant to statute; 

Amend § 622(f)(1)(2) to add: 

(2) If a major rule is adopted under paragraph (1), 
the agency shall promptly comply with the provisions of 
subsections (a) through (e) of this section YRQn 
receipt of a petition setting forth good cause. as 
provided by agency rule. [or if directed to do so by 
the Administrator). 

2) Grants, contracts, and loans 

This exception could be construed to be nonsensically 
narrow. Section 621(10) (K) excepts "a rule relating to A Federal 
grant, contract, or loan." Query whether this should be "a rule 
relating to Federal grant~, contractJi, or 10anJi." 
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The Admlnlstratlve Procedure Act 

which urges use of noUce-and-comment procedure, where, 

poSSible, If a rule or statement wlll have a substantial Impact 

on the puhllc. 125 

The Conference's ReconmlendaUon also sLates that where it 

is necessary for agencies to make such rules and statements 

effective immediately, agencies should give the public the 

opportunity to submit post-promulgation commenLs.126 Wblle 

a post-promulgation comment opportunity is not a substUute 

for pre-promulgation comment where requlred,I27 it Is llkely to 

put the age'ncy In a much better posture on Judicial review. 

especially where it has responded In good faith to post­

promulgation comments. 128 

3. ''Good Cause" Exemptions 

Sections 553(b)(B) and 553(d)(3) of the APA authorIZe 

agencies to dispense with certain procedures Cor rules when 

125Recommendatlon No. 76-6,' "Interpretive Rules of 
General Appllcabllity and Statements of General PoliCy," 1 
C.F.R § 305.76-5. Some agencies have followed this advice. 
see, e.g.. EPA, Reporting Requirements for Risk/Benefit 
Infonnation under Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA). Final interpretative' Rule and 
Statement of Pollcy. 50 Fed. Reg. 38.115. 38,119 (1985) 
(requesting public comment althougn rule exempt from public 
participation reqUirements of APA as general statement of 
pol1c:lt and interpretation of statute). 

1 6Recommendatlon No. 76-5 at '112, See Asin1ow, supra n. 
73; 1985 Duke L.J. at 426 (noting the "modest beneftt to the 
publlc from a post-adoption comment system would outweigh 
the modest additional costs that it would hnpose on ~eney 
staffs," and questioning the "much costlier requirement' that 
would add some form of "substantla11mpact" test 1nto the APA) 

127The general rule that a rule found invalid for failure to 
provide for notice and comment cannot be saved by proViding 
for comment after promulgation is discussed in Levesque 11. 
Block. 723 F.2d 175, 188 (1st Clr, 1988). 

128Id. See also Aslmow, supra n, 73. 1985 Duke L.J. at 
421-24 (disCUSSing the benefits of post-promulgation 
comments). 
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Part II: The Statutory Framework 

they find "good cause" to do so. Under sec lion 553(b)(B). the 

requirements of notice and opportunity for comment do not 

apply when the agency for good cause finds that those 

procedures are "lmpractlcable. unnecessary. or contralY to the 

publiC 1Ilterest." Section 553(d)(3) allows an agency. upon 

finding good cause, to make a rule effecl1ve lmmediately. 

thereby avoiding the 3~-day delayed effective date requirement 

In section 553. 

These two exceptions give agencies flextbUIty by allowing 

them to dispense with procedures in prom~lgating rules not 

otherwise exempted. but like othtrr exemptions. they are to be 

construed narrowly.129 Moreover. an agency must give 

supporting reasons for invoking the good cause exemptions. 130 

The agency's findings of good cause are JudiCially reviewable on 

the same basiS as any other findings committed to the agency's 

Judgment. 131 Although the language of the exemption from the 

delayed effective date requirement Is more general than the 

129See Mobay Chemical Corp. v. Gorsuch, 682 F.2d 419. 426 
(3rd Cu.). cert. dented. 459 U.S. 988 (1982); Note, The "Good 
Cause" Exceptions: Danger to Notice and Comment Requirements 
Under the Administrative Procedure Act. 68 Ceo. L.J. 765. 773 
(19801> 

13 Senate Comm. on Judiciary, Administrative Procedure 
Act: Legislative History. S. Doc. 248. 79th Cong .• 2d Sess. 
(hereafter LegiSlative History of the APAJ at 258 (1946). (~The 
exemption of situations of emergency or necessity Is not an 
'escape clause' In the sense that any agency has discretion to 
disregard Its terms or the facts. A true and supported or 
supportable finding of neceSSity or emergency must be made 
and published.")' 5 U.S.C. § 553(b)(B) reqUires that the agency 
"lncorporate[J the [good causeJ finding and a brief statement of 
reasons therefor in the rules issued." 

131See Bonfield. Military and Foreign Affairs Function Rule­
maktna Under the APA. supra n. 39, 71 Mich. L. Rev. at 292 .. 
Indeed. because public particlpaHon has been dispensed with .. 
the courts may scrutinize these rules more carefully than 
othf'rs. 
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The Administrative Procedure Act 

standard for dispensing wUh notice and comment. several 

commentators have concluded that "good cause" under both 

sections must be predIcated on similar findings. 132 

The terms "impracllcable," "unnecessary" or "contrary to the 

publIc Interest" used In section 553(b)(B) indlcatc the 

circumstances In which the good cause exceptions may be 

employed. The APA's legislaUve history defines the terms this 

way: 

"Impracticable" means a situation In which the 
due and required execution of the. agency 
functions would be unaVOidably prevented by its 
undertaking public rule-making proceedings, 
"Unnecessary" means unnecessary so far as the 
publlc IS concerned. as would be the case if a 
minor or merely technical amendment .1n which 
the public Is not particularly Interested were 
Involved. "Publlc Interest" supplements the 
terms "impracticable" or "unnecessary"; It 
reqUires that public rulemaklng procedures shall 
not prevent an agency from operating and that, 
on the other hand, lack of public irlterest In 
rulemakfr:ig warrants an agency to dispense with 
public procedure. 133 

OrdinartIy, situations potentially covered by the "good 

cause" exception are those In which advance notice would 

defeat the agency's regulatory obJective: Immediate action Is 

necessary to reduee or avoid health hazards or other lmm.1nent 

harm to persons' or property: or inaction will lead to serious 

dislocation In government programs or the marketplace,l34 

132See Note, The "Good Cause" Exceptions, supra n. 129, at 
772 n, 61. 

133LeglsJative History of the APA, supra n. 130, at 200. 
134See generaUy Jordan, The Administrative Procedure Act's 

"Good Cause" Exemption, 1983 ACUS Recommendations & 
Reports 49: Jordan. The Adminlstrattue Procedure Act's "Good 
Cause" Exemption, 36 Admin, L. Rev. 113 (1984) (based on 
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Part II: The Statutory Framework 

Reviewing courts have regularly applIed the secUon 

553(b)(B) good cause exemption narrowly to prevent agencies 

using It as an "escape clause" from nollce-and-comment 

requirements. As the District of Columbia Circuit said In 

Action on Smoking and Health u. CAB.i35 "Bald asserUons that 

the agency does not believe comments would be useful cannot 

create good cause to forgo notice and comment procedures .... 

To hold otherwise." the court said. "would. permit the 

exceptions to carVe the heart out of the statute."136 The court 

there held Invalld an agency rule Issued without noUce and an 

opportunity for comment. where the rule was reissued by the 

agency to correct a dl1Terent procedural deficiency In an earlier 

proceeding In which nolice and comment had been 

provided. 137 

Courts applying the "contrary to the public Interest" :ground 

for exemption have often been Inclined to err on the side of 

public safety and health. 138 At the same time, the fact that an 

action purports to. be protective of the public does not 

necessarily justify not allOWing for public participation. 

:1 
.'. 

1' . . 
.,. .;. 

:'i ________________________________________________________ y. 

report to the Administrative Conference). Some enabling 
statutes contain parallel proviSions authorizing agenclcs to 
take "emergency' actton Without affording the normal 
opportunity for public participation. See, e.g .. OSHA Act. 29 
U.S.C. § 655(c) (authorizing OSHA to issue a "emergency 
temporary" occupational safety and health standard where 
there IS a "grave danger" to employees and the standard IS 
"necessary" to protect employees from the "grave danger." 

135713 F.2d 795 (D.C. Cir. 1983). 
136rd. at 800 (citations omitted). 
137The earlier rule was set aside and remanded In ActIOn on 

Snwking and Health u. CAB, 699 F.2d 1209 (D.C. Clr. 1983). on 
the ground that the agency statement of basis and purpose was 
InsuITicent under toe MA. Cj United Steelworkers v. 
Pendergrass, 819 F.2d 1263 (3d Clr. 1987) (holding additional 
notice and comment unnecessary after court remand on rule). 

138SeeJordan. ACUS Report, supra n. 134 at 58-59. 
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The Administrative Procedure Act 

particularly where the regulation has wide impact -and Is 

controverSial. For example. In the famous Baby Doe case. 13S 

the district court rejected the government's argument that 

since lives were at stake. "good cause" existed for HHS' issuing 

its regulation on the treatment of defective newborn Infants 

without notice and comment. The court stated that the' 

argument "could as easily be used to JusUfy Immediate 

implementation of any sort of health or safety regulation no 

matter how small the risk for the population at large or how 

long-standing the problem." 140 

In Asbestos InJormattoH Association v. OSHA.141 the Fifth 

Circuit vacated OSHA's asbestos standard Issued under a 

statute authorizing temporary emergency standards where the 

agency finds that dispensing with. notice and comment Is 

"necessary" to protect employees from a "grave danger.'·142 

139Amertcan Academy oj Pedia.trics v. Heckler. 561 F.Supp. 
395 (D.D.C. 1983). aJfd on other grounds sub nom Bowen v. 
American HospltalAss'n. 476 U.S. 610. (1986). 

140561 F.Supp. at 401. The court emphasized that there 
was no indication of any "dramatic chanl!e to cirCumstances 

·that would constitute an emergency )usllfylng shunting off 
public partiCipation in the rulelllaking.' let. The ~ovemment·s 
argument that the regulation was "procedural" or 'interpretive" 
was also rejected oy the district court. saying that the 
regulation "was intended ... to change the course of medical. 
decislonmaking in these cases" and thus was more than a 
clarification or explanation of an existing rule or statute. let. . 
quotirlg Guardian Federal Savings and Loan v. FSUC. 589 F.2d 
658. 664 (D.C. Clr. 1978), Apart from Us procedural fIndings. 
the district court also found the regulation to be invalid as 
arbitrary and capriCIOUS. 561 F. Supp. at 399-400. 403. and 
expressed concern about the constitutlonaHly of the regulation. 
Id. at 402. 

141727 F.2d 415 (5th Clr. 1984). 
14229 U.S.C.§ 655(c).- OSHA had Issued an earlier asbestos 

emergency temporary standard in 1972. which was not 
challenged In COUlt. For a history of OSHA regulation of 
asbestos to 1983. see generally Mintz. OSHA: History. Law and 
Policy 115-29 (I 984). 
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Part II: The Statutory Framework 

The court first agreed that an "emergency" slandard may 

lawfully bc Issued even though new InformaUon on grave 

danger had not corne to the attention of the agency.143 

However. the court concluded that the risk assessment 

analysis used In the rule, 144 while an "extremely useful tool." is 

"precisely the type of data that may be more uncritically 

accepted after public scrutiny through noUce-and-comment 

rulemaklng, especially when the conclusions it suggests are 

controversial or subject to different Interpretatlons."145 

Another "good cause" Issue that has arisen with Incrcaslng 

frequency Is the extent to which congressionally-Imposed 

dcadllnes justify an agency's Issuance of rules without notice 

and comment. nIls Issue was addressed In a series of cases 

challenging EPA's promulgation, without notice and comment. 

of lists of geographical areas not meeting federal air-quality 

standards under the Clean Alr Act. 146 Courts in five circuits 

sustained challenges to EPA's action, reJecUng Its "good cause" 

argument largely on the ground that EPA could have published 

143727 F.2d at 423. The court of appeals added that the 
agency must oITer some explanation of lis Uming of the 
emergencr standard. "espeCially when, as here, forJears it has 
known 0 the serious risk" and "has possesse . albeit In 
unrefined form. the substanUve data forming the basis" of the 
standard. ld.. See also American AcacL of Pediatrics, supra n. 
139. 561 F. Supp. at 401. 

144R1sk assesment analysis Is a statistical technique 
utilized by regulatory agencies, among others; for extrapolating 
rtsk at high levels of exposure to lower levels. See generally 
MerrUl. Federal Regulatlon of Cancer·Causlng Chemicals. 1982 
ACUS Recommendations & Reports 21,83-85. 

145727 F.2d at 426. The court of appeals also held that the 
emergency standard was not "necessary" because increased 
protection of employees could be achieved through more 
eITective enforcement of existing standards. ld.. at 426~7. 

146Clean Air Act Amendments of 1977. Pub. L. No. 95-95. 
91 Stat. 685, codifledat42 U.S.C. § 7401 etseq. 
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The Administrative Procedure Act 

the lists as a proposal and oblatned public comment with lIttle 

delay.147 In these and other similar cases. a factor that often 

surfaces In the judicial analysis Is whethcr or not the agency 

made a good faith. attcmpt to comply with the APA's 

requirements for public partiCipation. 

Courts are more Inclined to uphold the agency's action If the 

agency responded to circumstances beyond Its control. if the 

emergency rule Is of lImlled scope or duraUon. and if the 

agency initiated prompt follow-up proceedings allowIng for 

public participation. 148 The Flfih Circuit, In American Tran,:ifer 

& Food Storage v. ICC,l49 upheld the ICC "good cause" finding 

that notJce and comment was not necessary In issuing rules 

. under the Motor Carrier Act of 1980, saying: "(Tlo make the 

new Act eITective and to achieve the goals set by Congress, It 

was imperative that the CommissIon. In order to adapt its 

processes to the new order, adopt almost immediately new 

rules and procedures with as much notice as was practicable. 

This It did by Issuance of interim rules wIth Invited public 

147TIle cases are cited and discussed In Jordan, ACUS 
Report, supra n. 134, at 61-65. See, e.g., Sharon Steel Corp. v, 
EPA: 597 F.2d 377 (3d Clr. 1979). But see United States Steel 
Corp. v. EPA, 605 F.2d 283 (7th CIr. 1979), cert. denied. 444 
U.S. 1035 (1980) (sustaining good cause findtngJ. See also 
Note: The "Good Cause" Exceptions; Danger to Notice and 
Comment ReqUirements Under .the Administrative Procedure Act. 
SURra n. 129. . 

148See. e.g., Council of the Southern Mountains, Inc. v. 
Donovan, 653 F.2d 573 (D.t. Clr. 1981) (upholding Mine Safety 
and Health AdmtnstraUon rule delaying eITectIve date without 
notice and comment): Northwest Airlines, Inc. v. Goldschmidt. 
645 F.2d 1309 (8th eir. 1981) (upholdtng FAA emergency 
reduction of comment period and Immediate eITecUve oatel: 
National Fed·n of Federal EmploJlees v. Devine, 671 F.2d 607. 
611-12 (D.C. Clr. 1982) (upholding OPM emergency 
regulations) . 

149719 F.2d 1283 (5th Cir. 1983). 
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Part II: The Statutory Framework 

Input before final regulations were iSsued."l50 As thiS case 

illustrates. however. rules labeled "interim rules" by an agency 

are final under the APA. and persons "adversely affected or 

aggrieved" may challenge the rules In court. lSI 

In a number of decisions. reviewing courts have given 

greater weight to congressional deadlines In justifying lack of 

notice and comment when the deadlines Implemented budget­

cutting measures. In Philadelphia. Citizens in Actran v. 

Schwetlcer. 152 the. Third Clrcu It held that HHS had "good 

cause" for not providing notice and comment In iSsuing rules to 

implement changes in the Aid to Families with Dependent 

Chlldren Program (AFDC).153 The court reUed particularly on 

the fact that Congress imposed substantially shorter deadlines 

than those Involved in the EPA Clear Air Act cases. 154 and that 

benefit programs. such as the AFDC program. often are 

statutorily exempt from notlce-and-comment requlrements. 16S 

150Id. at 1294. The Motor Carrier Act became Immediately 
effective and "provided no trans1Uon period for developing new 
procedures to Implement the stgn1ftcant legiSlative changes." 
ld. at 1293. The Interim rules were In eJrect until the final 
rules were Issued. 

1515 U.S,C. § 702. 
152669 F.2d 877 (3d Clr. 1982). 
15~e changes were mandated by the Omnibus Budget 

Reconciliation Act (OBRA) of 1981. Pub. L. No. 97-35, 95 Stat. 
357. 

154The OBRA statute was to become effecUve 49 days after 
enactment. 669 F.2d at 883, while In the EPA cases, EPA had 
three years to promulgate the regulations. ld. The court of 
appeals In Philadelphla Citizens also noted that EPA would 
have had sufTIclent time to allow comment on the unrevlewed 
state-submitted plans under the Clear Air Act. an approach 
that was not available in the AFDC case. Id. at 883-84. 

155Notlce and comment was only required for the' 
regulations involved because HHS In 1971 had waived the 
exemption In the APA from notlce-and-comment requirements 
for grants and benefits. 669 F.2d at 881. See also PetTy u. 
BlOCK, 737 F.2d 1193. 1201 (D.C. Cir. 1984) (involVing OBRA of 
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The Administrative Procedure Act 

In many cases. agencIes issuing rules wilhoul notice and 

comment following a "good cause" finding have referred to the 

rules as "interim rules," and then modified Lhe rules. as 

appropriate, follOwing post-promulgation comment. l56 This 

practice comports with a Recommendation of the 

Administrative Confercnce adopted in 1983. 157 Congress has 

1981); Sepulveda v. Block. 782 F.2d 363 (2d Ctr. 1986) 
(involving OBnA of 1982. Pub. L. No. 97-253. 96 Stat. 772). 

156See. e.g •• Department of Transportation. Federal Aviation 
Adm1n1stration, "Transportation of Federal Air Marshals." Final 
Rule with Request for Comments, 50 Fed. Reg. 27.924 (1985). 
The FAA "emergency rule" required "certificate ""holders" to carry 
Federal Air Marshals In designated passenger operations. 
Because of the "emergency neeafor the regulations," including 
hljackings and terrorist attacks on U.S. aviation. the agency 
found that notICe and comment was "inlpractlcable; and 
contrary to the public interest." However, .slnce under DOT 
Regulatory PoliCies and Procedures, 44 Fed. Reg. 11.034 
(1979), agenCies In the Department "should" provide an 
opportunity for comment on emergency regulations, the notice 
Invited comment on the "final rule," which was immediately 
effective. and stated that the comments would be considered 
and the rule "may be changed In light of the comments 
received." Id. See also Department of Agriculture, AnImal 
Plant Health Inspection Service. Imgorted Fire Ant Regulated 
Areas, Affirmation of Intertm Rule. 5 Fed. Reg. 48.551 (1985). 
The Department of Labor tssued rules Implementing the 
Employee Polygraph Protection Act of 1988, 53 Fed. Reg. 
41,494 (1988), making lhe rule effective on December 27. 1989. 
the effective date 4)1 the Act but giving an addiUonal two 
months for comment. See also NaHonal Oceanic and 
AtmospherIC Administration. Subsistence Taking of North 
Pacific Fur Seals. Emergency Interim Rule and Request for 
Comment, 50 Fed. Reg. 27.914 (1985). 

157RecommendaUon No. 83-2. 'The 'Good Cause' 
Exemption From APA Rulemaklng ReqUirements," 1 C.F.R. 
§305.83-2. The Conference recommended that in all cases 
where an ·agency Is relying on the exemption, It should take the 
following acHollS: 1. Frame the rule as "narrowly" as l?0sslble 
to accomplish the regulatory obJectlve: 2. Develop 'general 
criteria" through notice-and-comment rulemaking to be applled 
In issuing an emergency rule: 3. promulgate the rule as an 
"Interim" rule to be amended after post-promulgatlon 
procedures; 4. In any event, take "approprlale alternative 
steps" to obtain the views of Interested person before adopting 
the rule. 
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Part II: The Statutory Framework 

also expressly authorized this procedure In the context oC 

Implementing the 1987 amendments to the Medicare 

program. l5A Post-promulgation comment will ,not, however. 

save a rulemaklng where "good causeudld not exist to support 

exemption from pre-promulgation noUce and comment 

requlrements. 159 

A related Issue Is when an agency may lawfully suspend the 

effective date of a rule without engaging In notlce-and-comment 

rulemaklng. This Issue arose after 1981. In connecUon with 

the Issuance of Executive Order No. 12.291. when some 

agencies were required to suspend the effecUve date of a 

promulgated rule In order to reconsider the costs and benefits 

under the requirements of the new execuUve order.loo TWo 

Issues were presented: first. whether suspension was 

rulemaklng under the APA, and. If so. whether "good cause" 

existed for not providing an opportunity for comment. "In 

Natural Resources Defense Council u. EPA,I61 the TIlird Circuit 

ruled that EPA's indefinite suspension of rules Issued under 

1580BRA of 1987. Pub. L. No. 100-203. § 4039(gl. codified 
at 42 U .S.C. § 1395hh note. 

159But see Leuesque u. Block. 723 F.2d 175. 188 (lst Cir. 
1983). suggesting that good faith conslderaUon oC post­
promulgation comments may SUPpOIt upholding an otherwISe 
Invalid rule. See also subs. (D)(2)(el. supra; Part lII, Ch. 4(Al. 
(nfm. 

160Exec. Order No. 12.291. reprinted (n 5 U.S.C. § 601 note. 
Section 7(a) of, the order requlreq, agencies. with some 
exceptions. to "suspend or postpone the effective dates of 
major rules that were promulgated in final fonn but had not yet 
become efTectlve "to the extent necessary to permit 
reconsideration" under lhe Order. See also PresIdential 
Memorandum Postponing Pending Federal RegulaUons. Jan. 
29, 1981. 1981 Pub. Papers 63. 

161683 F.2d 752 (3d Clr. 1982). This and other cases on 
this Issue are discussed In Holmes. Paradise Postponed: 
Suspensions oj Agenc!J Rules, 65 N. C. L. Rev. 645 (1987). 
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III. THE INTERIM MIXTURE AND DERIVED-FROM RULES WERE PROPERLY 
PROMULGATED PURSUANT TO THE GOOD CAUSE EXCEPTION 

Pursuant to the APA, an agency may promulgate requlations 

without notice and opportunity for comment if it finds that such 

procedures would be "impracticable, unnecessary, or contrary to 

the public interest." 5 U.S.C. {553(b)(3)(8). Although the 

good cause exception is to be "narrowly construed and only 

reluctantly countenanced," Tennessee Gas Pipeline Co. v. FERC, 

969 F.2d 1141, 1144 (D.C. Cir. 1992), an "emergency" within the 

scope of the "good cause" exception can exist when "the agency's 

action was required by events and circumstances beyond its 

control, which were not foreseen in time to comply with notice 

and comment procedures." National Fed'n of Fed. Employees v. 

Devine, 671 F.2d 607, 611 (D.C. Cir. 1982); ~ouncil of the 

Southern Mountains. Inc. v. Donoyan, 653 F.2d 573, 581 & n.35 

(D.C. Cir. 1981) (good cause existed where, inter AliA, time 

preesures were due to "hurdles created by other parties"). To 

demonstrate an emergency, EPA needs only show that delay "might 

threaten" some important public interest, or could be 

"potentially harmful." National Fed'n, 671 F.2d at 611. Under 

the unique circumstances presented here, good cause existed to 

allow EPA to promulgate the interim mixture and derived-from 

rules without notice and opportunity for comment. 

A. The Vacatur Of The 1980 Mixture And Derived-From Rules 
Was Not Reasonably Foreseeable In Time To comply with 
Notice And COmment Regyirements. 

During the entire la-year pendency of the Shell litigation, 

petitioners there never once sought a judicial stay of the 1980 

mixture and derived-from rules. Mobil's contention 

I 
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notwithstanding, EPA submits that it had no duty under these 

circumstances to have a replacement rule ready in the event the 

Shell petitioners prevailed. Pet. Br. at 31-32. 

Indeed, this Court has previously upheld rules issued 

without prior notice and comment to replace regulations vacated 

or guidelines enjoined by court order, and specifically sUggested 

just such an approach here. ~ Shell, 950 F.2d at 752 (citing 

Mid-Tex Elec. Cooperative v. EBBC, 822 F.2d 1123, 1131-34 (D.C. 

Cir. 1985) (regulations»; American Fed'n of Goy't Employees v. 

Block, 655 F.2d 1153, 1155-57 (D.C. Cir. 1981) (IIAEQEII) (informal 

guidelines) (distinguishing between situations where agency 

operated under deadline that gave it substantial time to take 

action and those where agency operated under judicial directive 

to take immediate action); ~ AlaQ Small Refiner Lead Phase-Down 

Task Force v. EEA, 705 F.2d 506, 545 (D.C. eire 1983). 

Following notice-and~comment procedures would have required 

approval of notice by the Administrator; pUblication of notice in 

the Federal Register; a comment period for interested parties; 

EPA review of comments; determination of what changes should be 

made'based on comments and a response to comments;l and final 

approval by the Administrator. Following such notice-and-comment 

procedures here between December 6, 1991 -- the date on which the 

decision was issued -- and January 21, 1992 -- when the mandate 

t In response to the April Proposal, EPA received an 
enormous volume of public comments and technical information 
after a 60 day comment period. Although some commenters urged 
EPA to retain the April 1993 sunset provision, most conceded that 
revisions by then would be unlikely "given the complexity of 
issues and the relatively short timeframe." 57 Fed. Reg. at 
49,278. 
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could issue was virtually impossible. l ~ Petry v. Block, 

737 F.2d 1193, 1200-03 (D.C. Cir. 1984) (four and one-half months 

between date of enactment and effective date of certain aspects 

of new legislation not sufficient time to conduct notice and 

comment rulemaking with respect to mandated regulations that were 

complex, extensive and burdensome); Philadelphia Citizens in 

Action v. Scbweiter, 669 F.2d 877, 884 (3d Cir. 1982) (following 

APA procedures not feasible in 49 days allowed); compare Union of 

Concerned Scientists v. ~, 711 F.2d 370, 382-83 (D.C. Cir. 

1983) (sufficient time to follow APA procedures where agency 

staff had recommended action ultimately taken 11 months earlier). 

B. EPA's Finding Of Emergency Was Reasonable ADd Well­
Supported By The Record. 

Under the "good cause" exception, the agency must show 

potential or threatened harm to the public interest. Under such 

circumstances, an agency's determination is to be upheld if the 

Court finds that the agency has "explain[ed] the facts and policy 

concerns it relie(d] on and that, given these, a reasonable 

person could have made the judgment the agency did. II Tennessee 

~, 969 F.2d at 1145. The record more than amply supports EPA's 

finding -- based on both facts and corroborating views of experts 

outside the Agency -- that the interim mixture and derived-from 

rules are "essential to prevent serious harm to human health and 

2 EPA ultimately filed a petition for rehearing on January 
21, 1992, thus staying mandate issuance. Filing such a petition 
was not a certainty, however, and in any event, could have been 
quickly denied, with mandate issuing seven days thereafter. 
Thus, the operative deadline for action was the date the mandate 
could have issued (as early as January 21, 1992) not when it 
ultimately was issued (February ~.3., 1~9;a). 
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the environment and to avoid substantial confusion for the 

regulated community." 57 Fed. Reg. at 7631 (J.A. 909). 

As discussed above, EPA found that many wastes are still 

toxic after they are managed or mixed, often presenting the same 

hazard as when the waste was generated. EPA further oonoluded 

that members of the regulated oommunity could mismanage these 

dangerous wastes if the interim mixture and derived-from rules 

were not promulgated, and that such mismanagement would threaten 

human health or the environment. 57 Fed. Reg. at 7629-30 (J.A. 

907-8). In addition, 38 state attorneys general offered their 

independent, expert views that SUdden deregulation of mixture and 

derived-from wastes would throw state hazardous waste programs 

into chaos and result in increased dangers to health and 

environment. 57 Fed. Reg. at 7630 (J.A. 908).' 

EPA also noted that over 100 enforcement actions involving 

improper management of wastes regulated under the mixture and 

derived-from rules had recently been concluded or were still 

pending. ~. with that amount of mismanagement oocurring with 

olear rules in plaoe, it was certainly reasonable for EPA to 

3 Mobil claims that EPA merely alleged that a lapse in the 
mixture and derived-from rules would create "confusion" without 
causing harm. Pet. Br. at 46, citing 57 Fed. Reg. 7630 (col.3). 
This claim, however, is based on a single statement taken out of 
context. EPA explained several times that it was concerned a·bout 
the potential for mismanagement of dangerous wastes leading to 
endangerment of human health and the environment. Moreover, this 
Court has recognized that elimination of confusion and the 
maintenance of consistent regulations are faotors that can 
support use of the good cause exoeption. Mid-Tax Elec., 822 F.2d 
at 1133; ~ A!§Q~, 655 F.24 at 115"lf!. 
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predict that waste handlers would mismanage mixture and derived­

from wastes if the rules lapsed.' 

EPA also predicted (and state enforcement officials 

concurred) that the disappearance of the federa1 mixture and 

derived-from rules would severely impair federal and state 

enforcement efforts. contrary to Mobil's assertions (Pet. Br. at 

47), these enforcement cases involved more than the assessment of 

penalties for violations that occurred in whole or in part before 

issuance of the mandate in Shell. Instead, many involved 

potential releases to the environment with real potential to 

endanger human hea1th, 57 Fed. Reg. at 7630; 92-F-MDIF-S0013(A) 

(J.A. 908, 829), which require intervention, ~,~, 42. 

