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Moreover, these participants would suggest that some opportu-
nity for judicial review of whether free-standing risk assessments un-
der S. 981 have complied with key risk assessment principles would be
an appropriate use of the power of judicial review in modern adminis-
trative government. It is of course inappropriate for a reviewing
court to substitute its technical judgment for the judgment of the ex-
pert administrative agency; federal courts are generally inclined to de-
fer to agency judgments on scientific and technical matters, unless the
agency’s technical judgements are clearly erroneous or are outside a
“zone of reasonableness.”” Reluctance to extend judicial review to
agency risk-determinations may be rooted, at least in part, in the fact
that the analytical requirements in section 624 are perhaps more nu-
merous and prescriptive than is necessary and appropriate.”

Although there may be value in limited judicial review of free-
standing agency risk determinations, the proponents of such review
are also sensitive to concerns that agencies responsible for protecting
health, safety, and the environment should not be subject to mulitiple,
interlocutory challenges. If an agency’s risk assessment is clearly part
of a well-defined rulemaking process, then courts should be expected
to consolidate challenges to the risk assessment with any other chal-
lenges to the final rule at the end of the rulemaking process. If a
court has already heard and resolved challenges to a final agency risk
assessment, it would not typically be appropriate for a court to re-
hear these risk assessment challenges in a subsequent rulemaking by
the agency—a rulemaking that was presumably not anticipated to oc-
cur when the agency’s risk assessment was published. In cases where
an agency has proposed a risk assessment and intends to issue a final
risk assessment, judicial review would normally be appropriate at the
stage of the final risk assessment (assuming a major rulemaking is not
also in progress, in which case publication of the final rule would be
the appropriate time for legal challenges). Courts can handle these
choices through doctrines of “the law of the case” and “ripeness””
without need for torturing the language of S. 981.

On the other hand, some of the other Workshop participants dis-
agree with the foregoing recommendations. They believe that if
courts are to refrain from reviewing the Director’s designation of a

194. See Regulatory Improvement Act of 1998, S. 981, 105th Cong., § 627(d) (1998) (judicial
review for cost-benefit analysis only available on the “arbitrary, capricious, [or] an abuse of dis-
cretion” standard).

195. Seeid. § 624.

196. See Ohio Forestry Ass’n v. Sierra Ciub, 523 U.S. 726, 727-28 (1998).
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particular rule as “major” (or his failure to make that designation),
the same should be true when the Director designates a free-standing
risk assessment as appropriate for S. 981 analysis (or fails to make
that designation). Indeed, they note, S. 981 expressly precludes judi-
cial review of OIRA’s rulemaking oversight functions taken as a
whole.” The bill parallels current law in this respect; notwithstanding
Abbott, courts do not engage in direct review of OIRA oversight to-
day.” Presumably this judicial self-restraint rests on the notions that
OIRA review is an integral part of the President’s oversight responsi-
bilities, and that the actual regulatory authority rests with the agency,
which of course is subject to traditional APA review. The bill’s pre-
clusion of review of OIRA’s actions may or may not be wise, but
these participants see no basis for carving out a special exception for
free-standing risk assessments. Surely, these participants assert, there
is no reason to believe that free-standing risk assessments tend to be
more threatening to private interests than are substantive rules, which
have the force of law. Yet it is important to recognize that agency
powers to assess risks are not currently subject to the same degree of
administrative and judicial review that is applicable to major rules.
Thus, people who are harmed by agency risk assessments have less
recourse than those who might be harmed by a rule. If judicial review
of free-standing risk assessments is judged to be inappropriate or inef-
fective, it may be worthwhile to buttress OIRA’s review capabilities
in this area.