U.S.C. {{ 6928(h), 6973. 5 

4 Contrary to Mobil's suggestion (Pet. Br. at 44), it was 
reasonable to predict that mismanagement of mixture and derived­
from wastes could occur in the 14 months before the interim ru1es 
were due to expire under the sunset provision. Un1ike the 
negotiation of construction contracts at issue in Tennessee Gas 
(cited by Mobil), unsafe disposa1 can be carried out hours or 
days after someone decides -- whether by mistake or design -- to 
dump hazardous waste in a solid waste landfill (or along the 
roadside) rather than sending it to a hazardous waste facility. 

5 EPA reasonably concluded that it could not rest on the 
fact that many states had in place rules similar to the mixture 
and derived-from rules at issue here, because they were not in 
all instances independent of the vacated federal rules. vacatur 
of the federal rule might affect the similar state rule, or lead 
to constriction of the scope of the state program. The record 
supports EPA's decision, identifying at least one known case 
where a court invalidated a state derived-from rule for just that 
reason. 57 Fed. Reg. at 7630; F-92-MDIF-S0021( citing Equidae 
Partners v. Oklahoma state pep't of Health, No. C-91-S32 (Dist. 
ct. Okla. Jan. 16, 1992» (J.A. 908, 859). EPA similarly 
concluded that it could not rely on the limited tracking system 
under the land disposal restrictions of 42 U.S.C. {6924(m). 57 
Fed. Reg. at 7629-30 (J.A. 907-8). 
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Similarly, EPA reasonably determined that there would be 

factual scenarios in which it could not rely entirely on the 

hazardous waste listings, even though the listings encompass at 

least some mixtures and minimally treated wastes. Because the 

listings do not clearly distinguish between regulated and 

unregulated mixtures (and resi,dues), EPA believed that relying on 

them alone would not do enough to discourage both accidental and 

deliberate misclassifications of mixture and derived-from wastes. 

Again, because misclassified wastes would be difficult to track, 

remediation could be delayed and made more costly. 57 Fed. Reg. 

at 7629 (J.A. 907); Mid-Tex Elec., 822 F.2d at 1132 (irremediable 

consequences support good cause finding). 

c. EPA Reinstated The Rules Only On A Temporary Basis. 

EPA's actions here are further supportable under the "good 

cause" exception because the mixture and deriVed-from rules were 

promulgated as interim rules with an expiration date. The fact 

that the rules at issue are temporary weighs in favor of finding 

that the "good cause" exception was properly invoked. Council, 

653 F.2d at 582; National Fed'n, 671 F.2d at 612; Mid-Tex Elec., 

822 F.2d at 1132; ~. ~, 655 F.2d at 1157 (regulations 

justified on an interim basis only). EPA not only consistently 

labeled the rules as "interim final," it requested comment on 

revisions in a companion notice published in the Federal Register 

on the same day, described the rulemaking schedule that it 

intended to follOW to reconsider the rules, and included a 

"sunset provision", or expiration date, for the replacement 

rules. 57 Fed. Reg. at 7628 ("Action" heading), 7630, 7633 (J.A. 
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906, 908, 911-12); ~ Al§Q 57 Fed. Req. 7636 (requeet for 

comment on interim rules). 

Nor does the conqressional action in the 1992 Act removinq 

the sunset provision change this result. In its place, Congress 

imposed an enforceable deadline for promulqation of revisions to 

these interim rules, thus reaffirming -- and ensurinq -- their 

interim nature. For all these reasons, "good cause" existed to 

allow EPA to promulgate the interim mixture and derived-from 

rules without formal notice and opportunity to comment. 
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. AGENCY DESIRES 

Decisional Criteria/Supermandate 

• Broaden uncertainties language (e.g., "infeasible"). 

• Apply uncertainties language to cost-effective decisional criterion. 

Question -- Should decisional criteria be a requirement or merely to inform? 

Judicial Review 

• Simple statement that costlbenefit analysis and determination under decisional 
criteria is part of whole rulemaking record and agency decision is considered on 
basis of whole rulemaking record under current APA 706 (both substantive and 
procedural review). 

Question -- Should there be ~judicial review of decisional criteria? 

Risk Assessment 

• Remove section in its entirety. 

• Fallback is to have a group of risk experts from the agencies scrub this section. 

Effective Date 

• Grandfather any rule whose notice of proposed rulemaking is published up to 6 
months after enactment. 

Question -- Should the grandfather period be longer than 180 days? 

Affirmative Defenses <Hutchinson Amendment) 

• Remove this section in its entirety. 

• Fallback is to amend so that it lays forth factors for a court to consider in 
deciding whether to impose penalties, not an absolute bar on such penalties. 
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Judicial review of the regulatory reform bill is unworkable. 

Excessive litiqation was a key winninq point in the public 
debate on S. 343. This point will be lost if we aqree to ' 
judicial review of the cost-benefit and risk assessment 
requirements and of mandatory single-point decisional criteria. 

The requlatory reform bills authorize courts to set aside 
rules which fail to comply with the new cost-benefit and risk 
assessment requirements and super-mandates. This is a radical 
change in the way courts have reviewed aqency action. 

CUrrently, courts reviewing aqency rules recoqnize that 
judgment calls are for the agency, not the courts. Further, the 
court will defer to the agency's expertise in evaluatinq costs, 
benefits, and other relevant factors. Once the court decides the 
alternative selected was within the realm of reasonableness, its 
review is over. 

Judicial review under regulatory reform will change all of 
that. Agency heads will be required to select the one 
alternative that is either "the most cost-effective" or the 
"qreatest net benefits." Either way, there is only one 
alternative that meets the test, and a court can set aside a 
reasonable rule if it finds it was not that one alternative that 
met this test. 

Because the agency must select the one alternative that is 
the cheapest, any alleged error in the cost-benefit analysis that 
would chanqe that cost determination is qround for invalidatinq 
the rule. 

The many prescriptive, and often unworkable, requirements 
for analysis of every "reasonable alternative" in these bills 
encourages courts to second-quess aqency analyses. 

The llarmless error 'requirement provides little comfort. If 
any alleged error affected the ultimate conclusion as to which 
regulatory alternative was the cheaper, this would be outcome 
determinative and therefore pass any prejudicial error or 
materiality test. When the test 'for agency action is selection 
of the most cost-effective alternative, rather than 
reasonableness, even a technical error in the cost-benefit 
analysis may be outcome-determinative, and thus material. 

Decisional criteria that require every major rule to be the 
most cost-effective of all available alternatives will bar 
agencies from carrying out siqnificant policies, such as assurin.g 
environmental justice, preservation of small business or the 
nuclear family, or encouraginq diversity. 
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Onder the proposed decisional criteria, an agency judqment 
to select an alternative other than the "most cost-effective" 
would constitute an abuse of discretion. The decisional criteria 
make a finding of greatest cost-effectiveness mandatoryi an 
agency could not justify its decision on other grounds. Onder 
current law, an agency can rely on its "best judqment" in 
balancing cost, along with other relevant factors. For example, 
in Florida Manufacturing Assn y. cisneros, 53 F.3d 1565, 1580-
1581 (11 Cir 1995), the court upheld new wind standards for 
mobile homes. The court found it unnecessary to review a 
challenge to the ag.ncy's finding the rule would produce a net 
economic benefit because the agency had also concluded that the 
need to increase safety and prevent devastation to communities in 
hurricanes justified the increased cost. Because Conqress 
instructed BUD to consider safety as well as cost, the agency was 
able to rely on "its best judqment in balancing the substantive 
issues," and the Court refused to substitute its judqment for the 
agency's. See also BP Exploration & Oil. Inc. (93-3310) y. 0.5. 
E.P.A., 66 F.3d 784, 799-800 (6th Cir. 1995), where the Court in 
construing the Clean water Act requirements for best available 
technoloqy (BAT), said: 

The CWA doe. not require a precise calculation of BAT 
and NSPS costs. (NRPC y. EPA, 863 F.2d 1420, 1426 (9th 
Cir. 1988).] Congress intended that EPA have discretion 
"to decide how to account for the consideration 
factors, and how much weight to give each factor." 
[Weyerhauser Cpo y. Costle, 590 F.2d lOll, 1045 . (D.C. 
Cir. 1978).] 

By stark contrast, under the single-point decisional criteria, 
the agency would be reqqired to find that the rule selected was 
the most cost-effective or provided the greatest net benefits. 
This would be a mandatory finding; the agency could not justify 
its decision on other grounds. 

Corrosion Proof Fittings y. E.P.A., 947 F.2d 1201, 1215-1230 
(5th Cir. 1991), provides a valuable preview of the extent to 
which single-point cost decisional criteria both constrain agency 
discretion and encourage judicial second-guessing of agency 
expertise. There the Toxic Substances Control Act required the 
agency to choose the Aleast burdensome requirements" that would 
adequately protect the public from chemical substances causing 
unreasonable risk of injury. The Court struck an EPA rule which 
would eventually ban all uses of asbest~s. In doing so, it ruled 
that the "least burdensome" requirement meant that EPA· was 
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required to show that there was no less burdensome alternative 
that would achieve an acceptable level of risk. 947 F.2d at 
1216-1217. EPA abused its discretion because it failed to 
"consider each regulatory option, beginning with the least 
burdensome ••• " and calculate the costs and benefits of each. ~ 
Further, the Court said EPA could not consider nonquantifiable 
benefits as a "trump card." EPA could make allowance for 
unquantified benefits or costs in deciding which alternative was 
the "least burdensome" but could not "improperly [transform) 
permissible considerations into determinative factors." 947 F.2d 
at 1219, n. 20. The Court also held that the requirement that 
EPA consider the benefits of substances and the availability of 
SUbstitutes meant that EPA was required to consider the 
comparative toxic costs and benefits of each substitute if any 
interested party provided credible evidence "suggesting the 
toxicity" of the SUbstitute. 947 r.2d at 1221. The Court 
clearly engaged in much second-guessing of the agency's 
scientific studies, risk assessments, and economic analyses. 947 
F.2d at 1218-1227. At one point the 'Court stated: 

The EPA is required to support its analysis with 
substantial evidence under TSCA. When one figure is 
challenged, it cannot back up its position by changing 
an unrelated figure to yield the same result. Allowing 
such behavior would require us only to focus on the 
final numbers provided by the agency, and to ignore how 
it arrives at that ,number. Because a conclusion is no 
better than the methodology used to reach it, such a 
result cannot survive the substantial evidence test. 

947 F.2d at 1227. 

Corrosion Proof Fittings not only illustrates the difference 
between judicial review of a single-point decisional criteria, I 
but it also illustrates how a cost-effectiveness standard will 
encourage courts to intrude into the underlying bases for the 
agency action. The many prescriptive requirements for analysis 
of every "reasonable alternative" encourages courts to second-
quess agency analyses. 1 " 

FUrther, if any alleged error affected the ultimate 
conclusion as to which regulatory alternative was the cheaper, 
this would be outcome determinative and therefore pass any 
prejudicial error or materiality test. When the test for agency 
action is selection of the most cost-effective alternative, 
rather than reasonableness, even a technical error in the cost­
benefit analysis may be outcome-determinative, and thus materia1. 

IUnder most bills, "reasonable alternative" is defined as 
every alternative within the statutory authority, including 
taking no action. 
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Under current APA standards, uncertainty in'the cost-benefit I 
analysis or consideration of factors other than cost are not 
themselves a basis for reversal. Instead, these are simply 
factors for the agency to evaluate in reaching a reasonable 
result. In IBEM. Local 1245 y. Skinner, 913 F.2d 1454, 1459 (9th 
Cir 1990), a challenge to a rule requirinq drug testing of 
pipeline employees, the Court said, "Although we aqree with 
petitioners that the cost-benefit figures are uncertain, we 
nonetheless regard the druq testinq proqram as a reasonable 
measure properly geared to safety needs. The legislative history 
of this provision supports our view that public safety, and not 
cost, shall be the predominate concern." Again, the result would 
be different if Congress required selection of the most cost­
effective alternative -- and certainly the litigation would be 
much more extensive. 

Aqencies must be able to consider other factors, when 
relevant under their statutory authority. This President has, / 
for example, ordered agencies to consider the effects of their 
actions on environmental justice and working families. It is 
clearly cheaper to place hazardous waste sites in poor 
neighborhoods where land values are less, but couldn't a 
reasonable agency also consider the unfairness to the residents 
of bearing all of these adverse societal costs? The Executive 
Order recognized that distributional effects and equity are 
important factors. 2 Even the pro-business American Enterprise 
Institute recently recognized that agencies "should not be bound 
by a strict benefit-cost test" because they may reasonably want 
to place greater weight on particular factors, such as 
potentially irreversible consequences. Report, p. 7. 

These decisional criteria force agencies and reviewing I 
courts into quantification formulas. It is not always possible 
to reduce rulemakbig dec1sions to 'algebraic equations. In cases 
in which the costs of regulation are on the person causing the 
harm, and all of the benefits are on those affected, are agencies 
to give these equal weight? Are aqencies to assume that those 
causing the harm will qpread some of the benefit. of reduced cost 

~e Executive Order included these in the definition of 
costs and benefits. While that helps assure consideration in the 
economic analysis, it i. also important that the agency head be 
able to weigh the significance of these factors in the ultimate 
decision -- and not have courts second-quessing agency attempts 
to quantify these factors into a "cost-effectiveness" mandate. 
The Executive Order avoided those consequences because it is not 
judicially enforceable •. 
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of requlation to those injured by their conduct?' Maybe an 
agency can stretch cost estimation enough to achieve these 
results, but should it have to and should these judgments be 
concealed in the cost analysis? 

Some proponents claim that S.343 merely protects the 
requlated industry by requiring consideration of cost in a manner 
similar to the consideration of environmental factors under the 
National Environmental Policy Act. Actually, this bill goes far 
beyond NEPA in both limiting agency discretion and providing 
"hooks" upon which to invalidate agency action. Onder NEPA, I 
courts review only for procedural compliance and must defer to 
agencies' scientific and policy judgments. ~ Strycker's Bay 
Neighborhood CounQil. Inc. y. Karlen, 444 O.S. 223 (1980). As 
the Supreme Court explained in stryqker's Bay, 

once an agency has made a decision subject to NEPA's 1 
procedural requirements, the only role for a court is 
to insure that the; agency has considered the 
environmental consequences; it cannot -interject itself 
within the area of discretion of the executive as to 
the choice of the action to be taken." 

I 444 U.S. at 227 (citations omitted). Notably, NEPA does not 
require the agency to select the environmentally preferred 
alternative nor does it otherwise substantively constrain the 
scope of agency decisionmaking, Robertson y. Methow Valley 
Citizens CounQil, 4900.S. 332, 350 (1989). FUrthermore, NEPA 
does not require the courts to delve into the relative validity 
of conflicting methodologies. Suburban O'Hare COmmission y. 
~, 787 F.2d 186, 197-198 (7th Cir. 1986). A NEPA-type bill 
would require agencies to give a "hard look" to the results of 
cost-benefit analyse~ and risk assessments, but would not mandate 
a particular decision. . 

XX. 'fhe Act contain. lI&Jly requir .. ent. Whioh youleJ mak. it 
very eJiffioult for oont .•• te4 ~le. to .urvive jUeJioial review. 

Section 625 expressly permits judicial review of 
noncompliance with the requirements .of subchapters II (cost­
benefit) and III (risk assessment) by providing that "failure to 
comply" with those requirements maybe considered by the court in 

'So Ford Motor Company allegedly concluded it was cheaper to 
pay burn victims tort judgments in the few cases where they 
recovered than to make a safer gas tank for the Ford Pinto. 
the cost of requlation exceeded.tbe "quantifiable" costs to 
victims, would an agency have to forego requiring safer gas 
even if it cost only a few dollars per car? 
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determining whether the final agency action is arbitrary and 1 
capricious, an abuse of discretion, or unsupported by substantial 
evidence. Petitioners will surely argue that failure to comply 
with statutory requirements is itself arbitrary and capricious. 
See, ~, Motor Yehicl. Manufacturers y. Ruckelshaus, 719 F.2d 
1159, 1164 (D.C. eire 1983) ("Agency action is arbitrary and 
capricious if the agency has failed to meet statutory, 
procedural, or constitutional requirements") 

Judicial review is particularly problematic because the 
bill's requirements are so detailed and prescriptive. The nature 
of these requirements often lend themselves to arqument and 
litigation because of uncertainty in application or lack of 
adequate definition. 

A few examples of reviewable requirements in the July draft. 
of S. 343 are: 

-- interlocutory challenges to the agency's determination as 
to whether the rule is a "major" rule, including whether a 
rule should be considered part of a closely related qroup of 
rules for purposes of the major rule cost threshold; 

challenges to the adequacy of the agency's final cost 
benefit analysis, including the adequacy of the agency's 
quantification of its estimate of benefits, its use of 
appropriate units of measurement (using comparable . 
assumptions and ti.e periods), its specification of ranges 
of predictions and explanations of margins of error; 

-- challenges alleging that an agency has failed to consider 
the costs and benefits of the proposed or final rule on "all 
of the affected persons or classes of persons (including 
specially affected subgroups)"; 

-- challenqes to the agency's determination of industry-by­
industry effects. or its determination that such an industry­
by-industry description is "not practicable"; 

meets the requirem$nts of section 624(b) or (c), including 
whether it adopts i'the least cost alternative" of any of the 
reasonable a1tern~tives; 

-- challenges to the agency's determination that a rule ) 

-- challenges that the agency did not base each risk 
assessment "only on the best. reasonably available scientific 
data and scientific understanding" 

-- challenges that the agency did not discuss "all 
relevant information" when conflict. among scientific 
data appear; 
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-- challenges that an agency used a "policy judgment" 
when "relevant and adequate scientific data and 
scientific understanding • • • are available" or 
inappropriately combined or compounded multiple "policy 
judgments"; 

-- challenges to an agency certification that the final 
agency action is not "likely to significantly reduce 
the human health, safety, and environmental risks to be 
addressed" or that ,specified factors preclude making 
such a finding but that the rule is nevertheless 
justified for reasons "consistent with subchapter III." 

III. Wben an aqancy su.t choo •• the .inql. a1t.rnativ. that 
i. the ao.t co.t-.ff.otiv., Ai.put.. over th... requir ... nts vi1l 
often b. outcoa.~Aat.rainativ. anA thus .urviv. a materiality 
t •• t. 

Because the agency must choose the least cost alternative, any 
of the underlying estimates may be outcome determinative. This 
creates qreat incentive for litigation, invites the courts to 
second-quess agency decisionmaking, and provides numerous 
opportunities for reversal. And while the bill dictates choice 
of the most cost-effective, it fails to acknowledge that the 
tools of risk assessment or cost-benefit analysis produce 
estimates which are subject to much dispute. 

Courts are not well situated to review the underlying basis 
of cost-benefit analyses and risk assessments against the 
prescriptive standards of the bill. 

[T)he crowded states of judicial dockets offers a 
highly practical reason why judges will not, and 
probably should not, devote the considerable time and 
effort needed to review a several-thouaand-page agency 
record, informed by a thorough understanding of the 
substance of risk-related regulatory problems, in order 
to see whether or npt that agency determination was 
arbitrary. 

Justice Breyer, Breaking the Vicious Circle: TOward Effectiye 
Risk Regulation (cambridge, Mass.: Harvard University Press 
1973), p. 58-59 (describing why courts are not institutionally 
suited to resolve risk issues). 

4. 8oa. of the oriteria are .iaply not r.a.onabla. 

For example, [John.ton 134, p. 48] states, "An agency shall 
use policy judgments only when relevant and adequate scientific 
information, including situation-specific information is not 
available." Does this provision mean what it says -- that an 
agency can never consider policy in risk assessments -- that it 
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must ignore equity? Can an agency siting rule for noxious 
activity protect existing residences? Nuisance law surely does, 
but this statute repeatedly appears to displace common law, 
agency expertise, and .quity. Instead, cost-effectiveness and 
scientific understanding are apparently Always the ultimate test. 
This will make it difficult for agencies to promote small 
business, the nuclear family, freedom of speech or religion, and 
other non-quantifiable and non-scientific values. 

5. Ju4ici.l r.view .n4 4eci.ional crit.ri. ehoul4 b. a 
significant policy i •• ue.in the congr •• eional 4ebate. 

Attached are the Doonesbury cartoons for the week of July 
31, 1995. The fifth set neatly illustrates the point made firmly 
in the Congressional debate that S. 343 would give regulated 
industry plenty of "hooks" on which to sue and overturn 
regulations. This is one of the main reasons that S. 343 would 
impair food, health, safety, and environmental regulation • 

. If the bill's opponents accede to a bill that requires 
agencies to select a single alternative based on cost and permits 
judicial review of the requirements of the bill, this key point 
will be lost. 

,. Court •• houl4,.not •• con4-1JU··· the co.t-b.nefit J 
analy.i. or ri.k •••••••• nt. Inete.4, ju4ici.l revie. .houl4 be 
l1aite4 •• it ie to4ay to 4etaraining whether the agency action 
i. rea.onable, oon.i4erlng the result. of theanalyala. 

The following draft would assure that agencies must take ] 
cost estimates into account but would permit judicial review only 
of the ultimate reasonableness of their actions. 

(a) REVIEW.--Compliance or noncompliance by an 
agency with the provisions of this subchapter and 
subchapter III shall be subject to judicial review only 
in accordance with this section. 

(b) JURISDICTION.--(1) Subject to paragraph (2) 
and to any. limitations on judicial review which are 
applicable to the final agency action, .the court with 
jurisdiction to review the final agency action has 
jurisdiction to review claims of noncompliance with 
this subchapter or subchapter III. 

(2) No claims of noncompliance with this 
subchapter or subchapter III shall be reviewed separate 
or apart from judicial review of the final agency 
action to which they relate. 

(c) REOORD.--Any cost~b.nefit analysis or risk 
assessment required under this subchapter or subchapter 
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III shall constitute part of the rulGmakinq record of 
the final aqency action to which it pertains for the 
purpose of judicial review. 

(d) STANDARD FOR REVIEW.--In any judicial review 
proceedinq, the information contained in any cost­
benefit analysis or risk asse.ament required under 
subchapter II or III may be considered by the court, to 
the extent relevant, as part of the administrative 
record solely for the purpose of determininq whether 
the final aqency action is arbitrary, capricious, or an 
abuse of discretion. The adequacy of compliance or the 
failure to comply with subchapter II or III shall not 
be qrounds for remandinq or invalidatinq a final aqency 
action, unless the aqency wholly om~tted to perform a 
required cost benefit analysis or risk assessment. 
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February 27,1996 

rom: David Hawkins 
: Reg Reform Proposal . 

Attached is my analysis of the current reg reform proposal we have discussed. Pl~dO 
not circulate this to other offices, since we want to pursue the opportunity to meet 
the principal and urge that the indiCated changes be made.· '. I 
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CRITICAL PROBLEMS WITH DECISIONAL CRITERIA 
AND JUDICIAL REVIEW PROPOSAL 

While major strides have been made in the direction of a workable set of requireme 
e current proposal still poses a threat to government's ability to make and sustain t 

decisions to address threats to environment, health. and safety. Two areas present th 
greatest problems: overly narrow gtounds for departing from decisional criteria and 

verly broad scope of judicial review. . . 

I. BASIS FOR DEPARTURE FROM DECISIONAL CRITERIA. 

Unless otherwise required by law, the proposal would require all new major 
(and all existing major rules reviewed under lookback procedures) to pass three tests 
before the rule could be issued or continued. The rule must -

(A) employ flexible regulatory options; 
(B) maximize net benefits or be more cost-effective.than other alternatives 

achieve the same level of benefits; and . 
(C) provide benefits that justify the costs of the rule. 

Without a reasonable exception from the last two tests in particular, agencies ·11 
be unable to sustain sensible decisions that would be upheld under present law. The 
exception provision in the current proposal is not adequate to protect sound decision . 

First, the exception is available only for the "benefits justify costs" test. Howeve , the 
maximum net benefits/most cost-effective test will often be a more demanding test, 
especially when data on costS or benefits contain significant uncertainties. In such 
situations it may be impossible for an agency to meet its burden of proving the rule . 
more cost-effective than other alternatives. Accordingly, it is vital that the excep 
be available for bOth the second and the third test. 

Second, the exception should be available when other compelling factors tha the I 
agency is allowed to consider under the existing law can be demonstrated to justify 
departure. Without this exception the decisional criteria could place agencies in a" . tch-
22" where the most cost-effective option is otherwi,se so unreasonable that the rule ill be 
overturned by Congress. While cost-effectiveness considerations often may be a reI ble . 
basis to select the "best" alternative, there are situations when cost-effectiveness sh d 
not be paramount and the decisional criteria should recognize this. 

For example, a strict comparison of costs and emissions reductions might sh w 
that a rule banning the registration of cars older than 8 years is the most cost-effecti 
way to achieve a given level of auto pollution reduction. Yet this option would be s 
burdensome, unfair and rigid, that EPA would reject such an option under current la 
However, if the numbers show it is more cost-effective (expressed in terms of dol 
costs per ton reduced) the proposed decisional criteria could force EPA to choose 
option. To avoid this type of result the criteria should .Uow the agency to select . 
alternative other than the most "cost-effective" one, provided the agency justifi sits 
choice on the record based on fadon that it is authorized to consider under th law 
governing the rulemaking. 
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Some may argue that preserving the ability ~o consider other factors would 
e decision criteria meaningless. This is not correct. Suchan exception would con 

Wllerous safeguards against agency abuse. The agency would first have to identify e 
ost "cost-effective" option. Then it would have to justify a departure from that op on, 

ut only based on factors that the underlying law allows the agency to consider. 
inadequate justification or one based on impennissible factors would be grounds for 
. udicial remand of the rule. In addition, congressional review would deter agencies 
reliance on the exception unlesS the agency had a strong case. Under such an appro I 
there would be a transparent rulemaking record with the most cost-effective option 
clearly identified and a requirement for the agency to explain why it had not chosen 
option based on grounds limited to factors authorized by law. Congress would thus 
a position to compare the ''most cost-effective" option with the one selected by the 
agency and to assess the adequacy of the agency justification. Agencies would right 
conclude that weak justifications would make their rules prime targets for congressi 
veto. 

The third problem with the c~t exception lamtuage is the requirementfor l 
supporting Presidential determination. The rear effect of this requirement would be 
give the delegated official (almost c:ertairuy the OMS OIRA Administrator) a veto 0 er 
legitimate agency rulemaking choices. Agency heads are confinned by the Senate b· ed 
on their fitriess for their particular agencies. They are more visible and publicly 
accountable than the OIRA Administrator. In addition they are in a better position t . 
understand the significance of factors that may WlUTant a departure from the applic Ie 
decisional test. Finally, the Presidentialdetermination requirement will add to the 1 gth 
and complexity of rulemaking processes. Such a requirement would force two cycl of 
decisionmaking regarding rule seleCtion. . First, the agency head would have to be 
convinced that a deparfure was appropriate. Then the Presidential delegated official 
would have to be convinced of the need for the departure. Given the checks of judi al .\ 
review and congressional review, the tbird check of Presidential approval is an 
unneeded additional key tba. should be deleted. 

. IL SCoPE OF JUDICIAL REVIEW 

The current proposal allows both judicial review of all decisional criteria 
determinations as well as judicial review of claims of noncompliance with all other 
procedural requirements of the bill. Given the detailed nature of the analytical 
requirements of the bill, judicial review of all analytical compliance issues will res in 
rules being overturned for good-faith procedural missteps. Agency fear of being 
overturned will allow regulated entities to drag out rulemaking analyses to unrea.So ble 
lengths as agency lawyers seek to protect the agency from judicial remand on proce ural 
grounds by advising that nearly all demands for additional and more elaborate analy es 
be ~ to as a defe~ive strategy. . 

For example, the risk ~~ent principles Section of the bill requires the a ncy 
to describe the "major uncertainties in each component of the risk assessment." Ie 
this may be an appropriate requirement, judicial review of the final rule should not 
conswned with lengthy disputes about whether particular uncertainties were or weI' not 
"major" or whether the agency described the influence of the uncertainty with suffic ent 
precision. 

Under the proposal, procedurill error challenges are limited to situations wh e the 
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urt finds the error likely had a matenal effect on the decision. While desirable in 
rinciple. this proviso does not prevent judicial review from tying up rules in a mo s of 
rocedural error claims. Standard practice in briefiDg a challenge to a rule will be to 
sert a variety of procedural errors and to claim that the decision woUld have been 

. fferent if the errors had not occurred. The government response will have little, if y, 
. ormation to refute claims that the errors materially affected the outcome, since th e 

·n be no "error-free" analyses available to demonstrate that the same result was re hed.· 
The only foolproof defense for the agency would be to redo its analyses - somethi g 

could be done only at a cost of significant taxpayer ~011ars and lengthy delays i 
. ssuing rules designed to remedy present threats. . 

It may be argued that egregious p~edural flaws should be grounds for 
manding agency decisions. This is correct but the judicial review already provid 
e agency determinations under the decisional criteria section will allow couttS to 'ect 

etenninations based on fatally fla~procedures. The arbitrary and capricious test ·n 
low courts to set aside determinations where major errors in procedure call into 
uestion the legitimacy or correctness of those determinations. Extending judicial 

ond the core issue ofwbether the agency has made the legally required determ· 
d has supported them with a sound rulemaking record invites the use of litigation 

elaying tactic that will frustrate legitimate programs to protect the public. Accord· \ 
·udidal review should be limited to the agency'. decisional criteria determiliati 

I 
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Please see: 

1. Flgrida Manufacturing Assn y. Cisneros, 53 F.3d 1565, 
1580-1581 (11 Cir 1995) Here the 'agency had concluded that 
new wind standards for mobile homes would produce a net economic 
benefit. A challenge to that finding was rendered unnecessary 
because the agency had also concluded.that the need to increase 
safety and prevent devastation to communities in hurricanes 
justified the increased cost. Because Congress instructed HUD to 
consider safety as well as cost, the agency was able to rely on 
"its best judgment in balancing the substantive issues," and the 
Court refused to substitute its judgment for the agency. 

Under the language we have seen, the agency would be 
required to not only find that benefits justified costs but also 
that the rule selected was the most cost-effective or provided 
the greatest net benefits. This would be a mandatory finding; 
the agency could not justify its decision on other grounds, as in 
Florida Manufacturing. Further, if any alleged error affected 
the ultimate conclusion as to which regulatory alternative was 
the cheaper, this would be outcome determinative and therefore 
pass any prejudicial error or materiality test. (See discussion 
in case of agency discretion to make judgments among 
alternatives. ) 

2. ISp. Local 1245 y. Skinner', 913 F. 2d 1454, 1459 (9t 
Cir 1990) -- Here, the court rejected a challenge to the 
reasonableness of a rule requiring drug testing of pipeline 
employees. The challenge was based on the cost-benefit analys s. 
The Court said, "Although we agree with petitioners that the 1 

cost-benefit figures are uncertain, we nonetheless regard the 
drug testing program as a reasonable measure properly geared to 
safety needs. The legislative history of this provision supports 
our view that public safety, and not cost, shall be the 
predominate concern." 

Again, the result would be different if congress required 
selection of the most cost-effective alternative -- and certainly 
the litigation would be much more extensive. The bills we have 
seen would take away agency authority to weigh other factors in 
the selection of an alternative. Instead, the result of the 
cost-benefit analysis would dictate the regulatory choice. 

This is also an example where issues of uncertainty in the 
figures would affect the outcome. 

[See also the discussion in the case of the constitutional 
issue of invasion of privacy for random urine analysis. Could an 
agency factor in the tailoring appropriate to protect reasonable 

1 

'111' 



2-26-96 14:02 
2025144231;# 3/20 

expectation of privacy independently of the cost-benefit 
analysis? --- or does protection of underlying constitutional 
values only provide a factor for economic analysis in the cost­
benefit analysis?) 

3. Attached is an October 1995 one-pager explaining why 
"prejudicial error" is not the sole problem with judicial revi 

4. A July 1995 memo laying out some of the problems wit 
judicial review of the decisional criteria in S. 343. 

5. Following is a discussion of some of the standards 
these bills would make judicially reviewable. This is based on a 
draft in early July 1995. 

A. The JUdicial Review Provisions Will Permit Friyolous 
Procedural Attacks on Eyery Majo~ Rule. 

We understand that the re-write of section 625 was intended 
to resolve the significant concerns with judicial review of risk 
assessment and cost-analysis requirements which the 
Administration and others have previously raised. However, we 
believe the revision fails in this regard, and that it would 
encourage procedural attacks on virtually every major rule. 

Section 625 permits judicial review of nonoompliance with 
subchapters II (cost-benefit) and III (risk assessment) by 
providing that "failure to comply" with those requirements may be 
considered by the court in determining whether the final agency 
action is arbitrary and capricious, an abuse of discretion, or 
unsupported by SUbstantial evidence. Thus, the alleged failure 
to comply with any of the many detailed requirements for risk­
assessment or cost-benefit analysis can be the subject of 
litigation. Petitioners will surely argue that failure to comply 
with procedural requirements is itself arbitrary and capricious. 

Judioial review of these requirements is particularly 
problematic because the bill's requirements are so detailed an 
prescriptive. The nature of these requirements will often len 
themselves to ar~lment and litigation because of uncertainty i 
application or lack of adequate definition. For example, sect on 
633(d}(3) states, "An agency shall not inappropriately combine or 
compound multiple policy judgments." This and other provisions 
provide difficult judicial criteria for assessing agency action. 

A few examples of how s. 343 will be used to claim agency 
aotion is arbitrary or capricious or an abuse of discretion are: 

-- interlocutory challenges to the agency's determination as 
to whether the rule is a "major" rule, including whether a 
rule shOUld be oonsidered part of a closely related group of 
rules for purposes of the major rule cost threshold; 
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ohallenges to the adequaoy of the agency's final cost 
benefit analysis, including the adequaoy of the agenoy's 
quantifioation of its estimate of benefits, its use of 
appropriate units of measurement( using comparable 
assumptions and time periods), its speoification of ranges 
of predictions and explanations of margins of error; 

-- ohallenges alleging that an agency has failed to consider 
the costs and benefits of the proposed or final rule on "all 
of the affeoted persons or classes of persons (including 
specially affected subgroups)"; 

-- challenges to the agency's determination of industry-by­
industry effects or its determination that suoh an industry­
by-industry description is "not practicable"; 

-- challenges to the agency's determination that a rule 
meets the requirements of section 624(b) or (c), includin 
whether it adopts "the least cost alternative" of any of he 
reasonable alternatives; 

-- challenges that the agency did not base each risk 
assessment "only on the best reasonably available scientific 
data and soientific understanding .•• 1D 

-- challenges that the agency did not discuss "all 
relevant information" when conflicts among scientific 
data appear; 

-- challenges that an agency used a "polioy judgment" 
when "relevant and adequate scientific data and 
scientific understanding ••• are available" or 
inappropriately combined or compounded mUltiple "policy 
judgments ll ; 

.... - challenges to an agency certification.that the final 
agenoy action is not IIlikely to significantly reduce 
the human health, safety, and environmental risks to be 
addressed ••• " or that specified factors preclude making 
such a finding but that the rule is nevertheless 
justified for ree.sons "consistent with SUbchapter III." 

As these examples demonstrate, the combination of 
presoriptive and detailed procedural and substantive requirements 
with broad judicial review would lead to an enormous amounto~ 
litigation. We believe that this litigation-oriented approach is 
oontrary to the goal of ma~ing the federal government more 
efficient and effective. 

6. Attached are the Doonesbury cartoons for the week 0 
July 31, 1995. The fifth set neatly illustrates the point ma e 
firmly in the Congressional debate that s. 343 would give 
regulated industry plenty of "hoo~s" on Which to sue and overturn 
regulations. This is one of the main reasons it could be i 
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accurately said that S. 343 would impair food, health, safety, 
and environmental regulation. 

7. Pages 7 through 10 afthe American Enterprise Institute 
report that concludes that agencies "should not be bound by a 
strict benefit-cost test" because they may reasonably want to 
place greater weight on particular factors. 

8. A two-pager explaining how the judicial review and 
decisional criteria provisions of S. 343 would provide much mo e 
intensive judioial second-guessing of all agency rules than is 
provided by N.E.P.A. tor a class of federal actions. 

9. The approach to judicial review recommended by the work 
group of agencies who addressed this issue last summer. tl 

tl . , 
" 
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October 4, 1995 

Proposed JucUclal Review AlDenClments to B. 343 

The decisional criteria and judicial review provisions do 
provide some relief from the ser,tous problems associated with the 
Dole-Johnston draft. section 624 still requires selection of one 
alternative, the most "cost-effective," but only after 
consideration of "uncertainties." This provides ,greater 
flexibility for the agency because the exception was previously 
limited to only certain types of uncertainties. Additionally, 
section 625 now contains a materiality standard for reversal; 
this sends a message to the Court that a procedural error must 
meet a prejudicial error test. 

However, a materiality or prejudicial error test does not 
address basic problems with the statutory criteria. When the 
test is the most cost-effective, rather than reasonableness, e en 

determinative, and thus materiaL 
a technical error in the cost-benefit analyses may be outcome- "ii"','" 

converting aspirational goals to mandatory requirements 
subject to judicial review invites challenges to agency action. 
For example, the bill prohibits the use of pOlicy judqments in

l risk assessments -- perhaps a worthy goal, but how can an agency 
reasonably interpret and apply this prohibition with any 
certainty that its actions will be upheld on judicial review? 

Further, the decisional criteria still substitutes ,one 
choice for the current concept of reasonableness; thus it is 
error for the agency to choose another a1ternatlve,even if 
reasonable -- the only exception will be "uncertainties." 
(Suppose an agency is considering a rule addressing feedlot odors 
and requiring that animal waste lagoons be separated from 
residences, can the agency consider whether farm residences 
preceded t.he feedlot. by 200 years? Must it treat costs to the 
feedlot owner as equal to the costs to those harmed ..,- whet.her or 
not t.he feedlot will compensate the injured parties for their 
losses? May the agency assume that preservation of existing farm 
communities is a value and thus set. a minimum 'level to assure 
families can continue to live in 'their homes?) 

'II"'! \ : 
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s. 343 PROMOTBS JUDXCIAL INTRUSIOR XNTO RULEMAKING. 

1. Increased jUdicial review -- Although the re-write of 
section 625 may have been intended to limit judicial review, i 
does not do so. section 625 expressly provides for judicial [ 
review in accordance with that section. The re-write expressly 
provides that failure to comply with S. 343 may be considered by 
the court in determining whether the final agency action is 
arbitrary and capricious or an abuse of discretion. Thus, the 
alleged failure to comply with any of the many detailed 
requirements for risk-assessment or cost-benefit analysis could 
be the subject of litigation. See,~, Motor vehicle 
Manufacturers V. RUckelshaus, 719 F.2d 1159, 1164 (D.C. Cir. 
1983) ("Agency action is arbitrary and capricious if the agency 
has failed to meet statutory, procedural, or constitutional 
requirements") (emphasis added, citations omitted); Puerto Rico 
Sun Oil Co. v. EP~, 8 F.3d 73, 77 (1st cir. 1993) (agency action 
entitled to deference "so long as procedural corners are squarely 
turned"). 

2. Judicial intrusion into agency scientific and policy 
decisioDs Courts are not well situated to review the 
underlying basis of cost-benefit analyses and risk assessments 
against the prescriptive standards of the bill • 

••• the crowded states of judicial dockets offers a 
highly practical reason why judges will not, and 
probably shoUld not, devote the considerable time and 
effort needed to review a several-thousand-page agency 
record, informed by a thorough understanding of the 
substance of risk-related regulatory problems, in order 
to see whether or not that agency determination was 
arbitrary. 

Justice Breyer, ~reaking the ViciouS Circle: Toward Effective 
Risk Regulation (Cambridge, Mass.: Harvard University Press I 
1973), p. 58-59 (describing why courts are not institutionally 
suited to resolve risk issues). 

3. Clogging the Courts. The language of section 625 
will encourage years of litigation before even the question of 
what is reviewable is resolved., This bill gives regulated 
industry many hooks to delay rulemaking and then to challenge the 
final result. If those steps are subjeot to judicial review, 
there will be every incentive to stop regulation through complex 
and lengthy judiCial review proceeding. When this is combined 
with the increased time and cost of rulemaking urider this bill, 
the result may be gridlock. This frustration of law is not a 
desireable goal. 

4. Ridiculous Requirements Example is the elimination 
of use of "policv iudcnnents" in risk assessments. This bill 
contains many requirements Which will make judicial review 

I 

I,' j'l !!, I 1,' 
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difficult and uncertain. For example, section 633(d) on page 54 
prohibits an agency from using pOlicy judgments (not defined but 
expressly includes inferences) "when relevant and adequate 
scientific data and scientific understanding, including site 
specific data, are available. If a risk assessment involves a 
choice of pOlicy judqment, the agency has to identify the policy 
jUdgment, its scientific basis, explain the basis for any 
choices, etc., ancl describe reasonable alternative policy 
judgments that were not selected, etc. The agency also has to do 
guidelines for "default policy judgments." 

What does this mean in the context of a rule? Suppose an 
agency receives a petition to 'do a rule requiring that animal 
waste lagoons be located over 1500 feet from private reeidencers 
to prevent odor and health-related problems and to require tha 
manure be sliced into the ground to prevent run-off. Can the 
agency conclUde that people prefer to live in places where th~ 
air does not smell like manure? Can the agency choose to treat 
those whose residences preceded the lagoon differently from those 
who move in later? (Nuisance law does, but does this displace 
common law, agency expertise, and common understanding so that 
only "scientific understanding" can be used for policy choices?) 
Can the agency conclude that reducing housing stock in rural 
areas will adversely affect community structure? 

Further, must the agency accumulate scientific data for 
every statement it makes in the risk analysis or only those where 
a genuine issue of fact has arisen from the agency or from a 
commenter? 

If an agency can only consider scientific understanding, can 
it provide a religious exemption for a rule regarding provision 
of abortion services or for mandatory vaccinations? One's 
religion is scientifically irrelevant to the risks but may be 
another value to protect. 

This is an example of aspirational and vague goals turned 
into mandatory requirements in this bill. 

This section also illustrates the absurdity of placing 
scientific understanding as the only criterion (at least for isk 
assessment). Does this displace "family values"? Does it 
prevent agencies from regarding the following as valid policy 
goals: encouraging small businesses, encouraging the nuclear 
family, protecting constitutional values such as freedom of 
speech or religion? 

5. underlying data.will generate challenges -- The 
attached Greenwire story inc1udes criticism that cost-benefit 
analyses may be off by a magnitude of hundreds. This makes it 
difficult for agencies to achieve any certainty concerning 
application of cost-benefit analyses. If agencies must 
constantly be looking over their shoulder at the possibility of 

I' 

~I 
'II 
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judicial review, it is clear this will provide many opportunlt es I' ,I 

for challenges to rules by the regulated. industry. I :11" 1:1 
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ARllOW ET AL. 
, , 

, . ,'Benc£it:eort, analjsUi sbould, be required -f~ .u Utor 
rqu1ator')' 'de#,sloDu, , " ,"" , 

. .... . . 
, 'WJ:We Qae"Precise'd.efiiUtion. of ~or requires some judgment; , 
w:~ believe that ~:ma.jor ~e~ti9n 'should be one w~o5e ~~ 
econo~c; C:Ost,i5 eXpeeted t9,be c~r thail $100 milijon"Wnlco' " 
believe that this requitetnen~ should,'Pe .. pplieci to in~enderit, , 
ilgencies as: well a$ ~o' e!tecutiv~ ~tanch: agen~, AA i.mportant, 
benefit of man~atory k!eziefit-colt 'analysis' is that, ,it facilitate; 
~mal mo!1itori,ng of ~~ agency's perfoimmce and tl1u.~ makeS ,it 
easier, t~ hold,.~nCy he:'cu. accountable. ", , , 

'The 3~aJ.e of ,iL Demfill-e,:lst analysis should dapeaci:oll both. the 
st.akes, involved and the Jike~90~'thllt'th .. resultinC in£ormatio'ri: ' 
'will af{~ct the ,u,ltimatcj deas~oll. O~r thinjs equal ... cencies " 
sDould,detotl more r~so,urees to. anal~, probll:alS whe~ the 

,,' Stakes ~ FeaW". A fUll.~lown bendit",o5t,ana!ysis,'however, c:a,n 
" be cortly, Therefore. tb~ agency ~howd..D.ot perform t.he'~ysi.t", 

uWess there,is sqme ~/lil!00!:l that doir)" so will ~y ~fonn 
, ' the rep1&to,ry decisic#!. lnf~tmio& the ~9n 'coWd involve.' 
, chansini the, goal of ibe regWatioll or'the ll\HDS by which 'a 
.: ,patticu1at coan, a~ev~ , " " " . . ',' 

, ~eR a;iay ~ factipn other ~ Kononii~ beDefi~ and c:osa 
,that ag~ wiI1'WJ:nt:jt?-'weich in ~~, ~ as,ec#t1 within 
~'~n pncratiODS.! In additi~n. ~ decWo~,r,ma.y .'Want to, , 

, 'p1acC,cr:e-er wiiPtol!i~ ~~ o£ ,,¥i.on,'rruch 
" u' t:'0~ti~ imVenib~F ~~~~ , " 
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. . . BENEFIT,COSt ~ALYSIS~'REGtiu:nON' 
.' :. . . 

'. 

,,' 

" 

:,' .' 

'. 
" 

. For l~.d~e pio~~.in~ol~ majOl'.hcaith;. pf~, 
.. . 'and tl1vitODmCtital .teculation., the Co~sioM1 . 

. Buqet 'O~ee shOISlj&:l:'do·.a p~UndDary .bencfit-Cost 
~alysit th~t C!ft i~orm l~,~~tin cMl;isionma!Un,. 

'. ~~ la .... .; giVO: ri~ Ip ~lati;;ns. so~e kind of benefit-c:ost . . 
analysis idikely 'to be uscfw'.in uuonninC the ~liCY .process. suCh ' 
'Il benefit-coSt analyflS, Wil!; Of. ·~e~essi& •. be q1,iite't~\1lb'since it is. 
diffic:ult to ~te the'~ nomic inlpact ot. a proposeiflaw before 
'the 'repuions Quell 'on tilit law are ~rit'ten, Although a lull· 
blown benefit<o~·~}'1~.:mty riot be WVrlnttd in ma.a.y ca!es. 

· ~ rougb bel1"c!~t-c6st ~al!tsU ~ oft~n'be quite.Useful, '. ' 
.~ . . . 

. '. , , ,. , , 
. " ... ' l'." 

. .' : : 1 ... ·PMTTwo . 

.. ' . ~UGG~nONS FOR IMttl.o.m.:G THE 'QU~ oF" ECONOMIC 
. AA ..... LYSIS USwn -R.!c:;lJ1J.TOIWDECTSIO~G 

• •• I • ••• • 

. ~bencfit~st:~~ShoUld fOau ~y ~ 
' ... ' the overa1lrell1ti01~hip. between. benefiu. and.costs ••. 

'~'~"';;'F·"'!II ~' .....-' . distnbutiona!. CODS '* 'of .t poUC:y. ' ... . - '. 
. ,..' . I···· ;' . . 

Available.~ often/permit reliable estimation· of major policy' 
~paas 'on iriipOl'tant·.$I~bgroups·~f .the population. If·a ~oa 

~. results. in' economic 'P overS'that contribme to significant 'job 
los~' o.r incteued ~osri to a SpeCific ,,industry in ~.loca1 e~onomy • 

. th~fl. it if IlpPf9pritte t consider those ia a. benefit-coit ~alysis, 
:'gencies. sh~uld, how! • weigh tCo£l: impa.!;tS· aiainst:·po.a~';e 
impactS thai: rcsuk elw. here in tbe larger.cc:oaoaly_ Usually. it is' 
better to·'iddreu:coZlCe! . " about local'~Domic spillover e£fec;S 'of 
tegWation bY. ~taXl~ci ~er: p'oli.eies·~cr than rep1~ry 
polic;y; ..':..... . . .. . ' . \ 
. ': Regulation typical~Y: ~ tb~ ~stribunon of einpl~:t 

· . ;.amoDJ industries, ~tp", WnU\. ~D.er2l. e~Qyment ~,. 
~SuollY. ~y. Specific: !~ti= h~ a very m.inor:"efiei;t on c;.mer 
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'.A.UCJW ET At. 

wa,es or 'e~pl~rmellt 'in :the industry ib' ";hich i~ app~, " 
Repcdless of the size 01: the' employment effeet. 'the' appr9Priate 

, meuUre' of regulatorY qastS 'is ~h!l tr.ln5ition'ocosts 'Qf.employees 
wbo are fo~e~ ,to s~itclt'jobi oeeaus'e of the regumtioo,: In thos~ 
few ~el ~here regulat:/oi1 can have a significant impact on total 
emp19ymcnt. suc;~ II th'ri' minimum ,,!,,~ce. ,the effe~ on' co~ers, ' , 
and prodUCen:lihQU\d al o.l:ie eftlm",tto4., " , 

.' .' , . . 

" :'. ','.. : .' i.' ", .. ,' :,"""" ' 
, It ~ lIDportaDt' ta/ld~t1fy .. the mcremcnCll' com ~ci, 

, bim~u A$SOcia~ed:/with:differeD~ :rcgulaiciry' pollcia. " 
.' .' ... 

~ p~blem with m~y rep_tory anlly~ ~ that,~ey'fail to 
specify, il ,c~ar ~lIeliDr" J?oin" sq is a necessuy ~int: ~p, in 
identifying the increme:r.~ COStS and: benefits of a proposed pblicy. 
DefUting a' clear. baSe,li e. can help 'avoi4 problems~th doUble 
cOW1ti11g",For lumpl,e; sO~, regulatory malys!:, have'counted. as 
'b"nc:~u pos$,tive chanl~ that 'Wawa D1i'Ye cc~cl evell.' if'tke 
regulatiol1s ~re not 4 plemeoted.. ' ' ", , " 
, ":'ln~ddlti~D to speo ?i~1 • clear b,as~e: ~e t~~ it ~.~fu1 

'for the, ~rSl ~o ~n ldat"an uny of p~eal alternauvesfor 
pursuinc a particular I statutory or regulatory objeCtive. wha. 
Carefully noti:Dg 'thi iru~tal ~sis and benen~ usoeiued With ' 

, thost!, alterna;tives. Fo r '~ample. almost aU of 'the hum from 11 

'pollutiP., proe~, can Ifr'eq,uently be eJimwawd for 11 reasonable 
cost, , whi,le ,an anion, zniW, {;o~ is required 'to remove the.last. 
small ~Owit 01 bar.m ., beAe6t-c:on :uW.~ that comiders only, 
a nO-tremnent basclU c and, a fWl-truunen,t"altemative may find 
~ wndiu ,~xc~'tl e cosu un4ei"~ u-eumeAt. If me ,u,,2).ysis 
had considered a pitti -tinUnent case, however. the net benefits 

, to consumus ',r.:~d ,lUper still, In this ~,plc:. HpvaU 
" coa.$iclemi~n, qt,low<FI,t ind bigh-coSt,~ves makes it ~i~ , 

, for'the decisio.omalar t9' select'the lo~St rem~y Wbe!;llt 15, 
"app.ropriate. ";" ,,' . " 
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BENEFrt~bsT ~1~yS1SANO REG~nON 
. .0:" '. ,'" I • . f 

Bmefiu' and COIU:, of propOseQ poUcin .h~ld be 
qucantificd'Wbe,/rier potcible.'Best ,estUit_ shoUld be' . 

, presented al.ol1gl~ a dc:tcriptiOI1 of the UDcerWnti •• . '. ".' '..: . 
., • • '. I 

In most, iilstan~s. it Ihould be'po,S$ible t~ describe tbe.ef£ects 
of ,proposed potic:y ~'tiuiies: in quU/.ut,arjve terms. QOlUltification 
of 'benefiis and cpm iJ, useful, even whete there are IUle 

, untertakties. A "ai~ab~e metl;todS, ~d ~t':a: gene{tlly imply ranges 
of possible ''ilue. 0 com IIJd benefits, not single numbers. Benefit. 
cost lIDo1lysit eomri Utes moSt to inte$gen',d'c:isic?~w:a.g W~CA: 
t~O" rangenrc'e ,.,-1,.. dacril?d,along wit,h heR eStiinites. Best 

, , ,estimates should ,r fleet expected values. • ' 
'If the, dic:isioJ: ' r wishes to iilttod.ui:~, a atnargin ~f safety", 

into his &cision. e's!ioW4'do 19 expligdy. AmlJuptiolU shoul~ 
be stated clearly I~tper ~ be.hieidel!-wit~ ~e an..tysis: . . . ./ 

; 
. 'NGt, an iml~ ~' :i .d~.i~1l ~ be quantifie4 ot' 

~r.ucdLi dollar terms. Care .b(julcl,be tUa co 
'asw:.~1 4umdtative .facton do l1otdoadn'ate" 

: UhPortant',; .ucatiftfactori. indccisiomnMIiaI~ . . ~ 

, , , 

, " I ' 

" . A ~o~baj critique of bec~t<01t ~Y'is is tlW it doe:t not 
'~phasiU &cuff:" that are DOt.y q1J:alltifi~ or ~netized. nat 
critiq~has J:lfF~' ~ an t'lm princ:iptl ways to addms i:'£im. 
qumtify as tl~y facton as 'are r~asoQlble and. -quantify or 
characterize' t~6 relevant ,Wlc:ett2ini~~ acci sec:oi1d, give d\le , 
t?~d~Oil!fo'fM:conds~' defy ~~caUOp bu~ are thOught,tO, 
~e smPOJUSlt:, ' , :. , . , , 
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..~~.at r~~g ~ ~~~, ~~th. ~~~~ .. We th~' .', .... 
· that' sucn a role ~ appropm~e for. any . ~auon wbose annual 

. . 

" . 

" 

,', 

· economie co~ is eXl'~ed. to ~ ,greater than' U 00 milliqn . 
. P~r review. of ec:onolmc: analYfU' should be' used. for. 

· regulations. . ...;.th -pOtenti~y l~e econ~c impatts (for exa:nple, . 
. tho~e whose. ~ua1. ec:onolnlc. cos~ exce~ $1 \llllion).· The . 

'. reYie~rs should. be .$ele~('1 ~D. die '~uis ohhei,r c:f~o~ra.ted ; 
· c:ltpertls,: I.11cl·r~put'tlC:,n, ..... ...' " . 

. Rettospl!ci:i~e : wess~1lts' . df 51!1eCted regu1:&tory i,npa'l:t 
analyses ~hould 81SO be ~One eriodi~y by an independent. grQUP 
· of •. cholan ,to aa4r~' systemv iC; problems that have aIjsen, ~use . 
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Why should • reasonable leqislator oppose judicial review in the 
Hatch risk assess.ent bill and support judicial review of NEPA 
compliance., 

The risk assessment bill combines very presoriptive and 
detailed SUbstantive requirements and stringent limitations onl 
agenoy discretion with broad jUdioial review. The result is t,at 
the courts would be encouraged to SUbstitute their judgment for 
that of the agency on scientific, economic, and policy issues. I 
This would create significant incentives to judicially challenge 
agency regulations. Additionally the bill would subject all 
existing rules to the same standards, thus encouraging litigation 
to un-do existing rules. 

section 624 prohibits promulgation of a rule unless the 
agency finds that the rule adopts the alternative which is the 
least cost [or provides greater net benefits]. Thus, the 
agency's choice is limited to a single alternative, and there is 
no agenoy discretion to choose between different reasonable I 
alternatives. And while the bill dictates this choice, it faills 
to acknowledge that the tools of risk assessment or cost-benef't 
analysis produce estimates which are subject to much dispute. 
Any of the underlying estimates may be outcome determinative 
because the agency must choose the most cost effective. This 
creates great incentive for litigation, invites the courts to 
second-guess agency declslonmaking, and provides numerous 
opportunities for reversal. 

S. 343 also contains many other procedural traps. For 
example, an agen~y risk assessment may not use policy judgments 
when scientific data is available. § 633(d), p. 54. 

By contrast, under NEPA, courts review only for procedural 
compliance and must defer to aqencies' scientific and policy 
judgments. See Strycker's Bay Neighborhood Council. Inc. v. 
Karlen, 444 U.S. 223 (1980). As the Supreme Court explained in 
strycker's BIlY, 

once an agency has made a decision subject to NEPA's 
procedural requirements, the only role for a court is 
to insure that the agency has considered the 
environmental consequences; it cannot "interject itself 
within the area of discretion of the exeoutivG as to 
the choice of the action to be taken." 

444 U.S. at 227 (citations omitted). Notably, NEPA does not 
require the agency to select tne environmental.l.y preferred 
alternative nor does it otherwise substantively constrain the 
scope of agency decisionmaking, Robertson y. Methow Valley 
Citizens council, 490 U.S. 332, 350 (1989). Furthermore, NEPf. 
does not require the courts to delve into the relative val.idity 
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of conflicting methodologies. SUbUrban O'Hare Commission v. 
~, 787 F.2d 186, 197-198 (7th Cir. 1986). 

Even though the role of the courts in reviewing agency NE A 
compliance is limited, NEPAhas generated much litigation. 
s. 343 will generate even more and it will be more problematic 
because s. 343 is a more complex statutory scheme. 

While majority staffers have argued S. 343 will "level th 
playing field" and give regulated industry standing to challen e 
agency aotion, this will be a tool by whioh competitors and a I 
range of interest groups can challenge the underlying bases of 
agency rules. The "zone of interests" proteoted by NEPA is more 
narrow. 

The petition process in s. 343 subjects all existing rules 
to the criteria and judicial review provisions of the bill. In 
contrast, NEPA is not retroactive. 

, 
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• 

titute the:s:·anguage ~623 o~. 100~or SS25 
343\, or 

e followin revised dicial view 1a age • 

strike line 15 of page 38 through line 7 on page 40, 
and insert in place thereof the following: 

(a) REVIEW.--Compliance or noncompliance by an 
agency with the provisions of this subchapter and 
subchapter III shall be subject to judicial review only 
in accordance with this section. . 

(b) JURISDICTION.--(l) Subject to paragraph (2) 
and to any limitations on judicial review which are 
applicable to the final agency action, the court with 
jurisdiction to review the final agency action has 
jurisdiction to review claims of noncompliance with 
this subchapter or subchapter III. 