Despite their disagreement on some issues, the Workshop par-
ticipants as a whole note that some legal protection against agency
use of unsound risk assessment practices may already exist under the
general provisions of the Administrative Procedure Act.” There are
a few rare instances where the federal courts have been persuaded
that an agency risk assessment amounts to “final agency action,”
making some review by the judiciary appropriate. One such case in-
volving the EPA’s risk assessment of environmental tobacco smoke is
currently being heard in a federal appeals court.”™ Our reading is that

197. See Regulatory Improvement Act of 1998, S. 981, 105th Cong., § 624 (1998).

198. See Abbott Laboratories v. Gardner, 387 U.S. 136, 140-41 (1967).

199. See Administrative Procedure Act, 5 U.S.C. § 706(2) (1994).

200. See Flue-Cured Tobacco Coop. Stabilization Corp. v. EPA, 4 F.Supp. 2d 435 (M.D.
N.C. 1998). Elsewhere, however, appellate courts have held that administrative pronounce-
ments that are intended as educational undertakings, and are not intended to alter any legal
rights, are not reviewable agency actions. See Industrial Safety Equip. Ass’n v. EPA, 37 F.2d
1115, 117-22 (D.C. Cir. 1988); American Trucking Ass’n Inc. v. U.S,, 755 F.2d 1292, 1296-97 (7th
Cir. 1985).
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the authors of S. 981 did not really intend to reduce such protections
as may exist under the APA, but the negotiated language is ambigu-
ous at best and could foreclose such judicial review. Thus, we would
encourage such review of risk assessment to be clearly allowed in fu-
ture legislation of this sort.

C. Substitution Risks

In section 623, S. 981 requires a regulatory agency to identify and
evaluate “substitution risks” that could result from a major rule when
“scientific information” on such risks is “reasonably available” to the
agency.” “Substitution risk” is defined to be “a reasonably identifi-
able significant increased risk to health, safety, and the environment
expected to result from a regulatory option and [which] does not in-
clude risks attributable to the effect of an option on the income of in-
dividuals.”™ This provision reflects concern in the scholarly litera-
ture that even well-intentioned regulations often have adverse effects
on health, safety, and the environment that could have been pre-
vented through better analysis and creative design of regulatory pro-
grams.*”

Would an agency’s failure to consider such substitution risks be
reviewable in court under S. 9817 The answer to this question is not
entirely clear. In section 623, a “regulatory analysis” includes three
components: a cost-benefit analysis, a risk assessment (if required),
and an evaluation of substitution risks.™ Yet the term “substitution
risk” is not mentioned in the judicial review section of the bill (section
627), where explicit mention is made of cost-benefit analysis, cost-
benefit determination, risk assessment, and peer review.”” The ambi-
guity about whether substitution risk is subject to judicial review is an
invitation for confusion and possibly unnecessary litigation. We rec-
ommend that an agency’s failure to evaluate substitution risks be
subject to judicial review under section 627 in a fashion similar to ju-
dicial review of an agency’s failure to perform a risk assessment.

201. See Regulatory Improvement Act of 1998, S. 981, 105th Cong., § 623
(bXD(B)G)(2)(C) (1998).

202. Seeid. § 621(11).

203. See e.g. Jonathan Baert Wiener, Protecting the Global Environment, in RISK VERSUS
RisK 103 (John D. Graham & Jonathan Baert Wiener eds. 1995).

204. See Regulatory Improvement Act of 1998, S. 981, 105th Cong., § 623
(bX1)(B)(D (2X(A)-(C) (1998).

205. Seeid. § 627(d).
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The language in S. 981 also places numerous restrictions on when
“risks” induced by regulation are to be considered in a regulatory
analysis. The definition of the term itself excludes such risks that are
not “reasonably identifiable,” “significant,” and “expected to result”
from a regulation.” If the risks result from impacts on the incomes of
individuals, they are also excluded.”” Even if each of these exclusions
is inapplicable, such risks must be identified and evaluated only when
“scientific information” about them is “reasonably available to the
agency.” It is not clear what an “evaluation” of such risks would en-
tail. These numerous restrictions on consideration of substitution
risks are presumably intended to protect the agency against specula-
tive, poorly grounded claims, but they may also trigger a variety of
complicated legal arguments.