(2) No claims of noncompliance with this 
subchapter or subchapter III shall be reviewed separate 
or apart from judicial review of the final agency 
action to which they relate. 

(c) RECORD.--Any cost-benefit analysis or risk 
assessment required under this subchapter or subchapter 
III shall constitute part of the rulemaking record of 
the final agency action to which it pertains for the 
purpose of judicial review •. 

(d) STANDARD FOR REVIEW.--In any judicial review 
proceeding, the information contained in any cost­
benefit analysis or risk assessment required under 
subchapter II or III may be considered by the court, to 
the extent relevant, as part of the administrative 
record solely for the purpose of determining whether 
the final agency action is arbitrary, capricious, or an 
abus.e of discretion. The adeguacy of compliance 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 wholly omitted to perform a 
required cost benefit analysis or risk assessment. 

1 we have technical corrections to the 8.1001 language. 
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February 28, 1996 

x. The combination of mandatory decisional criteria and 
judicial review deprive agencies of discretion to weigh factors 
other than cost-effectiveness. 

Under the proposed decisiona1 criteria, an agency judgmen 
to select an alternative other than the "most cost-effective" 
would constitute an abuse of discretion. The decisiona1 crite 
make a finding of greatest cost-effectiveness mandatory; an 
agenoy could not justify its decision on other grounds. Under 
current law, an agency can rely on its "best judgment" in 
balancing cost, along with other relevant factors. For exampl 

IaI 002/009 

in F10rida Manufacturing Assn v. Cisneros, 53 F.3d 1565, 1580-
1581 (11 Cir 1995), the court upheld new wind standards for 
mobile homes. The court found it unnecessary to review a 
challenge to the agency's finding the rule would produce a net 
economic benefit because the agency had also concluded that the 
need to increase safety and prevent devastation to communities in 
hurricanes justified the increased cost. Because Congress 
instructed HUD to consider safety as well as cost, the agency was 
able to rely on "its best judgment in balancing the substantive 
issues," and the Court refused to substitute its judgment for the 
agency'S. See also BP Exploration & Oil. Inc. (93-3310) v. U.S. 
E.P.A., 66 F.3d 784, 799-800 (6th Cir. 1995), where the Court in 
construing the Clean water Act requirements for best available 
technology (BAT), said: 

The CWA does not require a precise calculation of BAT 
and NSPS costs. [NRPC y. EPA, 863 F.2d 1420, 1426 (9th 
Cir. 1988).] Congress intended that EPA have discretion 
"to decide how to account for the consideration 
factors, and how much weight to give each factor." 
[Weyerhauser Co. v. Costle, 590 F.2d 1011, 1045 (D.C. 
Cir. 1978).] 

By stark contrast, under the single-point decisional criteria, 
the agency would be required to find that the rule se1eoted was 
the most cost-effective or provided the greatest net benefits. 
This would be a mandatory finding; the agency could not just!f 
its decision on other grounds. 

Corrosion Proof Fittings v. E.P.A., 947 F.2d 1201, 1215-1 30 
(5th Cir. 1991), provides a valuable preview of the extent to 
which single-point cost decisional criteria both constrain age 
discretion and encourage judicial second-guessing of agency I 
expertise. There the Toxic Substances Control Act required the 
agency to choose the "least burdensome requirements" that would 
adequately protect the pUblic from chemical substances causing 
unreasonable risk of injury. The Court struck an EPA rule which 
would eventually ban all uses of asbestos. In doing so, it ruled 
that the "least burdensome" requirement meant that EPA was 
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required to show that there was no less burdensome alternative 
that would achieve an acceptable level of risk. 947 F.2d at 
1216-1217. EPA abused its discretion because it failed to 
"consider each requlatory option, beginning with the least 
burdensome ••• " and calculate the costs and benefits of each • .l!L. 
Further, the Court said EPA could not consider nonquantifiable 
benefits as a "trump card." EPA could make allowance for 
unquantified benefits or costs in deciding which alternative was 
the "least burdensome" but could not "improperly [transform] 
permissible considerations into determinative factors." 947 F.2d 
at 1219, n. 20. The Court also held that the requirement that 
EPA consider the benefits of sUbstances and the availability of 
substitutes meant that EPA was required to consider the 
comparative toxic costs and benefits of each substitute if any 
interested party provided credible evidence "suggesting the 
toxicity" of the sUbstitute. 947 F.2d at 1221. The Court 
clearly engaged in.much second-guessing of the agency's I 
scientific studies, risk assessments, and economic analyses. 947 
F.2d at 1218-1227. Atone point the Court stated: 

The EPA is required to support its analysis with 
SUbstantial evidence under TSCA. When one figure is 
challenged, it cannot back up its position by changing 
an unrelated figure to yield the same result. Allowing 
such behavior would require us only to focus on the 
final numbers provided by the agency, and to ignore how 
it arrives at that number. Because a conclusion is no 
better than the methodology used to reach it, such a 
result cannot survive the substantial evidence test. 

947 F.2d at 1227. 

Corrosion Proof Fittings not only illustrates the difference 
between judicial review of a single-point decisional criteria, 
but it also illustrates how a cost-effectiveness standard will 
encourage courts to intrude into the underlying bases for the 
agency action. The many prescriptive requirements for analysis 
of every "reasonable alternative" encourages courts to second­
quess agency analyses. l 

Further, if any alleged error affected the ultimate 
conclusion as to which requlatory alternative was the cheaper, 
this would be outcome determinative and therefore pass any . 
prejudicial error or materiality test. When the test for agency 
action is selection of the most cost-effective alternative, 
rather than reasonableness, even a technical error in the cost­
benefit analysis may be outcome-determinative, and thus material. 

'Under most bills, "reasonable alternative" is defined as 
every alternative within the statutory authority, including 
taking no action. 

2 
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under current APA standards, uncertainty in the cost-benefit 
analysis or consideration of factors other than cost are not 
themselves a basis for reversal. Instead, these are simply 
factors for the agency to evaluate in reaching a reasonable 
result. In IBW. Local 1245 y. Skinner, 913 F. 2d 1454, 1.459 (9th 
cir 1990), a challenge to a rule requiring drug testing of I 

pipeline employees, the Court said, "Although we agree with 
petitioners that the cost-benefit figures are uncertain, we 
nonetheless regard the drug testing program as a reasonable 
measure properly geared to safety needs. The legislative history 
of this provision supports our view that public safety, and not 
cost, shall be the predominate concern." Again, the result would 
be different if Congress required selection of the most cost­
effective alternative -- and certainly the litigation would be 
much more extensive. 

Agencies must be able to consider other factors, when 
relevant under their statutory authority. This President has, 
for example, ordered agencies to consider the effects of their 
actions on environmental justice and working families. It is 
clearly cheaper to place hazardous waste sites in poor 
neighborhoods where land values are less, but couldn't a 
reasonable agency also consider the unfairness to the residents 
of bearing all of these adverse societal costs? The Executive 
Order recognized that distributional effects and equity are 
important factors. 2 Even the pro-business American Enterprise 
Institute recently recognized that agencies "should not be bound 
by a strict benefit-cost test" because they may reasonably want 
to place greater weight on particular factors, such as 
potentially irreversible consequences. Report, p. 7. 

These decisional criteria force agencies and reviewing 
courts into quantification formulas. It is not always possibl 
to reduce rulemaking decisions to algebraic equations. In cas

l 
s 

in which the costs of regulation are on the person causing the 
harm, and all of the benefits are on those affected, are agencies 
to give these equal weight? Are agencies to assume that those 
causing the harm will spread some of the benefits of reduced cost 

~he Executive order included these in the definition of 
costs and benefits. While that helps assure consideration in the 
economic analysis, it is also important that,the agency head be 
able to weigh the significance of these factors in the ultimate 
decision -- and not have courts second-guessing agency attempts 
to quantify these factors into a "cost-effectiveness" mandate. 
The Executive Order avoided those consequences because it is not 
judicially enforceable. 
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of regulation to those injured by their conduct?' Maybe an 
agency can stretch cost estimation enough to achieve these 
results, but should it have to and should these judgments be 
concealed in the cost analysis? 

raJ 005/009 

Some prcponents claim that S.343 merely protects the 
regulated industry by requiring consideration of cost in a manner 
similar to the consideration of environmental factors under the 
National Environmental Policy Act. Actually, this bill goes f r 
beyond NEPA in both limiting agency discretion and providing 
"hooks" upon which to invalidate agency action. Under NEPA, 
courts review only for procedural compliance and must defer to 
agencies' scientific and policy judgments. See Strycker's Bay 
Neighborhood Council. Inc. y. Karlen, 444 U.S. 223 (1980). As 
the Supreme Court explained in Strycker's Bay, 

once an agency has made a decision subject to NEPA's. 
procedural requirements, the only role for a court is 
to insure that the agency has considered the 
environmental consequences; .it cannot "interject itself 
within the area of discretion of the executive as to 
the choice of the action to be taken." 

444 U.S. at 227 (citations omitted). Notably, NEPA does not 
require the agency to select the environmentally preferred 
alternative nor does it otherwise substantively constrain the 
scope of agency decisionmaking, Robertson y. Methow Valley 
Citizens council, 490 U.S. 332, 350 (1989). FUrthermore, NEPA 
does not require the courts to delve into the relative validity 
of conflicting methodologies. Suburban O'Hare commission V. 
Dole, 787 F.2d 186, 197-198 (7th Cir. 1986). A NEPA-type bill 
would require agencies to give a "hard look" to the results of 
cost-benefit analyses and risk assessments, but would not mandate 
a particular decision. 

II. The Act contains many requirements whioh would make it 
very difficult for oontested rules to survive jUdicial review. 

Section 625 expressly permits judicial review of 
noncompliance with the requirements of subchapters II (cost­
benefit) and III (riSk assessment) by providing that "failure 0 
comply" with those requirements may be considered by the cour in 

to 3S0 Ford Motor Company allegedly concluded it was cheaper 
pay burn victims tort judgments in the few cases where they 
recovered than to make a safer gas tank for the Ford Pinto. 
the cost of regulation exceeded the "quantifiable" costs to 
victims, would an agency have to forego requiring safer gas 

lIf 
burn 
tanks 

even if it cost only a few dollars per car? 
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determining whether the final agenoy aotion is arbitrary and 
capricious, an abuse of discretion, or unsupported by substantial 
evidence. petitioners will surely argue that failure to comply 
with statutory requirements is itself arbitrary and capricious. 
See, ~, Motor Vehicle Manufacturers y. Ruckelshaus, 719 F.2d 
1159, 1164 (D.C. eire 1983) ("Agenoy action is arbitrary and 
capricious if the agency has failed to meet statutory, 
procedural, or constitutional requirements") 

Judioial review is partioularly problematio because the 
bill's requirements are so detailed and prescriptive. The nature 
of these requirements often lend themselves to argument and. 
litigation beoause of uncertainty in applioation or lack of 
adequate definition. 

A few examples of reviewable requirements in the July draft 
of S. 343 are: 

-- interlocutory challenges to the agency's determination as 
to whether the rule is a "major" rule, including whether 
rule shOUld be considered part of a closely related group of 
rules for purposes of the major rule cost threshold; 

ohallenges to the adequacy of the agency's final cost 
benefit analysis, including the adequaoy of the agency's 
quantification of its estimate of benefits, its use of 
appropriate units of measurement (using oomparable 
assumptions and time periods), its speCification of ranges 
of predictions and explanations of margins of error; 

-- challenges alleging that an agency has failed to oonsider 
the costs and benefits of the proposed or final rule on "all 
of the affected persons or classes of persons (including 
specially affected subgroups)"; 

-- challenges to the agency's determination of industry-by­
industry effects or its determination that suoh an industry­
by-industry description is "not practicable"; 

-- challenges to the agency's determination that a rule 
meets the requirements of section 624(b) or (c), including 
whether it adopts "the least cost alternative" of any of the 
reasonable alternatives; 

-- challenges that the agency did not base each risk 
assessment "only on the best reasonably available scientific 
data and scientifio understanding" 

-- challenges that the agency did not discuss "all 
relevant information" when conflicts among scientific 
data appear; 
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-- challenges that an agency used a "policy judqment" 
when "relevant and adequate scientific data and 
scientific understanding • • • are available" or , 
inappropriately combined or compounded multiple "policy 
judgments"; . 

-- challenges to an agency certification that the final 
agency action is not "likely to significantly reduce 
the human health, safety, and environmental risks to be 
addressed" or that specified factors preclude making 
such a finding but that the rule is nevertheless 
justified fer reasons "consistent with subchapter III." 

141 007/009 

XXX. When an agency must choos. the single alternative that 
is the most cost-effective, disputes over these requ~rements will 
often be outccme-determinative and thus survive a materiality 
test. 

Because the agency must choose the least cost alternative, any 
of the underlying estimates may be outcome determinative. This 
creates great incentive for litigation, invites the courts to 
second-guess agency decisionmaking, and provides numerous 
opportunities for reversal. And while the bill dictates choice 
of the most cost-effective, it fails to acknowledge that the 
tools of risk assessment or cost-benefit analysis produce 
estimates which are subject to much dispute. 

Courts are not well situated to review the underlying basis 
of cost-benefit analyses and risk assessments against the 
prescriptive standards of the bill •. 

[T]he crowded states of judicial dockets offers a 
highly practical reason why judges will not, and 
probably should not, devote the considerable time and 
effort needed to review a several-thousand-page agency 
record, informed by a thorough understanding of the 
substance of risk-related regulatory problems, in order 
to see whether or not that agency determination was 
arbitrary. 

Justice Breyer, Breaking the Vicious Circle; Toward Effective 
Risk Regulation (Cambridge, Mass.: Harvard University Press 
1973), p. 58-59 (describing why courts are not institutionally 
suited to resolve risk issues). 

4. Some of the criteria are s~ply not reasonable. 

For example, [Johnston 634, p. 48] states, "An agency shall 
use policy judgments only when relevant and adequate scientific 
information, includinq situation-specific information is not 
available." Does this provision mean what it says -- that an 
agency can never consider policy in risk assessments -- that it 
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must ignore equity? Can an agency siting rule for noxious 
activity protect existing residences? Nuisanoe law surely does, 
but this statute repeatedly appears to displace common law, 
agency expertise, and equity. Instead, oost-effectiveness and 
soientific understanding are apparently always the ultimate test. 
This will make it difficult for agenoies to promote small 
business, the nuolear family, freedom of speech or religion, and 
other non-quantifiable and non-scientific values. 

5. Judicial review and decisional criteria should be a 
signifioant POlicy issue in the congressional debate. 

Attached are the Doonesbury cartoons for the week of July 
31, 1995. The fifth set neatly illustrates the point made fir ly 
in the Congressional debate that s. 343 would give regulated 
industry plenty of "hooks" on Which to sue and overturn 
regulations. This is one of the main reasons that s. 343 would 
impair food, health, safety, and environmental regulation. ' 

If the bill's opponents accede to a bill that requires 
agencies to select a single alternative based on cost and permits 
judicial review of the requirements of the bill, this key point 
will be lost. 

s. Courts should not second-quess the cost-benefit 
analysis or risk assessment. Instead, jUdioial review should be 
limited as it ia today to determining whether the agenoy action 
ia reasonable, oonsidering the results of the analysis. 

The following draft would assure that agencies must take 
cost estimates into aooount but would permit judicial review only 
of the ultimate reasonableness of their actions. 

(a) REVIEW.--Compliance or noncompliance by an 
agency with the provisions of this subchapter and 
subchapter III shall be SUbject to judicial review only 
in accordance with this section. 

(b) JURISDICTION.--(1) Subject to paragraph (2) 
and to any limitations on judicial review which are 
applicable to the final agency action, the court with 
jurisdiction to review the final agency action has 
jurisdiction to review claims of noncompliance with 
this subchapter or subchapter III. 

(2) No claims of noncompliance with this 
subchapter or subchapter III shall be reviewed separate 
or apart from jUdicial review of the final agency 
action to which they relate. 

(c) RECORD.--Any cost-benefit analysis or risk 
assessment required under this subchapter or subchapter 
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III shall constitute part of the rUlemaking record of 
the final agency action to which it pertains for the 
purpose of judicial review. 

Cd) STANDARD FOR REVIEW.--In any judicial review 
proceeding, the information contained in any cost­
benefit analysis or risk assessment required under 
subchapter II or III may be considered by the court, to 
the extent relevant, as part of the administrative 
record solely for the purpose of determining whether 
the final agency action is arbitrary, capricious, or an 
abuse of discretion. The adequacy of compliance 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 Wholly omitted to perform a 
required cost benefit analysis or risk assessment. 
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Department of Justice Comments 
on "Issues of Concern" 

March l., l.996 

The excessive litigation that would be generated by these 
various regulatory reform bills has been a key concern of the 
Department of Justice. In particular, we have serious concerns 
with the following issues and wish to be included in decision­
making concerning them. 

I. Judicial Review 

We agree that, if there must be judicial review of the 
requirements of the bill, a prejudicial error or materiality 
requirement is essential. We also agree that any judicial review 
must be of the final agency action (and, therefore, no 
interlocutory review), based on the entire record, and applying 
current APA judicial review standards. 

However, we concur with Gary Guzy's statement in yesterday's 
conference call that a key component of the judicial review 
question that is left unanswered in the above formulation is what 
the courts should be allowed to review. Judicial review of the 
current decisional criteria and of prescriptive requirements such 
as those in S. 343 would be unworkable. 

We believe the best approach would require agencies to take 
cost estimates into account but would permit judicial review only 
of the ultimate reasonableness of their actions as measured 
against the standards in the law that authorizes the action. 
Unlike the latest proposal from the Hill, this formulation would 
not permit judicial review of the selection of the least cost 
alternative requirement in the reg reform bill. Nor would it 
permit judicial review of such other requirements in the reg 
reform bill as that agencies must consider "all relevant 
scientific information" and cannot use "policy judgments" in risk 
assessments. It would allow the court to reverse action where 
the agency wholly failed to do the analysis or where its decision 
was unreasonable, given the entire record, including the cost­
benefit analysis and risk assessment. 

We recommend either the language which was drafted as part 
of the interagency work group last summer (a copy of which we 
would be happy to provide) or the following language proposed by 
the minority on July 20, 1995, toward the end of the regulatory 
reform debate. (See Congo Rec. S10397 (July 20, 1995).) 

* * * 
(d) Standards for Review.--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 
administrative record solely for the purpose of 
determining whether the final agency action is 
arbitrary, capricious, or an abuse of discretion. The 
adequacy of compliance 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. 

* * * 
In discussing the appropriate standards for judicial review 

in these bills, we think it is important to link the issue to the 
relevant congressional review provisions. It seems we have an 
even stronger argument to make in favor of reasonable judicial 
review provisions when Congress is given the opportunity to 
review covered rules. Congressional review with judicial review 
of the reasonableness of the agency action seems sufficient to 
ensure that the agencies do not abuse their regulatory authority. 

Finally, as has been often observed, the effects of the 
decisional criteria and the judicial review provisions can be 
understood only when read together. Although we prefer the 
judicial review provision above, we think there may be acceptable 
alternatives if the decisional criteria are made less 
prescriptive and more flexible. 

II. Decisional Criteria 

We agree that any decisional criteria must not impose a 
super-mandate that would either overrule or modify the applicable 
statutory criteria. Further, any criteria must provide 
flexibility, not just to address uncertainty but also to allow 
the decision-maker to consider non-quantifiable factors, such as 
environmental justice or equity.l 

A requirement that an agency choose the "most cost­
effective" alternative, if judicially enforceable, is a serious 

lInclusion of non-quantifiable costs and benefits in the 
definitions may not be sufficient to permit the decision-maker to 
weigh the non-quantifiable factors against cost in selecting the 
rulemaking alternative. See Corrosion Proof Fittings v. E.P.A., 
947 F.2d 1201, 1215-1230 (5th Cir. 1991), where the Court held 
EPA could not consider nonquantifiable benefits as a "trump 
card." EPA could make allowance for unquantified benefits or 
costs in deciding which alternative was the "least burdensome" 
but could not "improperly [transform] permissible considerations 
into determinative factors." 947 F.2d at 1219, n. 20. 

2 



problem because it mandates that the agency select a single 
result driven by cost. It also makes any alleged error that 
would change the cost outcome-determinative and encourages 
extensive litigation over the underlying cost-benefit analyses. 
This provides great opportunity for judicial second-guessing of 
agency expertise and judgment calls. Compare Corrosion Proof 
Fittings v. E.P.A., 947 F.2d 1201, 1215-1230 (5th Cir. 1991) 
(very stringent review where toxic substances act required 
selection of "least burdensome" alternative), with Florida 
Manufacturing Assn v. Cisneros, 53 F.3d 1565, 1580-1581 (11 Cir 
1995) (HUD authorized to ·consider safety as well as cost in 
mobile home wind requirements and could therefore rely on "its 
best judgment in balancing the substantive issues"). 

Of course, if the preferred judicial review language 
identified above is adopted, our concerns regarding decisional 
criteria are reduced. 

III. Affirmative Defenses 

The importance of this issue to the Department of Justice's 
civil and criminal enforcement would be difficult to overstate. 
We oppose provisions that would create factual issues in many 
cases and which would delegate to states and to "appropriate" 
federal officials authority to set aside environmental, health 
and safety requirements. This is an issue on which Justice has 
taken the lead in consultation with the White House and other 
agencies. We would like to continue in that role. 

IV. Risk Assessments 

We concur with the strategy articulated by Sally during the 
February 29, 1996, conference calIon this issue. 

V. Effective Date 

We defer to other agencies on this, but do not see any 
problem with the effective date provision as described by Sally 
yesterday. 

3 



----------~-- -- - - -------- --- -- --~ DoT 
- - -- - -. . 

I. Delete § 624(e), (f) and (g), p. 16, lines 10-25, and 
change to read as follows: 

~-- --------------(-d-)--Standards~for--Review. --rn-- any--proceed-ing­
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 
administrative record solely for the purpose of 
determining whether the final agency action is 
arbitrary, capricious, or an abuse of discretion. The 
adequacy of compliance 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. 

II. 
to select 
criteria 

Sec. 624 (Decisional Criteria) -- Permit agency head 
alternative other than that provided by decisional 

"for reasons stated in the record." 

to 

III. Also need to eliminate specific requirements for 
determination of uncertainties by the President, etc. Delete 
page 13, lines 10-24. [If there is no general good cause safety 
valve for all decisional criteria, the uncertainties escape valve 
needs to apply to all decisional criteria.] 

IV. There are additional technical concerns with the 
judicial review language which would ultimately need to be 
addressed. Among these are: 

Need to assure that all judicial review is on the rulemaking 
record -- review of issue whether a rule is a major rule 
(§624(c), p. 15, line 17, insert after "showing" in the 
rulemaking record; review of decisional criteria determination in 
624(e) is stated to be on "rulemaking file," should be 
"rulemaking record." 

If agency made a mistake and concluded a rule is not a major 
rule and therefore did no cost-benefit analysis, etc., the Court 
should be able to give the agency additional time to complete the 
analysis without automatically invalidating the rule. The 
language of 624(f) as now written appears to call for automatic 
invalidation. There should be language as in the regulatory 
flexibility section to permit the agency to correct the violation 
before invalidation results. 



Definitions 

Sec. 621(1) the term 'benefit' means the reasonably 
identifiable significant favorable effects, quantifiable and 

::~~~!~~:!ii!'~f~i~~i!~i,~~!,:t-,~~Hi~!ii'ii~'!i:~~:~::~~on 
or compliance with a rule or an alternative to a rule. 

of, 

COMMENT: The added language is contained in the Executive 
Order. Its inclusion will assure that the agency can consider 
non-economic factors, such as equity, and can also consider the 
distribution of benefits and costs among various groups, such as 
poorer neighborhoods, small business, etc. 

Sec. 621(2) [Add same underlined language] 

Sec. 621(3) the term 'cost-benefit analysis' means an 
evaluation of the costs and benefits of a rule, quantified to the 
extent feasible and appropriate and otherwise qualitativ~ly 
described, that is prepared in accordance with the requirements 
of this subchapter at the level of detail appropriate and 
practicable for reasoned decision making on the matter involved, 
taking into consideration the s ficance of the decision and 

need for edi ti ...... , .. . . 

~11¥i: 

COMMENT: The underlined language is contained in the 
section of the Executive Order addressing the design of a 
regulation in the most cost-effective manner. Sec. b(5). 



" 

Decisional criteria 

(a) (1) In promulgating a major rule subject to this 

iii~~!!i!i~,i~,ili::~~:~1:i~~:~~~:~I~~~~!~~::~~:E~:ii:~~rli~mii; 
TEf·····l ike 1 y to -- .... , """"""""""""."",.,.,. 

(l)fii9n~m*§im$E.R8~S;;91;,::£BS::il¥iIE¥si: 

(B) employ to the extent practicable flexible 
regulatory options; 

(e) aehieve the level of the Benefits whieh is the 
oBjective of the rulem~Ein§ in a more cost effective 
manner than the other reasonaBle alternatives evaluated 
By the agency; and 

COMMENT: This forces the agency to select one result. 
This will foster arguments that the court should review 
the decision whether an alternative is the most cost­
effective as a non-discretionary duty imposed on the 
agency. It also makes any alleged error which would 
change the cost result outcome-determinative, and thus 
material. It further arguably excludes factors which 
do not relate to cost-effectiveness (e.g., 
environmental justice, religious freedom, preservation 
of small business; "family values," etc). 

Alternative I: 
[ADD at end of 623(a) (1):] 

COMMENT: This alternative would preserve the status quo 
under the executive order. The agency would retain reasonable 
discretion to select an alternative; any cost-benefit analysis or 
risk assessment could be considered by a reviewing court in 
determining whether the agency action is reasonable. 

Alternative II: 
[revise proposed 623(a) (1) (B)/(C):] 



COMMENT: This alternative would preserve the status quo 
under the executive order. The agency would retain reasonable 
discretion to select an alternative; any cost-benefit analysis or 
risk assessment could be considered by a reviewing court in 
determining whether the agency action is reasonable. 

Alternative III: 
[revise 623 (a) (1) (B) / (C):] 

COMMENT: This alternative would not force the agency to 
select a single result. However, it would require all decisions 
to be justified on cost-effectiveness and not by other criteria 
[except as other sections preserve inconsistent statutory 
criteria}. Thus, the agency would be required to translate non­
cost factors such as environmental justice into cost-effective 
terms and the court would so review the result. 

(2) The agency shall publish in the Federal Register at the 
time of promulgation of the final rule a ~ explanation of the 
determinations made with respect to this subsection. 

(b) If the agency is unable to make a determination that 
the benefits of the reasoRable alternative ~ selected justify 
the costs of [such reasonable alternative / the rule] because 
either: 

Alternative II: 

rule is based r 
alternative'· 

the law upon which the rule is based precludes the 
selection of ~n:;:~·±~~%n~£$*~::::m~,~~$n!::En.ffi~::F:~~:E:t; 

(2) significant economic, scientific, er technicalf19%l 
8£E€'B uncertainties make such a determination unreasonabIEt·'and 
the~ mi§.p$@m addressed by the rUlemaking is potentially so 
significarit····Ehii't the agency determines it is in the public 
interest to issue a rule, 

COMMENT: Some agencies do not address risk, as defined in 
this act, but may well have significant need to promulgate a rule 
despite uncertainty. There may be uncertainties which are not 
economic, scientific, or technical: for example, uncertainty 
about the likelihood that a public education campaign or 
ineligibility for welfare benefits will reduce teen pregnancy. 
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Alternative II: 

significant economic, scientific, ~ technical~;9.;g;g@hgp 
uncertainties make such a determination unreasonable·······a'ri2r····th"e····f-i.s* 

:~d::::::i:;n:h;¥!i;~e~~~~nfh!I!!!~!'::::*I!'!!'~!~,t i~s p~~e~~!allY 
public interest··€o····Tssue a rule, 

the agency shall promulgate such reasonable alternative as a 
final rule and, at the time the final rule is published in the 
Federal Register, place in the Federal Register and forward to 
Congress an explanation of the reason why such a determination 
cannot be made. 

[In lieu of (c): 

(d) [Reduce 180 days delay for rules within (b) to 
days. ] 

(e) [from EK] 

4 



Judicial Review 

COMMENT: This draft very clearly authorizes judicial review 
of procedural errors and judicial second-guessing of an agency's 
determination of cost-effectiveness. It thus goes far beyond the 
status quo under the Executive Order. 

The prejudicial error requirement improves it somewhat. 
However, this would still permit parties to argue that the 
agency's underlying assumptions in its cost-benefit analysis were 
incorrect. If there is a SUbstantial likelihood the challenge 
could result in a different alternative being "more cost­
effective," the challenge would meet a materiality test. 

Alternative I: 
[Substitute:] 

COMMENT: This is the language developed in the workgroup 
process earlier. It would reflect the status quo under the 
Executive Order. A reviewing court could consider the agency's 
analysis in determining whether its decision was reasonable. 
However, the court would not itself review "cost-effectiveness" 
or the details of the agency's cost-benefit analysis or risk 
assessment. 