Several scholars have proposed a more straightforward approach
to legislation about substitution risk.”® They suggest that the agency
be required to demonstrate, to the extent feasible or reasonable, that
any countervailing risks created by a rule be justified or outweighed
by the reductions in risk expected to result from the regulation—in
short, this approach seeks evidence that the regulation will do more
good than harm. Instead of placing arbitrary restrictions on the risks
to be considered, this approach emphasizes the substitution risks that
are large or compelling compared to the risks to be reduced by the
regulation. The “to the extent feasible” or “reasonable” proviso is in-
tended to prevent excessive investment by agencies in analysis of
countervailing risks. This net-risk test, which has already been em-
ployed by several courts,”™ could be considered a part of the “arbi-
trary and capricious” test that judges normally apply under the APA.
It is also part of the definitions of “costs” and “benefits” under sec-
tion 621 of S. 981. We believe that this approach is worthy of consid-
eration as an alternative to the language in S. 981.

206. See S. REP. NO. 105-188, at 46 (1998).

207. Seeid.

208. Seeid.

209. See, e.g., Jonathan Baert Wiener, Managing the latrogenic Risk of Risk Management, 9
RISK: HEALTH SAFTETY AND THE ENVIRONMENT 39 (1998); Cass R Sunstein, Congress, Con-
stitutional Moments, and the Cost Benefit State, 48 STAN. L. REV. 247, 288-98 (1996); CASS R.
SUNSTEIN, FREE MARKETS AND SOCIAL JUSTICE, 298-317 (1997); Edward W. Warren and Gary
E Marchant, More Good than Harm: a first principle for environmental agencies and reviewing
courts,, 20 ECOLOGY L.Q. 379 (1993). Note, however, that Professor Sunstein does not seek to
override any contrary directions from Congress that may be contained in specific regulatory
statutes.

210. See, e.g., Competitive Enterprise Inst. v. NHTSA, 956 F.2d 321, 324-27 (D.C. Cir. 1992);
Corrosion Proof Fittings v. EPA, 947 F.2d 1201,1220-27 (5th Cir. 1991).
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D. The Role of Peer Review in The Regulatory Process

S. 981 embodies the general consensus that agency risk assess-
ment and cost-benefit analyses benefit from scientific peer review.
Nonetheless, this expert scrutiny should not become a straightjacket
for agency decisionmakers, and courts must appreciate the limitations
of peer review when asked to review agency regulations that are sub-
ject to a risk assessment requirement. Peer review is best understood
as a supplement to, rather than a substitute for, existing forms of ex-
ternal scrutiny. It cannot replace notice-and-comment rulemaking
procedures or the possibility of judicial review of a regulation. In-
stead, by offering agency officials a preview of likely objections, inde-
pendent scientific experts can help them anticipate and hopefully
minimize weaknesses in a risk assessment or other predicate for a
regulation, thereby sharpening subsequent reviews by interested pri-
vate parties and officials in the three branches of government.

At the outset, legislators should clarify what form(s) of peer re-
view they have in mind. Section 625(b)(1)(A) fails to do so. Com-
mentators generally have endorsed the use of scientific advisory
committees or panels by federal administrative agencies.”* In con-
trast, some observers have criticized agencies’ reliance on editorial
peer review as a way of certifying the reliability of information ap-
pearing in published scientific articles.”™ Although flexibility allows
an agency to calibrate the scope and intensity of peer review in the
risk assessment process (as section 625(d) appropriately encourages),
misunderstandings may arise about which among the many different
forms of scientific peer review were intended by Congress.”

Assuming that peer review of agency risk assessments typically
will entail eliciting input from some sort of committee of independent
experts, one may glean valuable insights about the use of this mecha-

211. See Regulatory Improvement Act of 1998, S. 981, 105th Cong., § 625(b)(1)(A) (1998).

212. See Recommendations and Statements of the Administrative Conference Regarding
Administrative Practice and Procedure, 50 Fed. Reg. 52,893, 52,896 (1985) (to be codified at 1
CFR. pt. 305 & 310); See generally JOHN D. GRAHAM, HARNESSING SCIENCE FOR
ENVIRONMENTAL REGULATION (1991); SHEILA JASANOFF, THE FIFTH BRANCH: SCIENCE
ADVISERS AS POLICYMAKERS (1990); Thomas S. Burack, Note, Of Reliable Science: Scientific
Peer Review, Federal Regulatory Agencies, and the Courts, 7 VA. J. NAT. RESOURCES L. 27
(1987); see also General Accounting Office, Regulatory Reform—Agencies Could Improve De-
velopment, Documentation, and Clarity of Economic Analyses, RCED 98-142, Ch. 2:2.2 (1998).

213. See generally Lars Noah, Sanctifying Scientific Peer Review: Publication as a Proxy for
Regulatory Decisionmaking, 59 U. PITT. L. REV. 677, 693-711 (1998).

214. See Regulatory Improvement Act of 1999, S. 746, 106th Cong., § 625(d)(1999). (The
1998 version of the Regulatory Improvement Act, S. 981, does not contain this provision).
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nism from agencies such as the EPA and the FDA, both of which
have made extensive use of peer review panels in the last few dec-
ades. Although generally regarded as successful, such scientific advi-
sory committees or panels may have only limited utility if their input
is not sought until fairly late in an agency’s decision-making process.
If conducted early in an agency’s risk assessment as called for by
section 625(g),”* panel peer review can provide valuable expertise
and diverse perspectives, and it can focus attention on data inadequa-
cies in time for corrections.

The CPSC’s experience with its chronic hazard advisory panels
provides a different cautionary lesson. Legislative overspecification
of procedures for peer review, including demands for open meetings
and interest group representation (as opposed to disciplinary balance
in the composition of the panel), may make the process unduly cum-
bersome. Section 625(e) exempts required peer reviews from the
Federal Advisory Committee Act™  Nevertheless, section
625(1)(A)’s requirement that peer review mechanisms be “broadly
representative” may inappropriately lead to demands for representa-
tion by various stakeholders rather than a diversity of scientific and
other technical disciplines®” If understood as a structured form of
brainstorming by a group of technical experts from different back-
grounds, peer review cannot function as effectively if the process be-
comes overly proceduralized.

For all of its potential advantages, panel peer review has certain
significant limitations. No matter how thorough their consideration,
independent experts cannot certify the accuracy of an agency’s scien-
tific judgments. Some commentators have analogized peer review to
an independent audit of a business by an accounting firm, but without
the benefit of anything comparable to generally accepted accounting
principles (GAAP).* This limitation may have particular resonance
in the risk assessment field, which some observers have described as a
“trans-scientific” exercise, inevitably requiring policy or value judg-
ments.”” In this sense, peer review seems more apt for the scientific

215. Seeid at § 625(g). (The 1998 version of the Regulatory Improvement Act, S. 981, does
not contain this provision).

216. See Regulatory Improvement Act of 1999, S. 746, 106th Cong., § 625(¢)(1999) (The
1998 version of the Regulatory Improvement Act, S. 981, does not contain this provision).

217, Seeid. at § 625(b)(1}(A).

218. See KENNETH R. FOSTER & PETER W. HUBER, JUDGING SCIENCE: SCIENTIFIC
EVIDENCE AND THE FEDERAL COURTS 180 (1997).

219. See Thomas. O. McGarity, Substantive and Procedural Discretion in Administrative
Resolution of Science Policy Questions: Regulating Carcinogens in EPA and OSHA, 67 GEO.
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inputs for a risk assessment (e.g., weight-of-the-evidence evaluations
of bioassay results), as done in the Safe Drinking Water Act Amend-
ments of 1996 In addition, independent experts could offer valu-
able assistance in formulating generic risk assessment guidelines.
With regard to specific risk assessments for particular rulemaking ini-
tiatives, however, some peer reviewers predictably will disagree about
how best to interpret ambiguous research or resolve uncertainties.
For that reason, agencies should not feel hamstrung by failures to
convince their peer review panels. Just as an editor of a scientific
journal retains the prerogative to ignore commeénts from a referee,
agency officials must not cede their power to pursue rulemaking to
independent and unaccountable peer reviewers.