Alternative II: [attached] 

COMMENT: This is derived from the Unfunded Mandates Act, PL 
104-4, sec. 401 (a) (2) (4) • 

5 



Alternative III: 
[Amend the proposal by adding to the end of the first 

paragraph: 

.... and then only if th: ~~~~~a~~~=~ '~I;!'I!~I¥~'g~~['~~h 
'!"~'!R!"!'i;~~~ ;~~~~t!~ the outcome of the agency's decision. 

omit the second paragraph: 

COMMENT: This new second paragraph suggests a different 
standard for review of decisional criteria (for example, it would 
omit the materiality requirement). It underscores that the bill 
authorizes judicial review. of agency determinations of cost­
effectiveness and of procedural challenges. It also limits 
review to the rulemaking file, rather than the entire record. 

omit the third paragraph: 

COMMENT: This paragraph is totally backward of earlier 
versions. It would mandate vacation of a rule, even where the 
court might otherwise permit the agency to correct a procedural 
error while a critical rule remained in place. This concept 
should be turned around as in last sentence of Alternative I 
above. 

6 



~ 1571. 

TITLE· IV-JUDICIAL REVIEW 

SEC • .col. JUDIcw.. REVIEW. 

(a) AGENCY STATEMENTS ON SIGNIFICANT REGULATORY 
ACTIONS.-

(1) IN GENERAL.-Compliance or noncompliance by any 
agency with the provisions of seetiofls 202 anet 203(8) (1:) and 

-(2) shall be subject to judicial review only in accordance with 
this section. 

(2) LrMrrED REVIEW OF AGENCY COMPLIANCE OR NONCOMPLI­
ANCE.--(A) Agency compliance or noncompliance with the provi­
sions of sections 202 and-2e3fa-)-H) B:ftd (2) shall be subject 
to judicial review only under section 706(1) of title 5, United 
States Code, and only as provided under subparagraph (B). 

(B) If an agency fails to prepare fthe written statement 
(including the preparation of the estimates, analyses, state. 
menta, or descriptions) under section 202 or the written plan 
under section 203(a) (1) and (~a court may compel the agency 
to prepare such written statement. 

(3) REVIEW OF AGENCY RULES.-In any judicial review under 
any oth~r Federal law of an agency rule for which~ written 
statemeht or plan is required underl.§ections 202 and 203(a) 
(1) and (~ the inadequacy or failure to prepare such statement 
(including the inadequacy or failure to prepare anx[estimate, 
analysis. statement or description) or written pl~ shall not 

109 STAT. 70 

A 
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Mar. 22 UNFUNDED MANDATES REFORM ACT 

be used as a basis for staying, enjoining, invalidating or other­
wise affecting such agency rule. 

(4) CERTAIN INFORMATION AS PART OF RECORD.-Any 
jn~f'j rmation generated under~ions 202 and 203(a) (1) and 
(2) that is part of the rulemakin record for judicial review 
un er the provisions of any other ~ederal law may be consid-
ered as part of the record for judicial review conducted under 
such other provisions of Federal law. 

(5) APPLICATION OF OTHER FEDERAL LAw.-For any petition 
under paragraph (2) the provisions of such other Federal law 
shall control all other matters, such as exhaustion of adminis­
trative remedies, the time for and manner of seeking review 
and venue, except that if such other Federal law does not 
provide a limitatIon on the time for filing a petition for ~~tcial 
review that is less than 180 days, such limitation s be 
180 days after a final rule is promulgated by the appropriate 

. age(E?)' EFFECI'IVE DATE.-This subsection shall take effect on 
.Q.~\.I.,+ Oeteber 1, 1995, and shall apply only to any agency rule for 

which a general notice of proposed rulemsking is promulgated 
on or after such date. 
(b) JUDICIAL REvIEW AND RULE OF CoNSTRUCTION.-Except 

as provided in subsection (a)- cvy,e.\"<"~) . 

(1) any estimate, analysis, statement, description or report 
prepared under this Act, and any compliance or noncompliance 
with the provisions of this Act, and any determination concern­
ing the applicability of the provisions of this Act shall not 
be subject to judicial review; and 

(2) no provision of this Act shall be construed to create 
any right or benefit, substantive or procedural, enforceable 
by any person in any administrative or judicial action. 

d··-.'· 
" . 

" , 

PoL 104-4 
Sec. 401 
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Deaisional Criteria 

promulgating a major rule subject to this 
shall, unless otherwise 

except for the provisions of 
asonable alternative that it ~~~~ftee 

(B) employ to the extent practicable flexible 
regulatory options; 

eC) aefti~¥e ~e level ef ~e eeAe£i~g WAieft i9 ~fte 
aej ea'l5i ... e af 'the rtllemBldft!J ift B mere ees~ e££eet;i". e 
maAAer ~haA ~he e~her reaeeAasle al~erAa~iveg evalQa~ed 
by the B!JeAeYi and 

COMMENT: This forces the agency to select one result. 
This will foster arguments that the court should review 
the decision whether an alternative is the most cost­
effective as a non-discretionary-duty imposed on the 
agency. It also makes any alleged error which would 
change the cost result outcome-determinative, and thus 
material. It further arguably excludes factors which 
do not relate to cost-effectiveness (e.g., 
environmental justice, religious freedom, preservation 
of small business; "family values," etc). 

Alternative I: 
[ADD at end of 623(a)(1):] 

!aJ 0021008 

COMMENT: This alternative would preserve the status quo 
under the executive order. The agency would retain reasonable 
discretion to select an alternative; any cost-benefit analysis or 
risk assessment could be considered by a reviewing court in 
determining whether the agency action 1s reasonable. 

Alternative II: 
[revise proposed 623(a) (l)(B)/tC):] 

COMMENT: This alternative would preserve the status quo 
under the executive order. The agency would retain reasonable 
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discretion to select an alternative; any cost-benerit analysis or 
risk assessment could be considered by a reviewing court in 
determining whether the agency action is reasonable. 

Alternative III: 
[revise 623(a) (1)(B)/(C):] 

COMMENT: This alternative would not force the agency to 
select a single result. However, it would require all decisions 
to be justified on cost-effectiveness and not by other criteria 
[except as other sections preserve inconsistent statutory 
criteria]. Thus, the agency would be required to translate non­
cost factors such as environmental justice into cost-effective 
terms and the court would so review the result. 

(2) The agency shall publish in the Federal Register at the 
time of promulgation of the final rule a ~ explanation of the 
determinations made with respect to this SUbsection. 

(b) If the agency is unable to make a determination that 
the benefits of the peaBe8a~le alternative ~ selected justify 
the costs of [such reasonable alternative / the rule1 because 
either: 

Alternative II: 

rule is based 
ternative 

« (2) significant economic, scient~fic, ep technlcal~~ 
Q:I'. uncert,aint,ies make such a determl.nation unreasonable and 
~he '~ •• J~1 addressed by the rUlemakil,lg is potentia~lY so 
significant ~hat the agency determines it l.S in the publl.c 
interest to issue a rule, 

COMMENT: Some agencies do not address risk, as defined in 
this act, but may well have significant need to promulgate a rule 
despite uncertainty. There may be uncertainties which are not 
economic, scientific, or technical: for example, uncertainty 
about the likelihood that a public education campaign or 
ineligibility for welfare benefits will reduce teen pregnancy. 

Alternative II: 

2 



02/08/96 15: 30 '8'202 514 0557 OAAG ENRO ~004/008 

significant economic, scientific, ~ technicalM¥~~BlI~ 
uncertainties make such a determination \'uIIL-"Ii;U~gJ[l<1.u.J.." .. ;,l@~8!!1lj,tne~1:fi.ek 
addressed by the rulema)tiftljJ . . is potentially 

~~b~t~ftt~~:~::tlB~s!~:t a rule, is in the 

the agency shall promulgate such reasonable alternative as a 
final rule and, at the time the final rule is published in the 
Federal Register, place in the Federal Register and forward to 
congress an explanation of the reason why such a determination 
cannot be made. 

[In lieu of (c): 

(d) [Reduce 180 days delay for rules within (b) to 
days. ] 

(e) [from EK] 

3 
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Judiaia1 Review 

COMMENT: This draft very c~ear~y authorizes judicia~ review 
of procedural errors and judicial second-guessing of an agency's 
determination of cost-effectiveness. It thus goes far beyond the 
status quo under the Executive Order. 

The prejudicial error requirement improves it somewhat. 
However, this would still permit parties to argue that the 
agency's underlying assumptions in its cost-benefit analysis were 
incorrect. If there is a SUbstantial likelihood the challenge 
could result in a different alternative being "more cost­
effective," the challenge would meet a materiality test. 

Alternative I: 
[SUbstitute:] 

COMMENT: This is the language developed in the workgroup 
process earlier. It would reflect the status .quo under the 
Executive Order. A reviewing court could consider the agency's 
analysis in determining whether its decision was reasonable. 
However, the court would not itself review "cost-effectiveness" 
or the details of the agency's cost-benefit analysis or risk 
assessment. 

Alternative II: [attached) 

COMMENT: This is derived from the Unfunded Mandates Act, PL 
104-4, sec. 401 (a) (2) (4). 

4 
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Alternative III: 
[Amend the proposal by addinq to the end of the first 

paraqraph: 

Omit the second paragraph: 

IaI 006/00/1 

COMMENT: This new second paragraph suggests a different 
standard for review of decisiona~ criteria (for examp~e, it wou~d 
omit the materiality requirement). It underscores that the bill 
authorizes jUdicial review of agency determinations of cost­
effectiveness and of procedura~ chal~enges. It a~so limits 
review to the rulemaking file, rather than the entire record. 

omit the third paragraph: 

COMMENT: This paragraph is tota~ly backward of earlier 
versions. It would mandate vacation of a ru~e, even where the 
court might otherwise permit the agency to correct a procedural 
error while a critical rule remained in place. This concept 
should be turned around as in last sentence of Alternative I 
above. 

5 
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11571. 

, .,,,*';;';' . 

. "~~~.l,: 

TITLE IV-JUDICIAL REVIEW 

SEC • .coL J1JD1cw. BBVIBW. 
(a) AGENCY STATEMENTS ON SIGNIFICANT REGULATORY 

ACTlON8.-
(1) IN GENERAL.-Compliance or noncomlliance by any 

..,.,ncy with the provisions of seetioll8 202 an 20a(a) (1) and 
~ shall be subject to judicial review only in accordance with: 
this seetion. 

(2) LIMrrED REVIEW OJ' AGENCY COMPLIANCE OR NONCOMPLI· 
ANCE.-(A) Agency compliance or noncompliance with the provi· 
SiODS of sectioDS aog &lui 208(8) (1) B:ftCi {2) shall be subject 
to judicial review onI}' under section 706(1) of title 5, United 
States Code, and only u provided u~er BUbparagnipb (B). 

(B) If an agency fails to prepare.lthe written statement 
(including the preparation of the estUnates, analyses. stat&­
mente, or descnptiona) under section 202 or the· written plan 
under section 203(a) (1) and (~ a court may compel the agency 
to prepare such written statement. . 

(3) REvIEw OF AGENCY RULES.-In any judicial review under 
any oth~r Federal law of an ~ncy rule for which (j written 
stateme t or plan i" reqUired under[jections 202 and 203(a) 
(1) and 251 the inadequacy or failure to prep.are such statement 
(including the inadequacy or failure to prepare anxl!stimate. 
analyais. 8tatement or description) or written p~ 8hall not 

109 STAT. 70 

I , 

IaI 007/008 

A 

LEe -HO 

.8El 

CO 



02/08/96 15:32 ~202 514 0557 OAAG ENRD 

Mar.!!!! UNFUNDED MANDATES REFORM ACT 

b~ used ... a basis for staying, e~oini.ng, invalidating or other­
WIse atrectlng such agency rule. 

(4) CERTAIN INFORMATION AS PART OF RECORD.--Any 
in~fl rmation generated under/iections 202 and 203(a) (1) and 
(2) that i. part of the rulemaking _ record for judicial review 
u er the provisions of any other Federal law may be consid­
ered as part of the record for judicial review conducted under 
such other provisions of Federal law. 

(6) APPLICATION OF OTHER FEDERAL LAW.-For any petition 
under paragraph (2) the provisions of such other FeCieral law 
shall control all other matters, such .. eUaustion of adminis­
trative remedies, the time for and manner of seeking review 
and venue, except that if such other Federal law does not 
provide a limitation on the time for filing a petition for t'!3tcial 
review that ia less than .180 daye, suCh fimitation s be 
180 days after a ftnal rule is promulgated by the appropriate 

. 8P(l>' EFFECTIVE DATE.-This subsection s~ take etrect on 
..e.~ Oeteher 1, 1998, and shall apply only to any &geney rule for 

which a general notice of proPQaed rulemakjng is promulgated 
on cr after such date. 

. . ", . . .. ~: , : 

(b) . JUDICIAL REVIEW AND RULE OF CoNSTRUCTlON.-Except 
.. provided in subeection (a)- OJ»&.. .. ~ \ . 

. (1) any estimate, analysis, statement, description or report 
prepared under this Aet, and any compliance or noncompliance 
with the provisions of thia Act, and any determination concern­
Jn8' the applicability of the provisions of this Act shall not 
be eubject to judicial review; and . 

(2) no provision of thia Act shall be construed to create 
any right or benefit, substantive or proeedural, enforceable 
by any perBOn in any administrative or judicial action . 

... ~ . .. 

IaJ 008/008 

P.L.I04-4 
Sec. 401 
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Definitions 

Sec. 62~(~) the term 'benefit' means the reasonably 
identifiable significant favorable effects, quantifiable and 

neocnonqUoma~tci f h.~~~i~+~x.~!i;;~g,,~iG&.~,~~g~~i!£=;1J;t;bu:;:~~VB.li~e~!,lmtehntta 1 , 
..... :wW~~~~: . .;::-:·k1~.'\:A::·: ::'~l:j::' .... ~~:W:":~:.; ··~~:'-?';llt· :Gi:t;:;:-::s.:-'\' .. :, .~. '~m~{~':" .. ~:: "'" . a ar e 

expected' t>o~"r'e~~rt:'"~a(fr'ct'tyl~¥~.tndl¥'~c~1:"~"·'1~g;n'" t'Itrplementa tion 
or compliance with a rule or an alternative to a rule. 

tal 002/002 

of, 

COMMENT: The added language is contained in the Executive 
Order. Its inclusion will assure that the agency can consider 
non-economic factors, such as equity, and can also consider the 
distribution of benefits and costs among various groups, such as 
poorer neighborhoods, small business, etc. 

Sec. 62~(2) [Add same underlined language] 

Sec. 621(3) the term 'cost-benefit analysis' means an 
evaluation of the costs and benefits of a rule, quantified to the 
extent feasible and appropriate and otherwise qualitatively 
described, that is prepared in accordance with the requirements 
of this subchapter at the level of detail appropriate and 
practicable for reasoned decision making on the matter involved, 
taking into consideration the s decision and 

need for iti 

COMMENT: The underlined language is contained in the 
section of the Executive Order addressing the design of a 
regulation in the most cost-effective manner. Sec. b(5). 



THE WHITE HOUSE 

WASH INGTON 

February 9, 1996 

MEMORANDUM FOR SALLY KATZEN 

FROM: ELENA KAGAN e::-
SUBJECT: SUPERMAN DATE LANGUAGE 

You asked me to 
counsel, section (e) 
reviewed yesterday. 

look at, and discuss with some agency 
in the decisional criteria language we 
That section currently reads: 

Nothing in this chapter shall be construed to override any 
statutory requirement, including health, safety, and 
environmental requirements. 

One concern about this language focuses on the term 
"override." Although this term is not completely clear, it 
suggests that only the most direct and blatant kind of statutory 
conflict will allow an agency to depart from the decisional 
criteria. In order to avoid this construction, the word 
"override" could be replaced with the phrase "override, modify, 
or otherwise affect." 

Another concern about the language focuses on the term 
"statutory requirement." This language might be taken to refer 
only to clear statutory (even textual) directives, and to exclude 
agency interpretations of more open-ended statutory provisions. 
In order to avoid the harshest possible construction, the 
language could be amended to refer to any "statutory requirement" 
-- or even any "statutory provision" -- "as reasonably 
interpreted by the agency." 

If both concerns above are addressed, the resulting section 
would look something like this: 

Nothing in this chapter shall be construed to override, 
modify, or otherwise affect any statutory provision 
[requirement], including a health, safety, or environmental 
provision [requirement], as reasonably interpreted by the 
agency. 

Agency counsel mostly agreed that if these or similar 
changes are made, it would become unnecessary (perhaps even 
detrimental) to include a provision specifically directing the 
agency how to proceed in the event of a conflict between the 
decisional criteria and the statute authorizing the rule. (One 
such provision, suggested by Sen. Chafee, states that "if . 
the agency cannot comply as a matter of law both with a 
requirement of this section and any requirement of the statute 
authorizing the rule, such requirement of this section shall not 



apply to the rule.") 
remains a conceivable 
criteria do not trump 

Inclusion of such a provision, however, 
option for ensuring that the decisional 
existing legal standards. 

cc: Michael Fitzpatrick 



SUPERMAN DATE LANGUAGE 

Section (e) in the decisional criteria section of the Levin draft 
currently reads: 

Nothing in this chapter shall be construed to override any 
statutory requirement, including health, safety, and 
environmental requirements. 

One concern about this language focuses on the term "override. n 

Although this term is not completely clear, it suggests that only 
the most direct and blatant kind of statutory conflict will allow 
an agency to depart from the decisional criteria. In order to 
avoid this construction, the word "override" could be replaced 
with the phrase "override, modify, or otherwise affect." 

Another concern about the language focuses on the term "statutory 
requirement." This language might be taken to refer only to 
clear statutory (even textual) directives, and to exclude agency 
interpretations of more open-ended statutory provisions. In 
order to avoid the harshest possible construction, the language 
could be amended to refer to any "statutory requirement" -- or 
even any "statutory provision" -- "as reasonably interpreted by 
the agency." 

If both concerns above are addressed, the resulting section would 
look something like this: 

Nothing in this chapter shall be construed to override, 
modify, or otherwise affect any statutory provision 
[requirement], including a health, safety, or environmental 
provision [requirement], as reasonably interpreted by the 
agency. 

If these or similar changes are made, it would seems unnecessary 
(perhaps even detrimental) to include a provision specifically 
directing the agency how to proceed in the event of a conflict 
between the decisional criteria and the statute authorizing the 
rule. (One such provision, suggested by Sen. Chafee, states that 
"if . . . the agency cannot comply as a matter of law both with a 
requirement of this section and any requirement of the statute 
authorizing the rule, such requirement of this section shall not 
apply to the rule.") Inclusion of such a provision, however, 
remains a conceivable option for ensuring that the decisional 
criteria do not trump existing legal standards. 
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.. - . 

. Amendment No • .-..--- Calendar No . ---
Purpose: . 

IN THE SENATe OF THEUNITED STATES-l04th Cong., 1st Sess,' 

S.343 " 

To reform the regulatory process, and for ether purposes. . . ". ': . 

Referred to the Cornm~e 90._..."..._.,....,... ________ _ 
and ordered to be printed 

Ordered to lie on the table and to be printad 

Amendment intended to be propose<:! by Mr. Chafee.to amendment No. 14B7 
. prop~sed by l'v1r. Dole' , 

Viz: 

Ial 002 

IlJ 002 

1 . On page 35, strike subsection 624(aHlines to through 13) 'as modified by the Dole 

2 Amendment No. 1496 and insert the foUov~in9: 
. . 

3 "(al Construe~on with Other Laws'-ThEnequirements ofthis section shall 

4 suppl~ment, and not supersede, any other dacisional criteria otherWise provided by 
. . 

5 . 'law .. If, with respect to any rule to be promulgated by a Federal agency, the 

6 agency cannot comply asamatter of law both with ar~uirement of this section 

7 and any re'quirement of the statute ~UthorU:ing the rule, such requirement of this 

8 section shall' not apply to the rule .•. 
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MEMORANDUM 

Date: September 2S, 1995 

From: Dave Hawkins 

To: Interested Senate Offices 

Latest Robb "Reg Refonn" Proposal 

We have looked at the latest package from Robb's office. It should be far from acceptable to 
I r~sponsible Senators. 

• It moves essentiany all the way back to Dole-John~on on the key issues of deCisional 
criteria and judicial review. 

• It recteates unworkable overlapping petition proc:esses. 

• It restores the repeal of the Delaney clause. 

Dec:i&loml Criteria 

The proposal changes the August 4 Conrad-Robb proposal in two fundamentally adverse 
ways. 

( First, the proposal now imposes an· unquaJitied "greater net benefits" or "less net costs" test 
on all major rules. The prior vroposal excused agencies from making these findings where 
uncertainties prevented such a finding. Now the agency cannot issue the rule without making 

I
' the finding and may only consider uncertainties as part of the finding. This will require the 

" agency to prove the impossible, given the uncertainties, and will set up the rule for judicial 
reversal. 

Second, the proposal restores the supmnandate effect of Dole-JoJmgton, stripping away 
language that had been offered to Senator Chaffee and improved on by Conrad-Robb. The 
proposal strikes the following sentence that was in the "CONSTRUCTION WITH OTHER 
LA WS" subsection of the August 4 Conrad-Robb proposal: "If the requirements of this 

. section are inconsistent with the rele':ant provisions of the statute, as- reasonably interpreted 
by the agency, that authorize the promulgation of a nile subject to this subchapter, this 
section shall not apply to the rule." 

The deleted senten~ contained two important safeguards. First, it made clear that the 
underlying statute applied in case of a con1liet. This rule of inapplicability ",'ould be 
eliminated. Second, the deleted sentence upheld existing judicial deference to agency 
interpretations of the many statutes that do not contain express prohibitions on consideration 

141002 
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of costs. Key staNte&, ,uch a6 the Clean Air Act, Clean Water Act, Occupational Health and 
Safety Act and others; have been interpreted by ag~Dcies and upheld by courts over the last ' 
25 years to give primacy to health, safety and environment needs. By striking the sentence, 
tho: proposal would put at risk the 2S years of settled interpretations of these major 
environmental, health, and safety laws. . 

This result is not prevented by the addition of the "seletted from among the reasonable 
alterna.tives" text in subsection (a). This new text is sUfl'lusagc, since no rule would be legal 
if it were outside the range of reasonable alternatives. The definition of "reasonable 
alternatives" does not ~tain any safeguards making the decision roles inapplicable in case 
of conflict nor any language protecting reasonable agency interpretations of existing laws to 
limit cost considerations. 

In :sum. the new proposal creates decoisional criteria that are much more difficult to pass and 
restoreli a supennandate that will weaken many e:osting laws. 

Th~ new judicial review language retwns .to the acroS9-th~board review approach of Dole­
Johnston. Any failure to meet the m)Tiad sI*=ific requirements of SUbchapter II or III can ~ 
grounds for overturning a rule. To avoid this result an agency would have to prove that its 
filiI UN "did not maTerially affect the outcome" of its decision. This is a requirement to prove 
a negative - extremely difficult, ifnol impossible. To show that a deviation from the 
analytical s~ific$ of S. 343 did not affect the outcome, the agency might have to redo the 
analysis after the court had identified the failure: this is the practical equivalent of 
overturning the rule. ThuS, the new proposal restores S. 343'5 ability to tie up rules in court 
ind~finitely. 

Petitions 

. The new proposal restores overlapping petition processes and creates an unworkable 
scheduling mechanism that could change with every year's appropriations bill. 

Und.:r the new propolJll a major rule could be the SUbject of petition under both § SS3(l) and 
under § 623. An agency could be forced to put (or keep) a rule on the § 623 ~hedule even 
ifit had already granted a petition under § SS3(1). The rule cannot be taken off the § 623 
schodule uotil a n9tice of proposed rulemaking is issued under § 553(1). 111US, for several 
years Ii rule could bel occupying a "slot" on the § 623 schedule (thus preventing scheduling 
:moth.:! rule), even though it was expending resoun:es to develop a proposal to respond to a § 
SS3(l) petition. 

'.It'hile the AuguGt 4 propo$81 allowed the agency to extend deadline!'. when resources were 

<m UUJ 
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j 
inadequate, the ne ..... proposal weakens thatautijority. First, in subsection(bX3) the phrase 

, "unless the agency reasonably determines the resoun:es expected to be ilvailable ... ~vent ... " 

I 
has been changed to "unless the resources expected to be available ... prevent.. .. " The deletion 
of the reference to the agency's reasonable detennination means a court could strike dOVwTl I extensiOns even where the agency had reasonably detenniried that a resource shortage existed. 

In uddition, the ne ..... proposal would fon:e an agency to disrupt an established 11 year 
"chedule and replace it with a 5 year schedUle, based on a singleyelU's appropriations act. A 
funding rate sufficient for a S year completion path might be provided in year one but what 
happms if the next year's appropriations is not continued at that rate? As \\rinen, the new 
proposal might require the agency to complete its work in S years even though it latk the 
funds to do so. 

Delaney OllUle 

The August 4 proposal would have deleted the repeal of the Delaney c:lause outright or have 
replaced it with a fast-track Congressional review. The new P!'0pos.a1 is silent on Delaney, 
thus leaving the Dole-Johnston repeal intact. As we have said many times before. the repeal 
of the important Delaney provision is a special-interest fix that has no place in a regulatory 
reform bill. 
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7 

Wed) NET BENEFITS AND COSTS.-- In an agency determination under subsection 

(41)(3) or (b)(2), the use of the term "net" when referring to benefits or COSts shall include the 

considerations referred to in subsection (2) and subsection (3) in §621 ... 

~(e) CONSTRUCTION W~:~LAws.--The requirements of this section 

shall supplement, and not supers~ , any other decisional criteria otherwise provided by law. 

Nothing in this section shall be construed to override or amend any statutory requirements. 

including health, safety, and environmental requirements." 

9 

m 
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623(a) (1) (B) -- Delete. ADD at end of 623(a)(1): 

The agency shall explain why it selected the 
alternative in light of any cost-benefit analysis or 
risk assessment and other relevant factors. 

[Alternative: revise 623(a) (1) (B): 

achieve the benefits which is the objective of the 
rulemaking in a more cost-effective manner than the 
other reasonable alternatives evaluated by the agency, 
unless the agency provides a rational basis for 
selecting a different alternative; 

Judicial Review -- delete sec. 624 and substitute: 

No claim of noncompliance with this subchapter or 
subchapter III [or other subchapters?] shall be 
reviewed separate or apart from judicial review of the 
final agency action to which they relate. 

Except as otherwise provided by law, the 
information contained in any cost-benefit analysis or 
risk assessment required under subchapter II or III may 
be considered by the court, to the extent relevant, 
solely for the purpose of determining whether the final 
agency action, based upon the entire record, is 
arbitrary, capricious, or an abuse of discretion [or 
not supported by substantial evidence ••• ] The 
adequacy of compliance 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 wholly omitted to perform a required cost 
benefit analysis or risk assessment. 

~002/002 
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• 

• 

ISSUES OF CONCERN 

- -
Decisional CriteriaJSupermandate -- ensure no supermandate and sufficient flexibility 
where scientific or other uncertainties exist. 

Judicial Review ---possibility that minor procedural misstep with cost or risk analysis 
could be ground for remand; any review should be restricted to final agency action based 
on the whole rulemaking record under existing standards. 

Petitions/Look-Back Review -- burdensome and overlapping"(>rocesses would tie 
agencies in knots and waste increasingly scarce resources. 

Effective Date --_backdoor regulatory moratorium if applicable retroactively or 
Congressional review period extended. 

* * * * * 

• Nunn-Coverdell Amendment's Definition of "Major Rule" -- expands rules subject to the 
bill's requirements to include up to 150 rules that affect small businesses. 

• Risk Assessments -- applies to all agencies rather than just those that routinely regulate 
risk; micromanages peer review; requires extensive consideration of substitute risk; and 
pushes agencies toward single-point estimates rather than ranges. 

• Repeal of DelaneyrrRI Restrictions -- significant substantive issues should not be 
resolved in what is a "process" bill. 

• Consent Decrees -- prohibits court enforcement of settlement agreements that restrict 
agency discretion; but any settlement agreement restricts the signers' discretion. 

• Affirmative Defenses -- bars penalties where a party "reasonably" relies on rule 
inconsistent with rule being enforced or party's "good faith" interpretation of rule. 

• Changes to APA -- changes 50-year old law in lots of minor ways that will engender 
much uncertainty and/or litigation. 

• Regulato[), Accounting -- burdensome and costly "make-work" requirement to calculate 
annually the costs and benefits of all major rules for 5-year period. 



* substitute the language of § 623 of s. 1001 for § 625 
of S. 343 1 , or 

* Adopt the following revised judicial review language: 

strike line 15 of page 38 through line 7 on page 40, 
and insert in place thereof the following: 

(a) REVIEW.--compliance or noncompliance by an 
agency with the provisions of this subchapter and 
subchapter III shall be subject to jUdicial review only 
in accordance with this section. 

(b) JURISDICTION.--(l) Subject to paragraph (2.) 
and to any limitations on judicial review which are 
applicable to the final agency action, the court with 
jurisdiction to review the final agency action has 
jurisdiction to review claims of noncompliance with 
this subchapter or subchapter III. 

(2) No claims of noncompliance with this 
subchapter or subchapter III shall be reviewed separate 
or apart from judicial review of the final agency 
action to which they relate. 

(c) RECORD.--Any cost-benefit analysis or risk 
assessment required under this subchapter or subchapter 
III shall constitute part of the rulemaking record of 
the final agency action to which it pertains for the 
purpose of judicial review. 