Moreover, panel peer review cannot serve as a substitute for no-
tice-and-comment rulemaking procedures with respect to an agency’s
risk assessment. In a sense, the public comment period represents a
continuation of the peer review process. Just as editorial peer review
provides only a first cut on the reliability of new research submitted
for publication, followed by a less structured but ultimately more im-
portant opportunity for post-publication peer review, panel reviews
of draft risk assessments cannot provide a definitive seal of approval
(or disapproval) of any risk assessment. Instead, like editors can help
authors improve a manuscript before publication, panel peer review
may help the agency better anticipate adverse public comments.
Conversely, the notice-and-comment process does not make prior in-
dependent peer review redundant and an unnecessary source of addi-
tional delay. Truly disinterested experts do not typically go to the ef-
fort of filing comments unless an advocate has hired them for that
purpose, and peer review is best understood as a collaborative proc-
ess where scientists from different disciplines are able to hash out dis-
agreements. This extra effort invested early in the process is likely to
provide a net benefit by reducing the prospect of challenges to a
regulation that later may frigger time-consuming and resource-
draining litigation.

A better compromise would make the peer review panel’s report
part of the record (as provided by section 625(b)(2)(B),” but also in-
struct courts not to assign it any special weight unless considerations

L.J. 729, 733 (1979); Wendy E. Wagner, The Science Charade in Toxic Risk Regulation, 95
CoLuUM. L. REV. 1613, 1613 (1995).

220. See National Drinking Water Regulations, 42 U.S.C. § 300g-1(b)(3)(A)(i), (B)(v)
(1994).

221. See Regulatory Improvement Act of 1998, S. 981, 105th Cong., § 625(b)(2)(B) (1998).
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of expertise and credentials justify such weight. A critical peer review
should not necessarily derail the agency when defending a regulation
in court, and a favorable peer review should not provide an impene-
trable shield against objections pressed by individuals who were not
able to present their concerns directly to the peer review panel.

Thus, apart from its contribution to the quality of agency deci-
sion-making, independent peer review may affect the course of judi-
cial review in a variety of ways. At one extreme, legislation could in-
vite reviewing courts to enforce strict compliance with new
procedural hurdles, such as insisting on what may often be largely du-
plicative peer reviews of an agency’s draft and final risk assess-
ments—something that sections 623(b){3)™ and (g)™ strive to avoid.
This may not appreciably improve agency decision-making and could
certainly worsen the ossification of rulemaking. Under a more mod-
erate scenario, legislation would strive to minimize the risk of undue
judicial scrutiny of compliance with procedural mandates, but courts
may come to view these procedural hurdles as codifying a substantive
standard for non-arbitrary agency decision-making. If this happens,
courts again would engage in “hard look” review for agency decision-
making at “the frontiers of science,” a decidedly less deferential
stance than courts have announced for such cases.” Finally, one can
imagine that courts would neither review for compliance with new
procedural requirements (leaving that task for other branches) nor
adopt a more rigorous stance when engaging in substantive review,
but instead undertake substantive review under existing APA stan-
dards with the benefit of more complete information and elucidation.
Peer review by a panel of scientific experts can help agencies generate
and refine such information; it cannot substitute even partially for
continued but deferential public and judicial scrutiny of health and
safety regulations.

222. Seeid. § 623(b)(3).

223. See Regulatory Improvement Act of 1999, S. 746, 106th Cong., § 625(g) (1999) (The
1998 version of the Regulatory Improvement Act, S. 981, does not contain this provision).

224. See Baltimore Gas & Elec. Co. v. NRDC, Inc., 462 U.S. 87, 103 (1983) (stressing that,
when an agency is making predictions “at the frontiers of science,” “a reviewing court must gen-
erally be at its most deferential”); Public Citizer Health Research Group v. Tyson, 796 F.2d
1479, 1495, 1503 (D.C. Cir. 1986); Ethyl Corp. v. EPA, 541 F.2d 1, 28 (D.C. Cir. 1976); see also,
Patricia M. Wald, Environmental Postcards from the Edge: The Year That Was and the Year
That Might Be, 26 ENVL. L. REP. 10182, 10188 (1996) (warning that a risk assessment mandate
might lead courts to adopt a “checklist mentality™).
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E. Effect of S. 981 on Existing Statutes

A central question in the debates over the regulatory reform
legislation in the last several Congresses has been whether such leg-
islation would supersede or effectively amend the criteria for regula-
tory decision-making that prevail under pre-existing statutes. For ex-
ample, Executive Orders 12991 (Reagan) and 12866 (Clinton) and the
Unfunded Mandates Reform Act of 1995, while requiring cost-benefit
analyses and decision criteria for the issuance of new federal regula-
tions, expressly limit such requirements “to the extent permitted by
law” or “unless otherwise prohibited by law.”™ By contrast, the Bli-
ley bill that passed the House in the 104" Congress provided that,
“potwithstanding any other provision of federal law,” its cost-benefit
requirements would “supplement and, to the extent there is a conflict,
supersede the decision criteria for rulemaking otherwise applicable
under the statute pursuant to which the rule is promulgated.””

Thus, for example, if the Clean Air Act or Occupational Safety
and Health Act called for pollution control standards to be set with-
out regard to cost,” the new Bliley bill would nevertheless supersede
that criterion with a new cost-benefit decision rule. Advocates of
such a provision urged that it would bring consistency and rationality
to the hodgepodge of decision criteria that obtain under current stat-
utes and ensure that all federal regulations do more good than
harm.? Critics worried that such a provision would sweep across too
many pre-existing statutes without detailed attention to the context of
each, possibly requiring cost-benefit decision criteria even when those
criteria would be inadvisable for the particular topic of the rulemak-
ing.

The drafters of S. 981 sought to avoid this debate by compro-
mising on more modest language. S. 981 does not provide that its
cost-benefit criteria supersede the criteria in force under existing
statutes. Section 623(d)(2) expressly states that an agency may issue a

225. See Exec. Order No. 12291, 3 C.F.R. 128, 133-134 (1981), reprinted in 5 U.S.C. § 601
note (Supp. 1988); Exec. Order No. 12866, 3 C.F.R. 638, 641 (1993), reprinted in 5 U.S.C. § 601
note (Supp. 1993); Unfunded Mandates Reform Act2 USC § 1501 and 5 USC § 801 (1994),

226. See Risk Assessment and Cost-Benefit Act of 1995, H.R. 1022, 104th Cong., § 202(b)(1)
(1995).

227. See Lead Industries Ass’n v. EPA, 647 F.2d 1130, 1148-50 (D.C. Cir. year), cert. denied,
449 U.S. 1042 (1980) (finding costs not relevant to air quality standards set under CAA section
109); American Textile Mfr. Inst. v. Donovan, 452 U.S. 490, 506-13 (1981) (disallowing cost-
benefit analysis under OSHAct § 6(b)(5)).

228. See Reform of Risk Regulation: Achieving More Protection at Less Cost, 1 Human and
Ecological Risk Assessment Journal 183, 193-96 (1995).
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regulation even when the agency determines that the rule’s benefits
do not justify its costs, or that the rule is not the most cost-effective or
net beneficial alternative.” The same section provides that in such a
situation the agency can issue the rule as long as the agency “ex-
plain[s] the reasons for selecting the rule notwithstanding such de-
termination”—and that this explanation shall “identify any statutory
provision that required the agency to select such rule.”™ The impli-
cation is that a prohibition on the use of cost-benefit decision criteria
in a pre-existing statute would not be overridden by the cost-benefit
determination in S. 981. Furthermore, section 622(b), as modified,
provides that “[n]othing in this subchapter shall be construed to alter
or modify—(1) the substantive standards applicable to rulemaking
under other statutes. ...”” This “savings clause” gives further cre-
dence to the view that S. 981 would not supersede or amend the crite-
ria for regulatory decisions under existing statutes.