(d) STANDARD FOR REVIEW.--In any judicial review 
proceeding, the information contained in any cost­
benefit analysis or risk assessment required under 
subchapter II or III may be considered by the court, to 
the extent relevant, as part of the administrative 
record solely for the purpose of determining whether 
the final agency action is arbitrary, capricious, or an 
abuse of discretion. The adeguacy of compliance 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 wholly omitted to perform a 
required cost benefit analysis or risk assessment. 

We have technical corrections to the S.1001 -



(d) STANDARD FOR REVIEW. -- In any proceeding involving 
judicial review under section 706 or under the statute granting 
the rulemaking authority, failure to comply with this subchapter 
or subchapter III may not be considered by the court except for 
the purpose of determining, based on the rulemaking record as a 
whole,whather the final agency action is arbitrary or capricious 
or an abuse of discretion (or unsupported by substantial evidence 
where that standard is otherwise provided by law). 

or 

(d) STANDARD FOR REVIEW. -- 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 
administrative record solely for the purpose of determining 
whether the final agency action is arbitrary, capricious, or an 
abuse of discretion. The adequacy of compliance 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. 



I C/UlrJ AnI 

f July 14, 1995 CONGRESSIONAL RECORD-SENATE S 10061 
Mr. 'GLENN Bubmltted an amend­

ment Intended to be proposed by him 
to amendment No. 1487 proposed by Mr. 
DOLE ;'0 the bill. S. 343. supra; as fol­
lows: 

On page 2:3. strike lines 20 through 23 

LEVIN AMENDMENT NO. 1662 

(Ordered to l1e on the table.) 
Mr. LEVIN submitted an amendment 

Intended to be proposed by him to 
amendment No. 1487 proposed by Mr. 
DOLE to the blll. S. 343. supra; as fol­
lows; 

00 pag~ 39, st.rtke Unes 18 through line 7 on 
page 40. 

DORGAN AMENDMENT NO. 1663 
(Ordered to lie on the table.) 
Mr. DORGAN submitted an amend­

ment in~ende1 to be proposed by him 
to amendment No. 1487 proposed by Mr. 
DOLE to the bill. S. 343. supra; as fol­
lows: 

On page 17. beginning on line 8, st.rtke OUt 

"mergers. aCQulsl ttons.". 

BIDEN AMENDMENTS NOS. 1664-1665 

(Oruered to lie on the table.) 
Mr. BlDEN submitted two ameDd­

meDts intended to be proposed by him 
to ameDdment No. 1487 proposed by Mr. 
DOLE to .he blll. S. 343. supra: as fol­
lows: 

AMENDMENT No. 1664 

00 page 75. IIDea 24 through 26 delete "I t 
sball be aD acnnnattve defense In any eo· 
(orcement action brought by an agency 
that" and Insert "no ctvll or criminal pen· 
alty shall be Imposed Ir·. 

AMtf';OMEl'Io'T No. 1665 

Delete (rom page 3S line 23 to page 37 line 
18 and insert In lieu thereof the following: 
*462-4. Decisional criteria 

"(a) COSSTRUC'nQN WITH OTHER LAWs.-The 
requirements of this section shall supple­
ment. and DO: supersede, any other 
deciSional criteria otherwise provided by 
law, 

"(b) REQUffiEMEN7'S.-Except as Drovtded tn 
subsect.ion (Cl. no nnal major rule subject to 
this subchapter shall be promulgated unless 
tbe a.eency bead publishes in the Federal 
Register a finding that-

"(1) the benefits from the rule justify the 
costs of the rule: 

"(2) the rule employs to the extent prac­
ticable flexible reasonable alternatives of 
the type described In section 622(c)(2)(C)(1iiJ: . 
aDd 

"(3HA) the rule adopts a cost-effective 
choice among the reasonable alternatives 
that achje\-'e the objectives of the statute; or 

"(4) ir a risk assessme:tt is required by sec­
tIon 632-

"(A) the rule Is likely to slgnlflcaDtly re­
duce the human health. safety. and enViron­
mental risks to be addressed; or 

"(B) if scien:l!lc. technical. or economic 
uncertainties or nonQuantlC1able benefits to 
bealth.· safety. or the environment. preclude 
making the nndlng under subpara.graph (AL 
promulgating the nnal rule Is nevertheless 
justIfied for reasons stated In writing accom­
panying the rule and consIstent with su~ 
chapter UI. 

"(c) ALTERNATIVE R~QUIREMENTS.-IC. ap. 
Dlylng the statutory requirements upon 
"'h!ch the rule Is based. 8. rule cannot satisfy 

the criteria of subsection (b). t.he agency 
bead may promulgate the rule If the agency 
head finds that-

"(1) the rule employs to the ext.ent. prac­
ticable nexlbJe rea.sonable alternatives o( 
the type described In SectlOD 622(c)(2)(C)(lil): 

"(2)(A) the rule adopts a cost-effective 
choice among the rea.sonable alt.ernatlves 
t.hat. achieve the objectives of the statute: or 

GLENN AMENDMENT NO. 1668 

(Ordered to lie on the'table_) 
Mr. GLENN submitted an amend­

ment intended La be proposed by him 
to amendment No. 1487 proposed by Mr. 
DOLE to the bill. S. 343. supra; as fol­
lows; 

Delete from page 38. Hne 15 to page 39, line 
17 and Insert the following: 

"(a) Compliance or noncompliance by A 

agency with the provisions of this sub­
chapter and subchapter W shalt not be sub­
ject to judJclal review except In connection 
with reView of a final agency rule and ac­
cording to the provisions of this sectJon, 

"(b) Any determination by a deSignee of 
the PreSident or the Director that a rule ts, 
or Is not. a major rule shall not be subject to 
judicial review In any manner. 

"(C) The determination by an agency that 
a rule is, or Is not. a major rule shall be set 
aside by a reviewIng court only upon a. clear 
and convinCing showing that the detennina­
tion is erroneous In light of the InformatiOn 
available to the agency at the time the agen­
cy made the determination. 

"(d) If the cost-benefit analysIs or risk as­
sessment reQuired under this chapte:' has 
been whol!.y omitted for any major rule. a 
court sball vacate the rule and remand the 
ca..se for fllrtber constderatiOD. If an analysts 
or assessment has been perfonned. tbe COUrt 
shall not reView to determIne wbetber tbe 
analysis or assessment conformed to the par­
ticular requirements of this cbapter. 

"Ce) Any cost-benefit analysis or risk as­
sessment. prepared under this chapter shall 
not be subject to judicIal consIderation sepa­
rate or apart from review of tbe agency ac­
tion to which it relates. Wben an action (or 
judIcial review of an agency action is insti­
tuted. any analysIs or assessment for sucb 
agency action shall constitute part or the 
whole administrative record of agency ac­
tion for the purpose of judJcla1 review or the 
agency action. " 

BOXER AMENDMENTS NOS. 1667-
1678 

(Ordered to lie on the table.) 
Mrs. BOXER submitted 12 amend­

ment intended to lie proposed by her to 
amendment No. 1487 proposed by Mr. 
DOLE La the bill S. 343. supra; as fol­
lows: 

AMENDME~'" No. 1667 

On page 96. insert between lines 20 and 21 
the following new sectloD: 
SEC •. RUU: OF CONSTRUcnON RELATING TO 

nn: COMMUNl'IY RIGHT TO KNOW 
ACT. 

Nothing In thb Act (including a.oy amend­
ment made by this Act) shall be construed to 
revise. amend. weaken or delay to any way, 
the requirements or criteria under the Com­
munity Right to KnoW' Act, 

AMENDMENT No. 1668 

On page 96. insert between lIne~ 20 and 21 
t.he follOwing new section: 
SEC. RU\...E OF CONS'm:UcnON REUTING TO 

THE CLEAN AIR ACT. 
NoChing In this Act Oncluding- any amend­

ment made by this Act) shall be construed to 

revise. amend. weaken or delay tn any way. 
the requlrementa or criteria uoder tbe Clean 
Air Act. 

AMENDMEh'T NO. 1§69 

In sectJon 621(9)(B). strike clause (xii) and 
renumber B.CCordJ ngly. 

AMI::.NOMENT No. 1670 

10 section 621(9)(B), strike clause (xl) and 
renumber accordingly, 

AMENDMENT No. 1671 

In sectIon 621(9)(B). strike cla.use (x) and 
renumber accordIngly. 

AM£NDMOiT No. 1672 

In section 621(9)(B), strike clause (vi) and 
renumber accordingly. 

AMENDMEN':" No. 1673 

In section 621(9)(B). strike Clause (iii) aod 
renumber accordingly. 

AMENDMEh'T No. 1674 

In section 621(9){B). strike clause (11) and 
renumber accordingly. 

AMENDMENT No. 1675 

On page 25. between lines 22 And 23. insert 
the follo\4'ing: 

"Cg) ExEMPTION' FOR RULE OR AC£SCY AC­
TION R£l.ATJ:--'C TO THE SAF"E'TY or BLOOD SuP· 
PLY.-None of the prOvisions of this sub­
chapter or subchapter m shall apply to any 
rule or ageocy actJoD Intended to ensure the 
safety. efncacy, or availablljty of blood. 
blOOd products, or blOOd-derlved products. 

AME."'lDM[NT No. 1676 

On page 96. insert between lioes 20 and 21 
the following new sectloo: 
SEC. • Rut.E OF CONSTRUcnON RELATING TO 

ntE SAFE DRINKING WA'n:R ACT. 
Notbing in this Act (including any amend­

ment made by thJs Act) shall be construed to 
revise. amend, weaken. or delay in any way. 
the requirements or crIteria under title XlV 
of the PubliC Health Se:-vtce Act (42 U.S.C. 
300f et seq.) (commonly kno ....... n as the "Safe 
Drinking Water Act"). 

AM[~DM£J-.," No. 16Ti 

On page 96. insert between lioes 20 and 21 
the follo ..... ing new section: 
SEC. • RUU: OF CONSTRUCTION RElATING TO 

TIlE COASTAL rom MANAGEMENT 
ACT OF urn AA"D 'THE OIL POlLlI· 
nON ACT OF 18'90. 

Nothing 10 this Act (including any amend­
ment made by this Act) shall be construed to 
revise. amend, weaken. or delay in any way. 
the requirements or criteria under the Coast­
al Zone Management Act of 1972 (16 U.S.C. 
1451 et seQ.} and the Oil Pollution Act. of 1990 
(33 U.S.C. 2701 et seq.). 

AMENDMENT NO. 1678 

At the end of section 621. add the follow. 
log: 

"(xJV) a rule or other' action taken in con­
nection with the safety of aviation." 

CRAIG (AND HELFIN) AMENDMENT 
NO. 1679 

(Ordered La lie on the Lable.) 
Mr. CRAIG (for himself and Mr. HEF­

LIN) submitted an amendment intended 
to be proposed by them to amendment 
No. 1487 proposed by Mr. DOLE to the 
bill S. 343. supra; as follows: 

On page 96. between lines 20 and 21. 
insert the following': 
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CHAFEE (AND LIEBERMAN) 

AMENDMENT NO. 1592 
(Ordered to lie on the table.) 
Mr. CHAFEE (for himself and Mr. 

LIEBERMAN) submitted an amendment 
intended to be proposed by them to 
amendment No. 1487 proposed by Mr. 
DOLE to the bill. S. 343. supra: as fol· 
lows: 

Beginning on page 38. Hne 14. st.rlke all 
thrOugh page 40. ltne 7 (the proposed section 
625 on Jurisdiction and Judicial review), and 
Insert tn Heu thereof the (ollo ..... lng: 
SEC.62..\. JUDICIAL REVIEW. 

"(a) Compliance or noncompliance by an 
ngency with the provisions of this sub­
chapter and subchapter III shall DOt. be sub· 
ject LO judiCial review except 10 connection 
\A,'lth review of a final agency rule and ac­
cording t.o the provisions of thiS section. 

"(b) Any determlnation by a designee of 
the President or the DlrecLOr that a rule is. 
or Is not. El major rule shall not be subject t.o 
judicial review in any manner. 

"(e) The determination by an agency that 
a rule is, or is not, a major rule shall be set 
aside by a reviewing court only upon a clear 
and convincing showing that the determlna· 
tion is erroneous In light of the Information 
available to the agency at the time the agen· 
cy made the determination. 

"Cd) If the cost-benefit analysts or risk as­
sessment required under this chapter has 
been whOlly omitted for any major rule, a 
court shall vacate the rule and remand the 
case for further consideration. If an analysis 
or assessment has been perfonned, the court 
shall not review to determine whether the 
analysis or as3essment confonned to the par· 
ticular requirements of this chapter. 

"(e) Any cost-benefit analYBls or risk as· 
sessment prepared under this chapter shan 
Dot be subject to judicial consideration sepa· 
rate or apart from review of the agency ac­
tion to which it relates. When an action for 
judj~ial revie ..... of an agency action is insti­
tuted. any analysis or assessment for such 
agency action shaJl constitute part of the 
whole administrative record of agency ac­
~ion for the purpose of judicial review of the 
agency action.··. 

CHAFEE AMENDMENTS NOS. 1593-
1595 

(Ordered to lie on the table.) 
Mr. CHAFEE submitted three amend· 

ments intended to be proposed by him 
to amendment No. 1487 proposed by Mr. 
DOLE to the bill. S. 343. supra; as fol· 
lows: 

AME:-;D~ENi' No. 1593 
Amend section 621 of title 5, United States 

Code. as added by section 4(a) by Inserting 
after paragraph (5), the following ne ..... para· 
graph; 

"(6) The term 'major rule' does not include 
a rule that approves. in whole or in part. a 
plan or program adopted by a State that pro­
vides for the implementation. maintenance. 
or enforcement of Federal standards Or reo 
Quirements;·'. 

AMESDMEN"l' NO. 1594 
On page 36, beginning at Une 11. strike all 

through line 21 (the proposed pa.ra.gTaph (of) 

on reducing risks). 
Beginning on page 37, lioe 19. strike all 

t.hrOugh page 38. line 5 (the proposed para· 
graph (31 on reducing risks). 

AMENDMENT No. 1595 

On 'pa'fe ~. after \lne 6. insert. the follow. 
ing new paragraph: 

"(3) No numerical est.lmat-e of benefits pre­
pared Pursuaot t.o this subchapter shall In 
any way dIscount the value of benertLS ex­
pected to be expenenced In the future," 

CHAFEE AMENDMENT NO. 1596 
(Ordered to lie on the table.) 
Mr. CHAFEE submitted an amend­

ment intended to be proposed by him 
to amendment No. 1487 proposed by Mr. 
DOLE to the bill. S. 343. supra; as fol­
lows: 

Beginning on page 35. line 9, strlk.e all 
through page 38. Ii De 13 (t-he proposed section 
624 on decisional crlt-erla) and Insert In lieu 
thereof the following: 
-SECTION 82-4. DECISIONAL CRlTEIUA. 

"(a) COSSiltUCTlON WfTli OTHER LAWS.-lf. 
with respect to any action to be taken by a 
Federal agency. it Is not possible for the 
agency to comply both with the prOvisions of 
this sectioo and the provisions of other law. 
the prOvisions of this section shall not apply 
to the action. 

'"(b) REQUJREME!'o'TS.-Except as provided in 
subsection (C). no final major rule subject to 
this subchapter shall be promulgated unless 
the agency head publishes in the Federal 
Reg-Ister a finding that.-

'"(11 the benefits from the rule justify the 
cos':.s of the rule: 

'"(2) the rule employs to the extent prac­
ticable Oexible reasonable alternatives of 
the type described in section 622(c)(2)(1tl): 
and 

"(31(A) there is no other reasonable alter­
native that provides equal or STeater bene­
fi t.s at. less cost: or 

"(B) if SCientific. technical. or economic 
uncertainties or DODQuantifiable beDents to 
health. safety, or the environment ldenUned 
by the agency tn the rulemaklng record 
make a more costly a.lternative tha.t 
achieves the objectives of the statute appro­
priate and in the public interest and the 
agency provides an explanation of those con­
siderations. the rule adopts the least cost al­
ternative of the reasonable alternatives nec­
essary to tak.e into account such uncertain­
ties or bene fi t-S. 

"(el Al.iER:-: ... nVE REQt;tRE~1E:-''TS.-If an 
agency head has a nondiscretionary duty to 
~romulgat.e a rule that cannot satisfy one or 
more of the criteria es~blished by sub· 
section (bl. the agency head shall promul­
gate the rule ensuring that the remaining 
criteria of subsection (b) are satisfied. 

"(d) PUBl.ICATIO}; OF THE REASONS FOR Nos­
CO)'!PLI.':-;CE.-lf an agency promulgates a 
rule to which subsection CCI applies. the 
agency head shall prepare a ..... ritten expla­
nation of why the agency is required to pro­
mulgate a rule that- does not satisfy the cri· 
terla of subsection (bl and shall transmit the 
explanation with the final cost-benefit anal­
~'sis to Congress when the final rule is pro­
mulgated." 

STEVENS AMENDMENTS NOS. 1597-
1603 

(Order to lie On the table.) 
Mr. STEVENS submitted seven 

amendments intended to be proposed 
by him to amendment No. 1487 pro­
posed by Mr. DOLE to the bill. S. 343. 
supra: as follows: 

. .... ).lE!'"DMEST No. 1597 

On page 19. strike lines 5 through 7 and tn· 
:$ert In lieu ':.hereof the following: 
""78aaa et seq. 1: 

""\xii) a ~ule that involves the inter­
national trade laws of the Unit.ed StaLes: 

"(xiii) a rule intended to implement sec­
tion 304 of the Public Healt.h SerVice Act (42 

U .S.C. 263b) (as added by Section 2 ••• of 
the Wat.er Quality Standards Act of 1992):'". 

"(xlv) a rule that allocates re~ource! or 
promotes compeUt.lon amoqg Industry ~ec. 
tor'S, such as a rule to e!UtbTlsh catcb Ilmlt..~ 
pursuant the Magnuson Fishery Conserva. 
t.lon and Management Act'(l6 U.S.C. 1801 et 
seQ.) or to require Intercoonectlon among 
common carriers pursuant to the Commu· 
nlutioDS Act of 1934 (47 U.S.C. 1~1 et !eQ.l: or 

"(xv) 8. rule that InVolves hunting under 
the Migratory Bird Treaty Act 116 U.S.C. 703 
et seq.). 

AMENDMENT No. 1598 
On page 19. beginning on line 16, strike all 

through page 20. lIoe 6, and insert In lieu 
thereof the follOwing: 

"0) whether the rule Is or is not a maJor 
rule witbln the meaning of section 
621(5XAHI) or 621(5)(C). or has been des· 
Ignated a mal or rule under section 621(5J: and 

"(2) U the agency determines that the rule 
Is 8. major rule. wbether tbe rule requires or 
does oot require the preparation of a risk as­
sessment under section 632(a). 

"(b) DESIGNATION.-(l) U an agency has de· 
tennloed that a rule Is not a major rule 
wlthio the meaolng of section 62H5HA Hi) or 
&21(5)(C), the President may determine that 
the rule Is 8. major rule or designate"" 

AMENDMENT NO. 1599 

On pa.ge 20, beginning on line 23. strl ke all 
through page 21. line -4. and insert in lieu 
thereOf the [ollowt ng: 

"(B)et) Wben the PreSident has published a 
determlo&.tloD or designation that a rule is a 
major rule after the publication of :;,he notice 
of proposed rulemak.:ing for tt~e rule, the 
agency shall promptly Issue and place in the 
rulemaktog rUe an tnltial cost-benefit analy­
sis for the rule a.nd shall publish in the Fed­
eral Register a summary of such analysis. '" 

AMENDM£.V1' No. 1600 
On page 14.. strike lioes 3 througb 17 and in· 

sert in lieu thereof the following: 
plexlty of the decision and any' need ror expe­
dition. 

"(5) the term 'major rule' means--
"(A) a rule or set of closely relat.ed rules 

that the agency proposing t.he rule or :he 
President determines is likely to have a 
gross annual effect on t.he economv of 
SlOO.OC'IO.OOO or more in reasonably Qua~tifi. 
able increased cost.s (and this limit my be ad· 
justed periodically by the DirectOr. at the 
Director's sole discretion, to account for In· 
nation); 

"CS) a rule that is otherwise designated a 
major rule by the President (and designa.tion 
or (allure to designate under this clause 
shall not be subject to judicial review): or 

"(C) any rule or set of closely related rules. 
not determined. to be a major rule pursuant 
to subparagraph (A) or (Bl. that the agency 
proposing the rule determines will have a 
significant economic impact On a substantial 
number of small bUSinesses. pursuant to sub­
chapter I; 

"(6) the t;.erm 'market-based mechanism' 
mean5--. 

AMEHDM &NT No. 1601 

On page 3, ltDe 7. strike "dures." and insert 
in lieu thereof "dures established by law o. 
practice for the internal procurement or ac!· 
ministrative functions of that agency' 

AME."iO)'1k::.1T No. 1602 
On page 12, beginni:'lg ..... ith ""01"' on Il:-','~ 11 

Strike all through ""(2)" on line 18. 

AMENOMEST No. 1603 

On page 48. line 7. strike "thiS sub­
chapter." and insert in Heu thereof "UlIS 
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GOOD RULESIRULES LIKED BY INDUSTRY 

U.S COAST GUARD 

P.2 

DRAFT 

USCG's regulatory program has both "local" and "national" components. The 
local component includes periodic and emergency regulations affecting 
commercial and rea-eational customers that are regularly updated as changing _ 
conditions warrant. These include bridge regulations and access to local 
waterways. Regulatory choices include temporary regulations, emergency rules 
and deviations to evaluate changes suggested by customers. This flexibility 
could be seriously impeded by additional oversight and analysis requirements. 
These local rules currently inClude changes, both temporary and permanent, that 
support and are responsive to local and small businesses, such as temporary 
rules for marine events (Memorial Day, July 4, OlympiCS, America's Cup 

Offshore Supply Vessels 

In conjunction with industry, USCG developed standards specifically designed 
for these vessels. The industry was unhappy because the vessels were regulated 
under small passenger vessels rules that were outdated and made lir-Je sense. 
IFR published 11/16/95. 

Reaeationallnflalable Personal Flotation Devices 

Users want more comfortable PFDs. Safety will improve if the devices are made 
more comfortable and more people actually wear them. 

Small Passenger Vessels 

USCG updated these rules to make them more streamlined, tiered to vessel size, 
and relevant to modern vessels. Industry wanted the changes. 

facsimile Filing Of Instruments -

USCG has consolidated many regional offices into one; to maintain ease of filing 
for the public, the Coast Guard is therefore allowing ownership and lien 
documents by fax. 

Routine And Frequent Rules 

The USCG frequently issues numerous routine traffic: management and safety 
regulations to address local or temporary problems. These include local rules on 
aids to navigation (move buoy if sand bar shifts), anc:horages, safety fairways 
and traffic separation schemes (around drill platforms), drawbridge operations, 
inland and international navigation, and regattas and marine parades. Most of 
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these are popular; for example, the USCG issued the temporary rules that 
protected the America's Cup competition. 

MARITIME ADMINIS'BAnON 

Obligation. Guarantees for Eligible Export Vessels 
and Shipyard Modernization and Improvement 

In response to the Shipyard Act, MARAD issued a final rule in September 1994 
expanding the scope of projects eligible for obligation guarantees under its Title 
XI Program to include vessels constructed for export and documented under 
foreign law, and for the statutory mandated modernization and improvement of 
U.S. shipyards. Title XI authorizes DOT to guarantee the repayment of loans 
issued for the purpose of financing construction, reconstruction" or 
reconditioning of vessels builtin U.S. shipyards. Traditionally, Title XI 
guarantees were available solely to U.S.-owned and registered vessels. This rule 
is part of a National Shipbuilding Initiative to preseNe shipbuilding capability 
for national security and to aid in the transition of the U.S. shipbuilding industry 
from military to commercial projects. It also provides an economic stimulus to 
U.S. shipyards and US. maritime industry suppliers by increasing the number of 
construction and reconstruction projects and supporting approxiJnately 9,720 
jobs (many of which otherwise might be lost) in the shipyard and supplier 
industries. 

A NPRM was published on April 26, 1995, with respect to overall Title XI 
program administration. It is intended to shorten significantly the time MARAD 
takes for processing applications for loan guarantees and reduce the economic 
burden on applicants, while complying with MARAD's need to protect the 
Government's finandal interests. This rulemaldng applies to all Title XI projects, 
including export vessels and shipyard modernization and improvement. This 
streamlining will encourage worthy business interests to make application for 
loan guarantees with reasonable terms and conditions. 

Cargo Preference U.S.·Flag Vessel: Fair and Reasonable Rates 

Two cargo preference rulemakings relate to the calculation of fair and reasonable 
rates for the carriage of bulk cargoes. An ANPRM was published on Apri119, 
1995, requesting comments on a new methodology of calculating such rates for 
bulk and packaged preference cargoes that would be fair to aU carriers, would 
lower the shipping costs to the Government, and would encourage more efficient 
vessels in the trade. Operators of bulk vessels should appreciate the opportunity 
to have an early role in restructuring the methodology for calculation fair and 
reasonable rates. An NPRM published on Apri126, 1995, would expand the 
procedures for the calculation of fair and reasonable guideline rates for certain 
preference cargoes carried in U.S.-flag liner vessels to cover bagged or packaged 
agricultural commodities in parcels of 5,000 tons and greater. 
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Cargo Freference U.S.-flag Vessels; Available U.S.-flag Commercial Vessels 

On May 9, 1995, MARAD published a final rule that, for a one-season trial 
period, will permit agricultural product cargoes destined for foreign countries to 
count toward meeting cargo preference requirements if they are moved from 
Great Lakes ports by foreign feeder vessels through the St Lawrence Seaway and 
transferred to US.-flag vessels for the ocean portion of the voyage. This rule 
allows U.S. ports on the Great Lakes to compete again for agricultural 
rommodity preference cargoes since direct U.S.-flag commerdal ocean-going 
service to foreign co\U\tries from the Great takes ports has disappeared in recent 
years. This rulemaking is welcomed by the Great Lakes port and port-related 
business interests, growers of midwest grain, grain elevators and grain 
rn.arketing concerns. MARAD is considering extending this interpretation for an 
additional five seasons. 

FEDERAL A VIA TION ADMINISTRA nON 

Commuter Aircraft Rule 

Last December, the Federal Aviation Administration issued the final rule in its 
proceeding to upgrade the safety standards for commuter aircraft. This rule 
makes the requirements for scheduled aircraft with 10 or more seats much more 
comparable to those that apply to large airline aircraft. Passengers will be able to 
fly with greater confidence and the aviation industry has widely supported this 
rule.. 

Harmonization of Certification Standards (4 rules) 

These four related rulemaldngs on small aircraft certification deal with 
powerplants, flight operations, systems and equipment, and airframes. They are 
part of an ongoing effort to harmonize FAA standards with those of the 
European Joint Airworthinsss Authorities (JAA). By avoiding unnecessary 
duplication in airworthiness certification, the harmonization initiative holds the 
potential for enormous savings to the industry. OveraU, one industry source has 
estimated the potential value of harmonization at $1 billion. 

Ground Deicing Procedures· 

Following a dramatic crash of an aircraft that had not been properly de-iced prior 
to takeoff, the FAA issued a rule based on the government-industry consensus 
reached at a public meeting. The rule allowed airlines to develop company-by­
company operational programs, subject to FAA approval, specifying the kinds of 
fluids to be used for deicing, limitations on takeoff times in various conditions, 
and similar matters. No large aircraft has had a ground-based icing accident 
since the new procedures were adopted. 

3 
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Advance Qualification Program 

This rule allows airlines, with FAA approval, to use alternative methods for 
training and certifying crewmembers, dispatchers and other persormel. This rule 
thus allows a carrier to tailor training to its particular needs and. operational 
circumstances, and it encourages iMovation in the development of training 
strategies. Moreover, AQP improves flightcrew performance; some of the current 
specific training requirements would otherwise inhibit the use of modem training 
technologies. . 

NATIONAL HIGHWAY TRAme SAFETY ADMINISTRATION 

Heary Vehicle Antilock Brake Systems (ABS) 

In March 1995, NHTSA published a final rule to require heavy vehicles to be 
equipped with ABS to improve the directional stability and control of these 
vehicles during braking. To address earlier concerns about ABS reliability and 
durability, the agency sponsored a carefully documented study of ABS equipped 
vehicles. The agency estimated that the rule would prevent 320 to 506 fatalities 
each year. The cost per "equivalent fatality" is $242,000 to $563,000. 

Automatic Restraints 

In July 1984, Ni-rrsA published a final rule that required automatic protection 
systems in passenger cars. This rule was issued before NHTSA started 
calculating the cost per "equivalent fatality." NHTSA estimated that lives saved 
ranged from 520 to 9,110 annually, depending on the type of automatic restraint 
installed. It also estimated total annual costs, exclUSive of insurance or other 
savings, to be between $510 million and $3.64 billion. In March 1991, NHTSA 
published a final rule to extend the automatic crash protection requirements to 
light trucks. That extension was based in large measure on the experience with 
automatic protection in passenger cars. The agency estimated that the rule 
would prevent 2,016 to 2,378 fatalities each year. The cost per "equivalent 
fatality" is about $600,000. One method of occupant restraint, air bags, was so 
effective that Congress required the installation of air bags in passenger cars, 
light trucks, and multipurpose vehicles beginning in model year 1997. NHTSA 
estimated that the rule would prevent 1,964-3,670 fatalities each year. The. cost 
per "equivalent fatality" is $690,000-1,180,000. 