Still, a creative litigant might be able to persuade some courts
that S. 981 does, at least in part, alter the analysis and even the deci-
sion criteria employed by agencies. First, such a litigant would point
to the word “substantive” in section 622(b)(1).”” The inclusion of this
word suggests that S. 981 could be read to alter the “non-substantive”
standards applicable to rulemaking under other statutes. That is, S.
981 could be read to alter the “procedural” aspects of rulemaking un-
der other statutes. If the requirements in section 623(b) (to analyze
the costs and benefits, to perform a risk assessment in accordance
with section 624, and to evaluate substitution risks) or the require-
ment in section 625 (to conduct peer review) can be characterized as
“procedural” requirements, then these requirements may be binding
on agencies under S. 981 notwithstanding any prohibitions on such ac-
tivities in pre-existing statutes.” Indeed, the Senate Governmental
Affairs Committee Report on S. 981 says the requirements of sections
623 and 624 are “procedural” in nature.” Moreover, the requirement
of NEPA that agencies must analyze the environmental impacts of
their major actions, without requiring any change in the ultimate
agency decision—which is the clear counterpart to the new analysis

229. See Regulatory Improvement Act of 1998, S. 981, 105th Cong., § 623 (d)(2) (1998).

230. Id. at § 623(d)(2)(A).

231. Id. at § 622(b).

232, See Regulatory Improvement Act of 1999, S. 746, 106th Cong., § 622(b)(1) (1999) (The
1998 version of the Regulatory Improvement Act, S. 981, does not contain this provision).

233. Seeid at §§ 623-625.

234. See S. Rep. No. 105-188, at V (Report of Sen. Gov’t Affairs Committee, “The Regula-
tory Improvement Act of 1998—Part V. Section by Section Analysis.”)
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requirements in S. 981—has long been held to be “essentially proce-
dural” by the Supreme Court.”

For example, if section 109 of the Clean Air Act™ is read to pro-
hibit the EPA from any consideration of cost in setting its ambient air
quality standards, and if this prohibition on consideration of cost is
characterized as “procedural” rather than “substantive,” then the re-
quirement to analyze costs and benefits in section 623(b) of S. 981
would effectively override the prohibition in CAA section 109.*” The
EPA would still be free to adopt an ambient air quality standard for
which the costs outweigh the benefits, if it furnished an explanation as
provided in section 623(d) of S. 9817 But EPA would now be
obliged to analyze the costs and benefits in the first place. Because
the “failure to perform” such analyses can support judicial remand or
invalidation under section627(e) of S. 981*—just as a failure to per-
form an EIS could be grounds for a court to issue an injunction under
NEPA™—the “procedural” requirements of S. 981, like those in
NEPA, could have a significant impact on agency practice.

If the drafters of S. 981 did not mean to leave open this route for
altering existing statutes, it is unclear why they inserted the word
“substantive” in section 622(b)(1).>* At the least, this word will invite
litigation to resolve which pre-existing regulatory strictures inconsis-
tent with S. 981 are “substantive” and which are not. On the other
hand, if section 622 is rewritten to “save” all pre-existing statutory
provision, then section 623(b) may be rendered ineffectual just where
it could have most influence, and S. 981 may have little to no real im-
pact on agency practice.””

Second, even if S. 981 were not read to alter the prior “proce-
dural” requirements of existing statutes, litigants could argue that S,
981 supplies new standards for rulemaking where the existing statute
lacks such standards. The argument would be that statutes which nei-
ther prohibit nor require cost-benefit analysis, but leave the choice to

235. See Robertson v. Methow Valley Citizens Council, 490 U.S. 332, 349-54 (1989); Stry-
cker’s Bay Neighborhood Council v. Karlen, 444 U.S. 223, 223-31 (1980); Vermont Yankee
Power Corp. v. NRDC, 435 U.S. 519, 558 (1978).

236. See Clean Air Act 42 U.S.C. §§ 7401, 7409 (1994).

237. See Regulatory Improvement Act of 1998, S. 981, 105th Cong., §623(b) (1998).

238. Seeid. at § 623(d) (confirming the “procedural” nature of the cost-benefit analysis).

239. Seeid. at § 623(e).

240. See Amoco Production Co. v. Village of Gambell, 480 U.S. 531, 540-45 (1987).

241. See Regulatory Improvement Act of 1999, S. 746, 106th Cong., § 622(b)(1) (1999). (The
1998 version of the Regulatory Improvement Act, S. 981, does not contain this provision).

242, Seeid.