O~eEOFTHESEeRETARY 

Airline Service Quality Performance Reports 

In response to a large number of complaints about airline delays, this regulation 
requires major air carriers to file on-time service reports with the Department of 

·4 
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Transportation. The Department compUes this information and makes it 
available to the public. Airlines regularly use this information in their 
advertising and otherwise to gain a competitive advantage. Consumers and the 
media have avidly followed the on-time reports. Without imposing any 
substantive requirements on carriers, this rule has established a dynamic that 
uses the competitive forces of the marketplace to improve service. 

RESEARCH AND SPECIAL PROGRAMS ADMINISTRATION 

Hazardous Materials Placarding 

P.8/8 

~ost people have seen tank trucks and tractor-trailers cruising along highways 
with colorful signs on them indicating the kinds of cargoes they are carrying. 
These square-on-point signs are hazardous materials placards required by the 
Department's hazardous materials regulations. The placards enable 
transportation workers and emergency response personnel to identify what 
hazardous materials are present, what precautions to take, and what steps to take 
in response to fires, spills, and other accidents, wherever the accident may 
happen. 

HarmonizatioA of Domestic and International Hazardous Materials Rules 

Over the past several years, the Department has transformed its hazardous 
materials rules, which are necessary to establish a uniform U.s. system for the 
safe transportation of hazardous materials, so that they are consistent with 
international standards used by our trading partners. This effort both protects 
the safety of hazardous materials transportation in the United States - wherever 
the shipments originate - and reduces the cost of transportation, since it makes it 
unnecessary for shippers and carriers to contend with separate domestic and 
foreign regulatory schemes. This harmonization facilitates international trade in 
the chemicals industry, in which the U.S. enjoys a positive annual trade balance 
of about $18 billion. 

Odorization of Natural Gas Distribution Pipelines 

Most people thir\k they know what natural gas smells like and know to contact 
the gas company when they smell a lot of it However, what most don't realize is 
that natural gas is odorless. DOT IBSP A's pipeline safety regulations require that 
pipeline companies mark the gas in distribution lines with distinctive odorant. 
As a result, people now identify the odorant, a mercaptan compound, as the 
"smell of gas. ... 
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NHTSA 

Seat Belts: Lap and shoulder belts have been required for passenger cars since 
1968. Beginning in 1973, integral lap/shoulder belts ~ere required. The same 
requirements were extended to light trucks a few years later. Seat belts are . 
well accepted by the industry and the public and have had a great safety 
impact. For example, in 1994, 9,175lives were saved because of seat belt usage. 
The numbers of lives saved has been going up over the last few years as 
greater numbers of people have been buckling up. 
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CPSC STAFF DRA?T 
Na=ch 1, 1996 

EXAMPLES OF PRCBLEMS Wl~H THE PR0P062D 
Sga=TITJTE rc H ~ 994 ;DIscuaS-~ DR~~ 2/28/56: 1 

The ~=oposed substitute to H.R. 994 (Discussion Eraf~ 

2!2Si96: o=fered ~y Co~greesnec Hyde and Clinger =ails to corzect 

the n~~rous problens with the bill. ?~e proposed substitute 

9uffers ~09t cf t~e B~me flaws as other versions of this bill. 

The exanples disc~sse: belcw demonstrate some of the moat 

signiEic~nt prObI~ ~nd hew t~e bil: ~ould ba~ pu~l~c safe:y, 

wasts re9curces. and underT~e le3it~~te indus==r interests. 

3xample; Ie friaerato[ Sa (et,. Act 

The CPS~IB regulat~o~s ur.der the ~efrigera~or Safety Act 

ehaw how the bill COl',ld cause agencieB to engase in a senseless 

danc~ of =egulating. re:axiDg. and re-regulatir.g at a 

pote:Jt:..ally I:igh cost io :e:ml9 of res:nxe6 and lilies. 'l'hia :ailt 

~as enacted in the 1550s ::0 cc,;:orect the tragic pro~le!ll of 

ehild=etL OOi:19 trappad and kille:l while playing :..naide discardeC 

=efrigeratora. At tl:at time. 30 :0 4C childre~ a year die~ this 

way. The Ac: directed agency ad~ptio:J of =eQ~ire~ents ~o enable 

=efrigerator ~~ra tc opeD easily fror. the ~nEide. 

As a result,the=e 1s curre~t:y little risk of children 

beccm:..D~ trapped an~ tilled inside refr~gerators. However, this 

:'ac:< of oas'.Ia:ties tardly ind1ca::es that o:here !os no O:lgoi::g nsed 

for. or bene=~t =ro~, the regu!a:ion. In fao~. t~e opposi:e ie 

~ The views e~=esBed fr. this paFe~ do not nec8Bsarily 
reflect those of the com~iseion~rs, 



likely true. tbe haza~d is virtually r.an-ex~stent ~eca~B~ t~e 

ru:e continues to be e::fect=.ve. Yet, as discussed below. 

cetermininq the regulat~~r.'s =ost~ ruld bene=ite would be a ~ighly 

:beoretical and ccoplex exercise, seeking to measure deaths and 

tn: ~r les Us ~ w~~ld 1:ave cC'cl.:c:::'e:l hilt for the ru:e. 

Ongc·ing enforceltent cf t:"le rule ·:.ost .. CPSC D:J:bing. because 

industry uniforllly cClIIplies ... ith the rule. 1..&d we ha"e yet to 

hear a conpla:..nt fr01ll industl:'l axut :.he rule. I:ldee:!, Wniz-lpool 

recently ci:.ed cevelopment of tbe te~hnolc9Y :'0 o~eu 

refrig~rators fr~ the insi~e as one of :he cc=poration's 

pr..udest a::h1evements. Nould it be ::;08sit:i.e or ;,forth the 

expenditure of reso~~ceG to esti~Ate how many childre:l wo~ld =ie 

if the ~ul e waa :if :.ed? 

CPSC'g ref:=.gecator regu:ation is ~ si~~le, non-

cO:1tro'/ersial ru:e. B'.~t because the scol=e of this bill ' . .mder 

section 204 is enormoua. it opens ~ ~l& to pote~t:..al review. 

Even ru:es with mi:tor econOGlic impact a::d generally reco£1l:.zed 

Itbou~h no= necessa~ly quantified) safety ~efits coulc 

te:::ni::ate. 1':'e .$100 lIi::'licn lIonetary thres:'lOi:I is just cne 

fact,or for ckterllinin~ whicb rules are co,,-.,red. The criteria in· 

,£ecticn ~.)4(~) pr~/=.~e a ~ost cf add~tianal and often vague basee 

for a rule to be dee~ed ·~~jor.· M08t impc~a~t:y, the petitio~ 

:;:::ocedure =.n section 2~ Ic) provides virtl.:ally unlimited 

cpportunlty :;:0 re-open 'any rule that. is cot a majc::, r~le." ':'he 

low threshold for pa:itions these petitions mus:: be grar::ed. 
t 

unless :I:: wo'\l:ci :lOt be ·in t!1e pl.iblic inte::es:" to conduct a 
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review -- and the ?altry 82: processing fee ensure a floo~ of 

pet;iticns ~ U :204 (01 (:.) and (2) U::). A petition .ight be 

filed l:y a single f::~lLge manufacture:: who, fer eXac1ple, wants to 

produ:.e a zefrigerator w:.t!lcut -:M Eafe~y feature t:> lawar 

produ·:tl.o:l costs. 

V.oreover, the bill is even flawed in ~ow it ~~ld a;p:y the 

$100 l111lian lI'.one:a1)' ~hreshold. fhe bill looka not only at the 

0l190ing ::c·,sts of a rule, ;,ut a':. whether in the ~ast it uhas 

reBulted" ~ a $100 IDU:ion ar:nual effect on tt:e e:lGnOlDY (§ 

204C~j (11). Why B~d a rule be subject :0 review because years 

ago it nad high ccoplian=e costs, wher. tojay t~ose costs oay be 

•. ar·;: lnal ? 

Unfer tbe 1'c:.s:;);:] Prevention Fackag:'ng Act. the C=>r.ll!.ssLon 

iss'JaB ruleiJ rec;:u:.ring =hild-:::-esistar.t. paclta;;,ing fer t:azarcoUB 

~sehold products like cver-tbe-counter dru=B, ~rain cleaners, 

an:' tUIJ:entine. These safety c!.Fs a:'ld packages have ;;::::-evented 

bundrees of deaths c= =cildren who =ould othe:'!:'Wiae acoider:tally 

ingest potential:y poiscllOl.:s su;;'sta:lces aI'Ol::xi t::e home" For 

aspirin and oral prescription drugs a:o~e, tOere were up to 7JO 

fawer such accide~:~ chilo de&ths fro~ the early ~S70B (wber: 

chi~d-resista~t.packagin9 was fL1~t required f:>r th~se items) 

t~::ough ~99~. Yet, the bill would ope~ sucb ~~ison prevention 

rules to review a~d possible ternd~tion. , 
'(be c~illiltion 0:: t:te n"':'D'ber of rulea open t;, review 
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(potential~y every ona; a:.d t~e snort aeadlioes =or ~eview 

..,irt·.1a:ly gu!lranteeo that SOlD.; rules wll~ ::'e '6uspe::d !edl· dmplV 

be=·.Jae agencieo ~un cut of time, SAa Ii 211:d) (3). It is then -

- when. for exa.'lIple, we see laC:!:'e cb:.lc.ren euffc-cate in 

~efrigerators or poison thenselvee with a jar c= aBJ::.rb laft 

unat -:.ended - - that life may re:iisc:lver the :-,eed for our rule 9. 

Exaocp'e' Ctl'd-Res1stan- Djapoeat'e cigarette Li~hters 

CPSC's 1993 safety standard ... aking disposable ci=-a=et:e 

:i=-~terEchild-reai5tant il1~strates the fallacy o! tte 

assumption -:.hat oost-be~efit analysis shou:d be piled on tcp of 

cos-:.-benefi~ analysis. ~o Eatisfy existing e-:.atu-:.ory 

re«Uirell'.ents. the CC1I1[Ii.;s:"or. conducted a cost-benefit analysis 

for the child-resis=ant lighter rule which showed potential ne= 

be~efits (taki::g ir.=o sccou~t tne C:lsta) of approx~aa=e:y $115 

mil1~:):: per yea:. snd between 8~ anC lOS :ives saved annually. 

The analysis was based Lar:-ely on data '':'1= tt:roug~ :952, 

~nder the bill, CPSC would have t:) :e-analyze the costs and 

benefits :)f the 1~le, ~ § 2~8(b). kr-d to what end? 1= 

indus=~y or others believed tbat tt-e cost-benefit da=a used to 

~.Jpp~rt the rule were inc:lrze::, ttey ccul~ have co~nted O~ toe 

pr~3eed rule or challengea the fi~a: ru:e in :ourt whe~ CPSC 

issued it in 1993, It wouLd ae pointless now tc revisi: the 

earlier ·~ata. 

A r~view of ongoing costa an= benefita, rather tban those Ln 

-;he paat, w:1uld pose cther problells, If II :ule :rec.uce<1 the 
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hazards it was ~n:eDded to address, thE original riak may DO 

leDger exist and :he ru~e ~igh: be considered te have no on~oing 

~enefits. Assune that several years from new CFSC's review Ebowe 

:hat the Egb:er :-ule has grell,:ly redl.!ced the r.umber of peo?le 

inJured and k~led ir. =~res started by childree pl~ying w~th 

lighters. Hew eou:d :.he agency de=~ni,;i~ly show that the 

In:cries and dea:bs ~ould ret~~ i= tte rule ~as revoked? 

Si~i:arly, all refrigera:ors ~ man~fact~=e~ a:low childre~ 

to esca:;>e from inside. ainca the ria:" ha..;; bee:'! virtually 

eliminated, arguably only costs and ne ongo'n: benefits re.ain. 

considered thilil wal', su;:cessful ru:es -- :hoa!! that ac~ie\'e thei:!:' 

goals - - are the prime :landidates for termiJla.tion. Or at best,' 

they would req~i=e very expe~s~ve regression analYB~ :0 

de~cnstrate thei= effectiveness. 

Example· . roy Labeling -mder tbG Cbjld ge~ety PrQ-ectiao Act 

Ba.:!:':'ier. this year, CPS:: iS9ued regulatioDs iEplerr.enting t:1e 

Child Safety Pretec:ion Act, which requires labeling e= certain 

tOYIiI to warn of potential c~oki~g hazards. The law ~as enacted 

last year at t~e urging of indUEtry to ~=ee~pt ~i:ferent state 

l~beling requireme~ts. Cbr-gress spec~fically directed CPSC tc 

ad.opt il:1plementin: :"eiJl:lations w:.thcut complying ",it:' the cos:­

benefit requireoer.:s applicable to oth~r C~BC r~lem~(ing, T~e 

tcy sa:ety regu:ations expla~n CPS~'8 interp=etat~or. of the Act's 

requireme:'1ts. Ab;!ent tbe rule, industry w:lUld Etill have to 

label toys a~cording to t~a atatute _. w'ttgut:the i=actical 
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guid~ce the ru:es provide. It is difficu1: to see tow providing 

less information ~eDefitB anyo~e. 

Nor is i~dus:=y r-ecesaarily se=v&~ by eliminating 

substantive rules. For example, t~e lighter industry was a10ng 

:he many advocates for CPSC s child-reaistant cigarette lighter 

standard. Tl:e industry wantea a ·.;n:'fora :u.ndatory standard so 

tl~t it would Dat be subjected to var}~ng state :a~s or a 

'101l:.ntary standard tl:at "lould pose a ~titi\le :Usadvantage to 

=epu:able manufactur~rs that chose to comply. The leval playing 

::ield that such. regulations provide offers cor..sUlErs prote·::t;.oc. 

=rorr. un~afe products while ecsuring fair conpetiticn fer 

marl".J!:actu:rers. 

~e bill requires agencies :0 solicit cO«men:s or.. a laundry 

:i8: of iBS~eB, iucluding whetber revoking the rule would -create 

an unfair advan:age to those who are not in ccmpliance with it." 

:5 207(a:~31 (G) 1 . Thus, the bill's drafters recognize that it 

woul.d be m:fair to give a c·ompetltive a:lvantage tc coo.panies t:1at 

chc~e to ~isregard safety meas~reB. Bu:, agencies wen::l be 

unab:e to p=eserve a rule that fa~ls rigid ccst-benefit tests 

even if ita repeal would prcvide an unfair advan~age to 

ur..scru~ulo~s ~ompa~ies. 

8xagple; SrJall Partn Regulatjon 

The pote::t:'al pr.:)l;·:'ema ttuJt the possibLe term:inati·:)n of 

ruLes would create is increased fot: :o:.g-standing r.1les 'Upol'". 

~hicb ind~stry has come to rely. 
, 

Cne 0; tto C~ndsaion's m~st 
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i~fortant rules proh~bitB toys and other prooucts for childre~ 

u;-.der age 3 frem having smal:' pa=ta that poae a choking I:azard. 

T~e rJle is responsible f~r a ~ignifica~t reduction in cr.oki~9 

incidents. Before the regulatioo, tbe C~iSBion had 

<'FProximao:ely 12 reports annually of cht:.dren L::lder age 3 d\o'ing 

.... hen they ch·:.ked on slr.all parts frcllI t:'lese pxoe.uots, Ncw 

virt~a:ly no suc~ dea~hs are reported. 

Altr.ou=~ a relatively silrple rule. its i2pact is pervasive 

s~=e it applies to virtL:a:ly all itelrB i .. tended fer c~i:dreQ 

unde~ t~=ee years of age. ThiB .eang that nea~:y every 

~nu~a~:urer of every J~venile product fo~ children of this age 

gr-:lUP relies on CPSC's small parts regulat!.or: -- not to menti:ln 

the parente of these children. Vet, the bill wo~ld cast :be 

future of th:.s =ule in doubt. 
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CP5C B~1&~lou DR 1:; sa.,.. s-.4 101. ..... 

1. 7Qv SICet~. Under CP5C'B amall parta ~~1.~1OD, :oyQ 
and o:lla: p:o~uc;a inten:ied tor ct.11dn. ... uncleI:' 3 ~arll 014 are 
pro~1tecl from :, .. VUIg 8I1Iall pieces thalt Il child ccul4 choke 0:1. 
BefOl"e the ::eSUlatlon, approximately 12 cbc;1;I.ng ilalltha r.,1a-:cd 
to auah s::J&ll puts _ce r~ecl anr,1I&11y; I".QW the::e are 
vi rwAlly toone. This is OM of Cl'SC' III !tOS': lmp:JrtllDt rule. ~d 
u !wldaIten:al ttl ~aur1nCl tha.t cl11:d:-eD' II play tloea :;Q\; tllen 
LDto disaster. • 

2. QaiJd-Beidstact Cigii:::@tte Idgbreq. Tbe Ocxud.llli1ion 
issue: • aafety 6~d~rd in 199] t~at eltah11sbed r~ir=~3clI to 
ll'ake :ils~sab)e oLguett:a l!s-bters ch11c:.-re~etllDt. P'ir:1!I 
started by ch11clrBll under age 5 bave. C41:.Se4 Bll es~lmat.ed annual 
avera.e 0: 150 deaths, appxoxiaately 1,100 1.Djuries and r:lI&rly 
S10 tilllion in prcperty diutage, Thls %Ule, wtU.C: w •• aupportee. 
ty iDd'Jst-::y, saves lives. ';'he Com:IlLSI;'on fauna tllal: the rule 
COUld sa'-eI bet.ween 8~ and 105 chUC:ce.:1·s livee pe= vear fond wa:ld 
b:ir.g ~te~ial n!t ~ena=~t. c= $115 .111ion .SDn~ally. 

3. Toimn Pcev"ot;icm BaretI' C'g5,,", C?SC'S :!'&c;;uir;ementl 
for chlld·resistalAt, packag.i.ng !or preducts l!.k.. li.!lplr1:l O~ 
turpentille hllVB sa'le:! over 700 livea. SUc;b. sal:ety paclCagell 
protect c~~ldreD fr~ accidental poLa3cicga. cpse just rl!lce&tly 
a;oproved revisicPB t.o tha .d"le tellt under which cbiLd·:eii1.stant 
padtaging is evaluated. These chango will in::..-reI8S the ue oJ 
oh1l4·r •• tstant packaging by making it eas~s= fo~ ad'J:ts to ule 
p~operly. Many ad'Jlts find chl:d·renlta.:Jt. pacICB.g:.ng difficult 
to 0P_. and. t:Iley leave ~ «,a off, fuL to p:::o.,erly close 
tt-_. 01: t~ar.afer the bOttle' B c:lDtents to a n:m-;:JUld-relli:lt$lt 
Qont.a.iner. BV lllakiDg these pa::kages eas:ler for &I!ults ':0 U6e, 
acJc;,dantal ~ tralll.c poisonings will be fl.lx:her re4uced. 

~, Bag of [nfant BeRn Bag C10blpnR Oa ~ ~3, 1993, the 
CDmnislliCill i. .. ~1ld B. rule biUlJUr.Q lldllDt cushions filled with foam 
p1a.tlG baaCls. Thalia cus::Ji:JtIS (COi:oODly called 'be~ bag 
auDhicu or plllc:_·~ ",'ere int;ended for: chLl~D UDder one year 
of ag4. When tlw CcmaIlRBLon iSBu.ed its rule, it bael wparta of 
lS LIlEan: :!eatlu: involving t!\101 pmcl'Jc:t.' 'l'he d.e<d:hs apparently 
_CllTred WbeD a pocket was cru:e:i io the CIlsbicn that would trap 
~he i::fa:,t.'g exhale! eam::lll dioxi:1e , .. bich -;he in!lI!lt would then 
rcbcaathe. Wi~la CPSC' a rute, these infant cl!8hiCIIU are no longer 
on :be fta~et ;a olala ~ live.. . 

s. Oild-RegiF-ent pa<:kmfna for M'Nt:hpmgb irU9t this 
v-c, (;P6C ' ... ·Jled. a. rul .. ~1zing chi:.d-I.'eaietant r=ka.lOing fer 
'II .... t.Nt.st. that c::gneallw no". .. t.han ! grau o! etlumo (alcahcl). 
Young clULclren, who fi.1\4 t: .. color and s1II4atneaa of: 1II:)utl'.waah 
DPPCaltag, have been a."io·~ .. lV inj',lrad or c!.Leci fl:OIl accidentally 
ingellt. llllJJ 1I1Dvthwaeh clmtainilllJJ eo;ll&J>Gl. ':t.rett death. of chi ldr:en 
undQ:l' age Ij !Java be'l\<:' reported. ~. lIm8r:ic~ ~BoclatLoa of 
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Pobon -==t:ol C_ters had 10.193 reports of Wluthwsh iAgeetions 
b-f ol".J.:.ci::.n u..r..do .. , , years Df a98 betWaD 1987 &ncl U9:'. "be 
~uthw~gb r~~ation i. ~ut O~e exar,pla ~f the 11fe-&avLng pjLsOD 
preve:ltion rul •• CPSC hae illned. 

s. ,3\,9)'909 ;eqn" rpgcnt a 't'!.. COEI1L1!.sa!.3lI baa Mveral 
r",sulot.lerw CJ:)noe=niDS' "bll safety of Class C fireworkll, the typ" 
naanallr ~l:oPDaci by COr.8U111erlll for no::1-pl:'Ofasslomr.1 use. ":t.ess 
f:!'rewc::ke regulationlll ':wlp ::0 keep families' Fourt~ :)! Jwr 
celebu.tioJUI frOlll baa-.ing trage:ilss. 'l1le CQIIliaion has .;;arllled 
so:ae FIIr'::::'o·.Jluly diUlg"QZ'OU. cill'1icea like cbeny bo1I!ba and y.-eOIi. 
~irewgrke d=vicaa tr~t are a~lcwea 2USt meet certain per~o~c9 
re~u~em6nt •• EUQ~ ~a tho a%ownt of .~~ a fuse must turn befor: 
t .... dey ice :l.gD1t8., Additional r"IJUlatLona epecUy wamillg 
1~81. that flre~ork. r.uIII~ dLcrlay·tc appr1ee consumers of 
o:otc£ial h4za~ and inalu:ie iDlllt;tW:t.iOllS fClZ' cae, 

'1. Sofe :--U:,., CP8C'C adb requ!lIeamenta ensl:.:'6 that a 
t.al:>y 'B cr i.b pr:w id- .. llal!e sleeping- ea.v:lro"" .. mt. r..ot uightllU'8S. 
TIl1i 1a crwll&l .1ncll linlr~t' ad cangiver. IIUIIt be able tc 
leave· a cbi14 UIllltteat.ocl in • crib. '1t ... " zegulat.i..osw require, 
for 8XIIIIIple, thot =Lb CCl2JlO:UI~tll lLke clata a:. .agar.ted ~y a 
ea!e 41st-lIna .. DC; t:h&t .. " :l.nfllDt CIO .. !.:S IIO~ bec:_ trapped betwen 
t~e el!lell and a;;nngle. In !lddlt:lOA, t ... c=ib'C! hazdJRae lI\I:at 
nOt be acceualbllD to d\s cbilcl or p_lIeno:. t.~ polUlib1l1ty of 
1n,ur:'pg tne Ohl~. 

B. Plammabla Cbtl4=n'" 'lMQWaX' 0IMle~ CPSC'. 
regulatlon., C!l'UclEen's B111~s.: :DUat. _.t. £l.~:l.u.=y 
ataneuda to ceduce tha t:ra~c:: 1_1"".:._ of ... tbll and injurLeo 
vt..en a .cM14's ILeepweu ~At.c:~OO 01:. fize. 0-.: t.:. 20 Y8RII t.t:at . 
theSII regulations have tMler. i:ll plaae, the II~= of ::.un deeth. 
and 1nju=1el1 to ch1lc1J:en alllOC.iated with Lgr.it.iaa of alothing 
ha'Ie Sllbstantially Ge::lind. 

9. power MC.vere, Iu un CPtIC pl:blLehe4 • perforzar..oe 
staDdard for wal~-b&b1nd po~er 1aWD aQWera, wbiah were lapl~cAt..d 
i.n T1, OOJ :I.:Jj~r1e. ~t ~are occu::r:lJ19 each V-r f:!:"o:ll CODt.~t 
",ith tlla mo'IiIIg bladel. t1UI Iiltaoc1aa:d, whleh _lit. into effeot in 
1982, requ:l.res t.hat the blad •. em ~<lTY p~ad. 10. __ " IItop 
\o'!t!li~tbree aec:)l14a of the releaSt! o£ the 1 • ....,. _OlE' ha.nd.Le. II. 
19Si ::P8:: 8tlldy found :lI&t wil1!C-belUnd lawn _r injurlee 
deol!.nad. by abCut C.C\' ::MItweell un. ::hll par IIft_ tho .. tenaaxd 
.. 'ent ;loto ef=e::t, ar.d US!3. This redll~tioD BOTC. eoaiety abollt 
S20D .i11100 (1991 6011ara) annual~y. 

1Q. A"t-om.t 19 S!!,ident f ill parage :?mr ~",J!1R Eqy1prncnl; 

]n accordance witt the pr=v18~oo. of che Ccns~ r:o~uc: Saf:t:y 
]mprovement Ace of 19tO, ln tecSQl)er usa. the C'1'SC •• t~::lah:ld .. 
eafety standard for the opeD-ipg· e~J.pment ::If .uto.at.:i.c: 
~e8idencial 5"ilI"age cl::ora. 81ace Ue2, the aosc ~d Z'.oeived 
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repo:z:t. of 5' cbilcSrea bet_en ':he ag~s at Z IlJId 1.(, fta had. d!ed 
after Deccming en:rapped 'Jndu- auc~ garage dao:ll, ThII ~"1o 
:reQ\01res tha-: eqllipment lIIBDUfactureCi a!tar January 1, un I 
contain feat\ttes to minimize ths llkeLihcod tt1a~ a c1J11« "'OUld he 
tra;~Bd'acd ~illec by a ga~=e ~r. 
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aBA'S Bl1SXHlSS LOAN PROCRAM RBGtJLATION 

SBA expands access to capital by providing credit, through 
thousands of financial intermediaries, to small businesses unable·· 
to obtain loans to start-up or expand. Traditionally, small 
firms have faced serious problems obtaining long-term loans in . 
the private credit marketplace. SBA has taken substantial steps 
in the last three years to ensure that ite loan guarantee 
programs help the maximum number of small businesses at minimum 
cost • 

. All of the rules governing SBA's non-dlaaster business loan ... 
programs have been consolidated in one Part of the Code of 
Federal Regulations. ~he~e programs include the general business 
loan program (117(1.) loans"), its microloan demonstration program, 
and its development company program, which is designed 
specifically to provide asset-based financing for acquiring land, 
buildings, machinery and' equipment. A final rule revising this 
Part was published on January 31 and b~came effective March 1. 

In fiscal year 1995, SBA provided 56,000 7(a) loans 
amounting to $7.8 billion. Thus far in fiscal year 1996, we have 
served almost 16,000 small businesses with loans totaling just 
under $2.5 billion. The 504 program served 4,500 customers in 
fiscal year 1995 at a volume ot 1.6 billion, and this fiscal year 
ove~ 2,000 loans have been approved totaling over $700 million. 
It is worth noting how healthy SBA 7(a) loan portfolio is today. 
The default rate stands at l.3 percent, which compares favorably 
to rates ot p~1vate sector lending community. 
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BE· REqueST FRQM B08 GUIPes 2J2S1S§ 

CPSAN Regulatlon'th81 are Good fOr bUll"...: 

Seafggd HACCP Rule - ensures aafe processing and Importation of 'fish and ft8h 
products through the use of Industry-chosen. risk based controls In accordance with 
Haurd Analysis Critical Control Point (HACCp) princlplee. Consumer confidence in 
the quality and safety of U.S. IBafoad Is vital to the health of our U.S: fishing industry 
and to the many Industr1es dependent on that IndUStry. 

Bgtt!ed Water Standards - ansura that bottled watar Is free from 'pesticides, heavy 
metals and other contaminantS. These ragulationa have the strong support of the 
bottle water Indust/y, alleviate conlumer confusion. and creare parity wtth municipal 
water standards. 

CP'SAN Regulatlona that are Good for publIc health: 

Folic Acid - has been shewn to reduce1he risk of certain birth defects. Recent ' 
proposals to modify food standards, approval of a health claim, end amendment of the 
folic acid foOd additive regulaUoM wUi III1SUI'e that folic add Is more abundant In the 
food supply. 

Nytritjgo ! ahanOi and Sdw;atign Buies - require nutrition labels on most food 
products $Old In this c:Qumry. These regulations haVe receNed broad publlcsuppart 
for providing a much needed seNice to ordinary consumers, and are expected to 
contribute enormoully m naalU'l\af diets and lowered Incldanoe of dlat-re1atad disease 
In 1he comIng years. 

Lead tn Food C'.ene Byle - prohibits the use of lead aoIdBr to close the seams of fCIod 
cans. Even at low levels, the afFacts of lead exposure on pregnam women, Infants. 
and chlldren have raised genuIne public health concerns. ThIBrule removes one final 
source of lead exposure and lavals tne playinG field far American manufactUre,., all of 
whom haVe abandoned tht'lead solcSellng process. 