HeinOnline -- 11 Duke Envtl. L. & Pol’'y F. 136 2000-2001



Fall 2000] REGULATORY IMPROVEMENT LEGISLATION 137

use cost-benefit analysis (or other risk analyses) open—that is, in the
discretion of the agency—would now be superseded and modified by
the requirement in S. 981 to conduct such analysis. For example,
section 3(8) of the OSHA Act’™ has been held to allow but not re-
quire cost-benefit analysis.”* Section 623 of S. 981 could thus be read
to require cost-benefit analysis, a risk assessment, and an evaluation
of substitution risks under such a pre-existing statutory provision, be-
cause this new requirement would not “alter or modify ... the sub-
stantive standards applicable to rulemaking under” OSHA Act sec-
tion 3(8).”* OSHA would still be free to adopt a regulation for which
the costs outweigh the benefits, if it furnished an explanation as pro-
vided in section 623(d) of S. 981, but only after analyzing the costs
and benefits, risks, and substitution risks as provided under section
623(b).**

Thus, S. 981, while stopping short of the cost-benefit “superman-
date” provided in the Bliley bill, may nevertheless alter some of the
analytic parameters of pre-existing statutes. It may require more
regulatory analysis where prior statutes prohibited or remained silent
on such analysis.

An alternative approach would be a “superauthorization,” in
which Congress would authorize agencies to conduct cost-benefit
analysis, risk assessment, analysis of substitution risks, and selection
of more cost-effective regulatory instruments, notwithstanding incon-
sistent restrictions in other statutes.”” But such a superauthorization
would not require agencies to employ such analytic or regulatory
methods; it would give agencies the discretion to employ these tech-
niques where the agencies see fit. This approach would avoid the
criticism of a “supermandate” that such a requirement could force the
use of analytic methods (such as cost-benefit analysis or the analysis
of substitution risks) even where those methods are inadvisable. In-
stead, it would leave the decision on the advisability of analytic meth-
ods to the agencies. But it would capture much of the advantage of
introducing better analytic and regulatory methods in situations
where current statutes would obstruct such improvements. Moreo-

243, See Occupational Safety and Health Administration Act (OSHA), 29 U.S.C. §8 651-78
(1994).

244. See International Union, UAW v. OSHA, 938 F.2d 1310 (D.C. Cir. 1991).

245. See OSHA, 29 U.S.C. 652 § 8 (1994).

246. Seeid. §§ 623(b), (d).

247. See Regulatory Reform: Hearings Before the Senate Committee on Governmental Af-
fairs, 104th Cong., 194-96 (1995) (Testimony of Jonathan B. Wiener, Law Professor, Duke Uni-
versity School of Law).
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ver, a superauthorization would put the question of the degree and
form of analytic and regulatory innovation in the hands of the execu-
tive branch, which is better equipped to make such technical choices
than are the legislative and judicial branches. We believe that this
“superauthorization™ approach is worthy of consideration as a supe-
rior alternative to the language in S. 981.

VI. CONCLUSION

Toward the end of the 105th Congress, proponents of regulatory
improvement in the U.S. Senate reached agreement with the Clinton
Administration on legislative language concerning the use of risk as-
sessment and cost-benefit analysis by federal regulatory agencies. An
important feature of the agreement was specific language concerning
the appropriate role of judicial review of agency compliance with
analytical requirements. Although no vote was taken in the Senate
on this matter, it is likely that the same issues will be confronted by
future Congresses when comprehensive or agency-specific legislation
is considered that includes analytical requirements.

This Report has described and analyzed how the authors of
S. 981 and the Clinton Administration resolved significant differences
of opinion about how the judicial review issue should be handled. We
have also recommended for consideration an alternative approach
that would impose fewer analytical requirements, yet subject those
requirements to the established norms of judicial review under the
APA. On specific issues concerning risk assessment, substitution risk,
and peer review, this Report has discussed weaknesses or ambiguities
in the negotiated language and alternative approaches to legislation
that are worthy of consideration. Overall, we feel that the negotiated
language is a workable effort to balance the need for expeditious ad-
ministrative action with the need for judicial intervention in cases
where agencies fail to perform their mandated analytical responsibili-
ties.
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