-.~ 
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NoTE TO' Bel) Guidoa, Office of Leqislative "Affaira 

Subj.ct, EXample. ot Medioal Cevice PrQClrU Rule." '!'hat 
Benef1~ Consumers and Industry 

. .), . Dr. Burlington haa asked Jae to pull together the information 
you requested yesterday 1n anticipation of Monday's House floor 
action on regulatory reform. 

FDA Rules Benefitting Con&:WDart 

• K.4ipal Davie. Btportip.q - On DecUll:ler 11, 1995, FDA issued 
finAl regulations requ1r1nq hospitals, nursing homes ana 
health care facilities to report patient deaths and serious 
injurie. and illne ••• a oonnected with the us. of medical. 
devic... Previously, only device manufacturers had to 
report adverse inoid.ents of this type. By axpandlnq "this 
reportinq coveraqe, FCA'. surveillance capa~1lity has bean 
aiqnifioantly strenithenad, which in tum will enable the 
aqenoy to pinpoint and corr.ct device problems ~or. qulc~ly, 
thereby preventing additional patien~ morQidity and ~ortality. 

• Mt"J?9TIehy 9ytlitr IX'P4ar4' IffUrapa. - On Deo. 21, 1993, 
FDA pUbliahed interi. final regulation."to insure higher " 
quality of mammography performed on the over 20 million women 
who underg'O this proceCiur. annually. The rule •• ts minil'!lWD 
requiremenes for the tralbing and qualifications for personnel 
Who perform breast x-ray examinations, maintain the equipm.lmt 
and clirUoally intwprat the result.. In aeld.ition, FDA'. 
rules ensure that mamJIIography equipment perform properly and 
tbat radiation .xposures are kept to th. lowest levels 
po •• 1ble, COllDluilnau.r~ts with the need. of the proc.dure. 

• Bldigel payiaa 'ir" - In July 1995, FDA publisheel a propo5ed 
ruls aetting a new performance standard for electrioal wires 
that connect patients to 1Iledical d.vicas such a8 those used. 
to monitor ~reathln9, heart rate and Drain waves. This action 
vas the reeult of instance. where children and adults were 
seriously burned and"slectrocut04 due to the design of the 
wires, also r.f.rred to as cables and leAds. The FDA standard" 
had two effects. It civided medical devices that use these 
cables and leael. into 2 categories, dependinq on their risk. 
Devices wbose ~ables re5emble power cord., and thU8 are mora 
likely to be involved in accidenta, will be required to have 
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a protected lead. Devices less likely to ~. involved in such 
accidenta, vill be requi~ed to meet·the a~.ncy'. standard 
within three years. 

• .'&riag 1441 - In November 1993, FDA published an AHP~ 
desiqned to an.u~ that hearing-tmpairea·American. receive 
'~lear and'~liable information in o~er to make well­
informed purCbaainq aacisions aa they relate to this product. 
This action wu the end result of an PDA review of advertis­
ing, proaotion and label1n9 practice. of the hearinq aid 
indUstry. The aqancy discovered that for many products, 
companies were m4klft~ unsubstantlated claims, which was 
misleadinq consumer. a~out the performance of the products 
and creating unrealistic expectations. And in nearly all 
caGeG, pro~otional and labeling zaterial failad to disclose 
product rlaks and benefits. ~i. rule set forth a procesa 1n 
which the agency will approve claims made for thGae products 
and .stablish the clinioal proof necessary to substantiate 
claims other than the qenaral elaa of illlproving hel!ring. 

• 510 nd" "ion - b Deceml:lar 1994 and again in January 
1996, the agency p~'l1Shed two .eparate regulation. that, 
toqether, exempt_ SODe 270 categories ct claS8 I and certain 
claa. ~r davices fram pramarket no~ification. These 
de-requlatory actions hava relieved manufactural's of low-risk 
product a from the time and cost buraens ot mubmitting 510(k)s 
to ~DA and darer.r1n; ~etinq until agency clearance has 
bean ~ranta<l. . . 

• Pro4Hpt leolalattig,tiRD - Xn Hay 1995 and earlier this 

P.04 

year, the agency proaQlqated ~18. to reclasslfy cochlear 
implante (devices to aid the profoundly deaf) and' YAG 
lasers, respectively, from ela8s XII to ola •• II. The •• 
de-regulatory actions. which are based· on aCCNmulatecl 
experience with bOth devices that provide rea.onable assurance 
of their sAfaty and effeotiveness characteristios, relieva 
ma.nUfacturers frem the requirement of suJ:mittlnq premarkat 
approval applioations and condu~in9 the requisite supporting 
research. 

•• ThU:4-PN'\Y Inin 01 !)uia .. - Within the next nak, FDA / 
will announce in the hcl.r.l R.egister lesl1ft4;e"t to 1 .=J~ 
li'rillf;a pllo~ pr~UI. to use thin! parties to revIew marketing 
applications for so~. medical devices. This altern&ta form 
o~ rav1ew will Oe employed for low and moderate risk cevices 
for Vh1chFDA dosa n~ require clinical data of safety and 

"-effectiveness,' about 1500 per year. FDA will retain final 
clearance authority I wt this allowance for axtn'nal review I 
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Day haa~en the review process an~ 9et m~io.l dev1c.. to 
patients and Phya1ciane more quickly. . 

• levaap.4 lDI Prop." - On September 19, 1995, FDA and the 
Health Care Financing A4ministration'jointly p~!1shed a 
final rule al10vlnq for expanded Medioare payment coveraqe 
tor investigai:ional ~evices. '1'hia reform ~y FDA, which 
entails a triaging ot incoming Invastiqational Device 
Exemption (lD~) applications, is de.iqne4 to permit Federal 
reimbursement baaed mora on product risk and, 1n practical 
terms, authoriZes pa~nt for navar generationa of existing 
technoloqle. whoae safety and effectiveness hava previously 
bean establiahe4. tTnder the modified structure, innovative 
device. for which no basalin. safety an' effectiVeness 
information exists, will be non-reimbursable. The net effects 
cf this process change are that qenerations of pre-existing 
devices vill new be eligible for HeFA re~s8M8nt, thus 
expanding xedicare beneficiaries' aCCGSS to newer technology 
and enabling davice manufacturers ana clinical trial sponsors 
~o maintain investigational device studies in the u.s. 

Attachment 

cc: 1(11. ThOJllpllcn 
Dr. Burlington 
Hr. Levitt 
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PAYMENT UPDATES TO HOSPITALS COULD BE DELAYED 

ISSUE: Since the inception of Medicare, hospital providers have been reimbursed for 
the services they render to beneficiaries. In 1983, Congress established a prospective 
payment system (PPS) for the operating costs of acute hospital inpatient stays under 
Medicare. Under this system, payments are made at a predetermined, specific rate for 
each hospital discharge. By law, the Department is required to make annual updates to 
this payment formula to ensure that PPS rates keep pace with inflation and other 
changes. to the health care system which affect hospital costs. The annual PPS Rule also 
includes other programmatic changes to the PPS system to improve its accuracy and to 
ensure that it provides incentives for the delivery of appropriate care. 

AGENCY RESPONSIBILITY AND ACTION: The Secretary is required by law to 
make various updates to the PPS methodology and reimbursement rates to reflect 
changes in costs and implement new Congressional policies. For example, each year 
the Department must update hospital payment rates to account for inflation. (Based on 
the most recent forecasts, the standardized amounts for all PPS hospitals will be 
increased 1.5 percent.) As another example, the statute requires the Secretary to update 
periodically the hospital wage index with the most recent data available. The 
Department carries out these Congressionally-mandated changes to the PPS system 
through a rule published in the Federal Register. Accompanying each rule is an -. 
extensive impact analysis. 

As the mechanism by which the Department reimburses hospital providers, the annual 
PPS regulation is a crucial process for ensuring that appropriate adjustments are made to 
payment rates. The hospital community has a keen interest in the prompt issuance of 
the PPS regulation as a means of carrying out Congressional policy changes. 

IMPACT OF H.R. 994 SUBSTITUTE: Federal law (section 1886(e) of the Social 
Security Act) requires the Department to publish a proposed PPS rule by May I of each 
year and a final rule by September I of each year. Preparing the rule is a labor­
intensive and complicated process, requiring many players and external data inputs 
which are available at established times of the year. For example, revised annual wage 
data are not available until the end of March; Medicare Geographic Classification 
Review Board decisions (incorporated into the wage index) and MedPAR data (used to 
recalibrate DRG rates) are not available until April. Once the proposed rule is 
published, the public comment requirements of the APA apply. In shon, the Health 
Care Financing Administration (RCF A) devotes nearly an entire year to prepare for the 
next iteration of the PPS rule. The cost-benefit analysis mandated by H.R. 994 
(substitute) (which does not supplant the required impact analysis) would require HCFA 
to consider the cost and benefits of each minor and major calibration change to the rule 
and all alternatives. This imposed burden would require hundreds of additional person­
hours and could add months to the process of preparing the annual PPS regulation. 
Providers who rely on the PPS regulation for updated payments would experience 
considerable delays in receiving their updated payments. 

·;.-. 

...... ' 
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HOW DOE'S NUCLEAR SAFETY REGULATIONS WOULD BE AFFECTED 
BY THE HYDE-CLINGER SUBSTlTUTE TO H.R. 994 

The Dq>artment of Energy has proposed regulations to establish nuclear safety requirements for 
DOE nuclear facilities, and to protect the public and the environment from nuclear, radiologiCal, 
and chemical hazards posed by those facilities. DOE currently imposes those requirements 
through directives made applicable to DOE contractors through the terms of their contracts. 
DOE is proposing the new regulations in order to identifY the basic requirements important for 
nuclear safety and radiation protection, and to restate those requirements in terms of performance 
standards, instead of command-and-control orders. The new regulations will strengthen nuclear 
safety and radiation protectio~, while also providing for a partnership between DOE and its 
contractors to ensure safe management of nuclear facilities through a more efficient use of 
resources and greater accountability and flexibility of the contractors in achieving performance 
objectives. 

The "administrative review" provisions of the Hyde-Clinger substitute would impose a series of 
inflexible, resource-intensive requirements that would hinder DOE's efforts to improve its nuclear 
safety regulations. More specifically; 

• The bill would establish a rigid schedule for agency review of covered rules, and 
would require an agency to issue a notice of proposed rulemaking even if it 
determines after its review to continue a regulation without change. 

• The bill provides that each part in the C.F.R. shall be treated as CIte rule. Because 
DOE's nuclear safety management regulations will all be inCluded in one part of. 
the C.F.R., that provision could include within the scope ofa single covered rule 
virtually all individual DOE rules essential to nuclear safety at its facilities. In 
addition, the bill requires review and rulemaking of any covered "rule," and "rule" 
is defined broadly to include "any agency statement, including agency guidance 
documents, which are designed tb implement, interpret, or prescribe law or policy 
or to describe the procedure or practices of an agency". DOE would be required 
to. engage in repeated review and .rulemaking on safety guidance documents that 
merely interpret regulations, but which are essential to the safety of nuclear 
facilities and the public. 

• The bill would authorize courts to suspend the effectiveness of nuclear safety 
regulations, even though the suspension of those regulations would expose the 
public and the environment to catastrophic health and safety risks from nuclear 
accidents. 

• The bill would discourage an agency from undertaking a comprehensive review 
and significant revision of a covered rule more frequently than required by the bill. 
This provision could impede DOE's current efforts to streamline and improve its 
nuclear safety regulations. . . 

P.02 



03/01/98 14:22 '0'202 720 5437 USDA SECRETARY 

U.S. DEPARTMENT OF AGRIcULTURE - FOOD SaFETY AND INSPECTION 
SERVICE 

Comments on H.R. 994, Title II 

III 002/002 

o FSIS is committed to a comprehensive review and revision of 
all of its regulations, as a part of' its strategy to improve 
the agency's effectiveness and efficiency in accomplishing 
its food safety mission. 

o Adoption of H.R. 994 would be a barrier to accomplishing the 
agency's objectives in a logical way. 

o Under the bill's definition of a "rule", FSIS may be 
required to 'treat all poultry product regulations (almost 
200 pages in the CFR) as one "rule" and ·the meat regulations 
.as 26 different rules. 
o The result: FSIS could :not, for example, review the 

requirements for slaught,ar operations--both meat and 
poultry--in one rulemaking. 

o Once FSIS has revised its reglliations, requiring it to 
review the regulations again ;in 7 years would divert agency 
resources from implementing. i"l:s programs to protect public 
hea+th and safety. 

o FSIS's regulatory review will (among other things) seek to 
replace command-and-control rl3gulations with standards that 
provide industry with flexibiUty in how they comply with 
public protection standards. FSIS expects that this will 
result in a greater use of gu:Ldance materials (~, 
examples of different methods that industry may use to 
comply with regulatory requirElmen,ts). 

o Even under the current regula1:ions, th~ bill would reduce 
FSIS's'ability to respond to cmanging circumstances because 
it appears that under the rulE~ FSIS may have to undertake 
notice and comment rulemaking for guidance materials. For 
example, FSIS issued guidance on using ste.am pasteurization 
(a process supported by indust:ry) to reduce pathogens on 
beef carcasses. 

o Because FSIS administers an itlspection program through an 
8000-personinspection force, it is essential to consistent 
and equitable enforcement that. the agency be able to provide 
timely guidance and ~espond te, changing conditions. 

o Limiting agency reviews between the comprehensive reviews 
required by H.R. 994 could create problems for FSIS. For 
example, if the agency decided to "continue" a "rule" 
without changes in 1996 and a new health hazard emerged in 
2001, FSIS might not be able to conduct a rulemaking to 
consider whether to modify its regulations to address 
changed circumstances. 
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Important ongoing activities on the Outer Continental Shelf could be disrupted by a 
review under this billl and interruption of regulations and policies applicable to the OCS. 
Industry generally supports OCS regulations since they have. been tailored to be 
performance based. they incorporate industry standards, and enhance those standards 
through public review and Departme acc:eptance. They facilitate planning and orders 
to contractors. They also help to con I margiual operators that might cut comers and 
impact the reputation of the industry. eview and changes that might be occasioned by 
this bill could disrupt the operation of ongoing program that has been carefuly worked 
out over time between the Departm and the industry. 

~003 
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II.R 1:82- COULD SLOW EFFORTS TO PROTECf PEOPLE'S PROPERTY FROM 

SUBSIDENCE DUE TO DEEP MINING 

ISSUE: Thousands of citizens from coalfields throughout the country fought to include 
protection for their homes and water supplies in the National Energy Policy Act which Congress . 
passed in 1992. This law is the only protection citizens have from subsidence caused by deep 
mining which can Clack the foundations of homes, pollute drinking water from wells, ruin crops, 
and displace entire families. 

AGENCY AUTHORITY AND AcrION: These citizens depend upon the Office of Surface 
Mi~g t~· subsidence rule, ~ wFY sbeAly, which wiU protect their 
fanulies ~_h0;j~s. t1t '~8..~ ~ 

'VYI\[~ ttl(- , a If j .-1!..~ -' .t h 
IM:PACT OF H.R. ~ If the tenns ofliR. ~ ~e applied to this rulw.aieitfg, the ~ .~~ 
·fOr iSSU6ac:e.ofthe rule could be ~ar h~H . Ri6udz bI ft'l.9re. This does not account 
fa' "'l' _tic"'" delays that t y to b. cauw! by fitigation and by odditional opportunities 
for judicial review to test confo 'ty with the standards oftrus legislation. This would 
consioderabl;y delay implem g protec:tion:for these people. Until th, stthsiden:ee Me is 
w'U'4;(¢oal operators will co . e to be un~rtain about their obligations to replace water and 
repair homes. The Office of Suktace Mining t~ok great care to ensure that this rule was designed . 

:0 as not tO,Place addtional r~~burd~ on the COal!, industry .. " . 

AJ.-i;J ~3f........... ~1xr:d.eA ~~ -r{u Ji~Ul-1 
~ 1r~V",-9i 4~~ ~ tJ ~ 

.'\J'-C\ ~, fh'- i .,'-1. . P , fl,. Draft document for discussion purposes only.: -Lv--, I/-tZ( 
.. 
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GLACIER BAY NATIONAL PARK. VESSEL REGULATIONS DF; /"': ,7:' 
i~':'r 

'11\1111' . 
ISSUE: The National Park Service has proposed regulations m{t would authorize incte.ascd 
traffic by cruise ships in Glacier Bay National Park in Alaska. S;a343"could hinder 
implementation of these regulations and make it impossible for the Semce to respond quickly 
to changes in tcSpOnse to wildlife needs or visitor ~emand. . 

AGENCY RESPONSmILlTY AND ACTION: The National Park Scrvicc (NPS) is 
required to manage National .,ark units to "conserve the scenery aDd the natural and historic 
objects and the wildlife therein and to provide for Ihe enjoyment of the same in such manner 
and by such means as will leave them unimpaired for the enjoyment of future generations. " 
Glacier Bay National Park is an exceedingly popular tourist destination, given its spectacular 
resources and abundant wildlife. In this proposed regulation, NPS is endeavoring to 
accommodate additional cruise ship traffic, while proteering endangered ami other sensitive 
wildlife and the Park experience. The proposed rule would allow a 72'% increase in annual 
cruise ship visitation in the Park during certain seasons, while maintaining a dally limit on 
the number of ships allowed in the Park. " rm'1~ LJ· . . . r- H IT q q !.f 
IMPACT OF &:8iI3: boI's obligation to balance the need to protect ParkiresoU%tCS with 
the need to provide access to those resources to Park mitors does not lend/itself well to Ihe 
onc-sizc-fj.ts-all, cancer-orieDted risk assessment methodologies detailed in S. 34' •. While the 
Park Service based its proposal on sound scietllitie data (a National Marine FlSberies Service 
biological opinion) indicating that negative effects of this increased ship traffic OD the Park's 
endangered humpback whale population w9U1d be ininimal , it Is"essemial to monitor me 
whales and other wildlife in the PIIk to dctetmiDc whctbcr the negative affects tum out to be ' 
greater than expected. This regulation will be revisited as. ncresSuy. 1ak:iDg'intO accoum the 
latest available scientific data. Adding in layers of irrelevant risk assessment steps, in an 
area where risk assessment methodologies and parameters arc not exact or well-defined. . 
would so complicate and delay this regulation as to make it impossible to respond quickly to 
changes in wildlife behavior and to visitor demands. 
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CONSENSUS STANDARDS FOR SAN FRANCISCO BAY DELTA 
I~ 17. t\ 1\ L{ . . 

ISSUE: ~ would permit the re-opening of EPA's just-completcd, consensus-based rule 
establishing water quality standards for the San Francisco Bay Delta. Late last year, EPA, in 
cooperation with other federal agencies, ended 20 years of indecision and bitter wrangling by 
issuing these standards, which were developed with extensive involvement of the State of 
California and the affected agricultural, municipal, and enviromnenral communities. S~· 343-
would require EPA to reexamjne this landmark decision in response to a petition for 
reconsideration under S. 343's cost-benefit and risk: assessment criteria. 

AGENCY RESPONsmILlTY AND ACTION: Section 303 oflhe Clean Water Act 
requires EPA to set standards for water quality when EPA determines that a state's standards 
fail to protect the beneficial uses of state waters. EPA issued the Bay Delta standards in 
December, 1994 to restore the quality of the degraded Bay Delta ecosystem and provide 
certainty for all water users. The· standards addressed pennissiblc salinity levels and 
established protective biological indicators. The standards provide cenainty to agricultuIal 
and municipal communities, thus allowing long range planning for water usage without the 
continued threat of immec1iate crisis. The rule was a critical componem of the Federal effort 
to cooperatively put an end to the economic hardship experienced by the agricultural 
community in loss of land value and inability to obtain flIWlcing for crop production. The 
municipal authorities can reassure the bond markets that they know what water capacity is 
available. They can DOW build reservoirs. plan canals, plan urban growth and development. 
and decide what water reusage they need to provide to the,public. 

MQ. I 

IMPACT OF S ~~ petili6n Pf;Gfi1i of:S?3G would permit the reopening of this 
landmark d.ecision and, notwithstanding the eXtensive involvement of all affected parties, 
could require EPA to use new decisional criteria to determine what standards should be set 
for the Bay Delta. EPA tpuld be required to ei1her revise the regulation or demonstrate that 
it satisfies the decisional criteria of S. 343. As a result, EPA would have to perl'OIDl 
unnecessary, expensive and time consuming cost-benefit and risk analyses on a regulation 
that bas just been adopted, ends years of costly disputeS and delays, is based on an a.greement 
of aU affected parties, and gives the fmancial market critical new certainty about the 
aVailability of this vital asset - water - that is desperately needed by municipal and 
agrieu1ru.ra1 interests. 
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ISSUE!-; .~ INDIAN SELF DETERMINATION, INDIAN SELF-GOVERNANCE 
(DEPT. OF INTERIORIBUREAU OF INDIAN AFFAIRS) 

STATES AFFECTED: All 

Rule: These regulations will implement amendments to the Indian Self-Determination and 
Educational Assistance Act and will be designed to enhance the capability oftn'bes to assume 
and operate Bureau of Indian .Affairs and non-Bureau of Indian Affairs programs wbich are 
currently staffed anil managed by federal agencies. These rules will allow tribes to contract for 
the ~ement of activities and funding offederaUy run programs. . . 

•• ,0:. 

,,: 

1Jenefic:iary of the Rule: Tribes, the government, and all Americansc Tnoal consultations in a 
.anlicifatiell otinegotiated rulemaking are UBd:~ itT .' 4 c ..... , j {i;2 !'l'l~~..." v 

q4~ . ~ ~ ---t;l;. ,£~~ . . -·-"7--L~ 1 
Impact ofH.R.490: . A &l8fMeft1ll13l00uld delay)the removal of obstacles that make tribal . r ~'.v.. 
as51.lID.ption and operation of programs more . cult. These rules contemplate the downsizing ", l 
and streamlining of Bureau ofIndian Affairs pro , which coUld be delayed if H.R. MO:. '7-'i tf 
passes. In addition, these regulations will offer e opportunity for non-Bureau of Indian Affairs 
agencies to streamline their operations by contracting with tribes for participation in the 
management or assuming the management OfPrgram activities. 

QpxR I .. ~;f I~'~~ 
Date: Regulations to be published in_ after Trlh,,1 i hVHHiOliamt:4egaBalioQ are 
completed. I .-

. f .. ---i· -.. -------- . ~----__ ....... 
i . ..' 
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OSHA bas issued many regulations that reflect the most basic and recognized principles of safety 
and health. These common sense rules are univcna1ly acknowledged as being necessary: no 
benefit would be gained by engaging in lengthy and costly administrative re\iews /llld new 
rulemaking on these regulations. An example is OSHA's rule prohibiting employers from 
locking fire d00r3 thllt open to the outside of the building. The recent disaster in Hamlet. North 
Carolina, where 2~ workers burned to death af'tcr !Ill employer disregarded this rule, demonstrates 
in the most tragic way that this rule is vital to worker health and safety. -

Another example of a rule that has provided common sense protection agaiMt a toxic substance 
that is both deadly and destructive to the quality of lik ot'thosc expo~cd to it is OSHA's standard 
on dibromochloropropane (DBCP), an agriculturaJ pesticide previously in Widespread use. 
Despite strong evidence in animals ofDBCP's cancer-causing and reproductive effects, workers 
in the manufacturing, fonnulating, and transportation sectors continued to be exposed to it. 
OSHA acted after a number of work~ at a DBCP-formulating facility reported experiencing 
sterility and testicular eff~cts. among other exposure-related health problem:!. Publication of the 
OSHA rule, which required employers to implement cost-effective controls to protect against 
these effects, put an end to these reproductive effects. OSHA's rule for DBCP, which is based _ 
on actual clinical effects substantiated by laboratory tests, does not need to be subjected to the 
elaborate and costly risk assessment and costlbcnefit analyses that would required by H.R. 994. 

In 1990, OSHA issued a final rule relaxing the permiSSible exposure-limit for non-asbestiform 
tremoiite, anthophyllite, and actinolite. In tiling this action. OSHA relied on health effects and 
feasibility information. in the record but did not perform a quantitative risk assessment. Under 
the administrative review and rulemal<ing procedures contained in Title 11 ofHR 994, OSHA 
would be required to conduct detailed and costly risk assessments and economic analyses to 
-support continuation of the less-stringent limit now in effect. Employers in the affected 
industrie::s would be \mabie to plan for the future or project their capital expenditures during the 
7-year period of administrative:: rc;view and rulemaking required by Title n of H.R. 994. 
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Sac. 212 Etrec~ of" Termination or SUspension of a COvered Bule. 

Adyers, 'tract on ESA'S ChilA La»or legulat~Dns Under tho 
Fair LAbor sUns!a.os Aet (ELSA); A court may suspend the 
effectiveness Of all or a portion or a rule until the aqency 
completes the requ1reO administrative review anO rulemakinq 
required by the bill. Each CFR Fart is considered a single 
rule. All 17 Of !'LSA's HazardOUS occupations Ord.ers (HOs) 
goyerning permissible occupa~lons tor minors und.er 18 years 
old are COd.ifled in :Z~ cn Part '70.' occupations that are 
particUlarly nazardous ror Children between 16 and 18 years 
of age, or Qe~r1mental ~o the1r health or well ~inq, are 
prOhibited (~, working with or near explosiveg; in mines, 
sawmills, roof1ng, excava~ion, wreCking and demolition, 
~) • '!'he HOS vere Oevelop8l1 years a.go through 
investigations and s~udies ot indus~1es, equipment, and 
hazards in working cOndl~lons, which inClUded procedures ror 
notice and an opportunl~y for pUblic partlclpa~lon through 
hearings or the submission Of wrU.~en data. I~ 1s no~ 
likely that DOL could lIIee~ the resource requ1remen~s tor" 
wag-e-Hour to simultaneously reexamine all or ~he HOs on the 

~_ tilDe frame contemplat.ed by the bill. The resul~ will be 
"utter confusion in the regulated communley over permissible 
occupations for working yoUth. working YOUth's health and 
safety will be seriously jeOpard1zeQ ~cause or this ~il1. 

-. : 
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Final Rule Concerning the Longshore and Harbor 
Workers' Compensation Act 

Pursuant to OWCP's commitment to streamline processes and 
implement cost savings, final regulations (published October 2, 
~99S, 60 FR 51346) revised the regulations implementing the 
Long~hore and Harbor Workers' Compensation Act (LHWCA) to improve 
adminiseration and clarify existing policy. Among the other 
changes ~mplemented in this rule were two provisions eagerly 
sought by the industry: 1) formalization of the practice of 
using the Office of Workers'. Compensation Programs (OWCP) fee 
schedule as the standard for determining what is a reasonable and 
customary medical charge where there is a dispute; and 2) 
eliminating the requirement that an employer with geographically 
different work sites within one compensation district have only 
one insurance carrier. The employer community expressed strong 
in:ereet in these rules and would stongl~y object to seeing them 
repealed. 
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ZSSUE: Airborne contaminant~ area serious concern to the 
millions of workers who face t~t threat in the workplace 
everyday. For these workers, it is crucial that the feee 
and lung procection they wear effectively prevents transmis­
sion of cancer-causing contaminants like a~bestos, and hundreds 
of other harrrLful f~~es and chemicals which can cause serious 
lung diseases and chronic ailments. In professions ranging 
from health care workers and painters to fiberglass and aircraft 
workers, the workplace presents a special risk and respirators 
are used to ensure clean breathable air for employees; however, 
the wide ranging use of respiracors to combat a diverse r~ge 
of contaminants has led to some confusion as co which respira­
tors best address a workers' needs on a particular job. 

AGENCY RESPONS:tBJ:L:r:'n' AND AC'l':r:ON: In or~er to assist eInj;lloyers 
in selecting those respirators that are most appropriate to the 
work being performed and in providing the medical surveillance 
necessary for workers who use respirators, the occupational 
Safety and Health Administration developed guidelines linking 
the t~e of work.co the type of respirator needed. These 
guidel~nes link the type of respirator needed to the particular 
airborne contaminants and exposure situations in a given worK­
place, providing employers and. employees with sensible and 
efficient assistance in a technically complex area. This 
guidance has the potential to prevent many cases .of cancer and 
other serious illnesses every year. 

IMPAC'l' OF B.R. 994: The comorehensive administrative review 
reouirements under Title II would compel OSHA to compile stacKS 
of ~aperwork for each individual use of respirators in each 
occupation for each of the various contaminants encountered by 
the millions of workers affected. The added time and manpower 
reQUired to fulfill these requirements would cost OSHA a great 
deal more money than the Agency's current budget allows. And 
even with additional budgetary increases, issuance of these 
guidelines would be Dushed back for years while the cumbersome 
paperwork was completed. These delays would seriously undermine 
OSHA's responsibility to assist enployers in protecting the 
health and safety of their workers. 

Draft document for discussion purposes only. 
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MIne &plul"III fllUI FIla, MSJiA',' vfntiltltitm sttJMimII for fIIIIIIIIS'mmtI t:otd m1Itu 
prlVUlt ths ~n o/1MIIumIr QN/ t:Odl rlwt-foll /Or eq_torv fIIUi JIna /11 1M 
25 yean b,JOre ptU.JtlIe of 1M CoQl M/IU: HeaIlh tJNI Scgtry N:l of 1M. gal ".~ 
W4H km.d ", eepkJsirms. In. 2S YU8~ qftg 1M Ad W4f]JllRld, .,'QIII glimMd 
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