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Chairman Cicilline, Ranking Member Buck, and members of the Subcommittee, | appreciate the
opportunity to testify today. My name is Wendy Wagner. | am the Richard Dale Endowed Chair
at the University of Texas School of Law and teach courses on regulatory process, law and
science, and environmental protection. My publications focus primarily on administrative law
and process as it intersects with the protection of public health and the environment. Included in
my publication list are several large empirical studies of agency rulemakings that were funded by
the National Science Foundation, including a study that was awarded the ABA’s Annual
Scholarship Award. On issues related to the use of science in regulation, in addition to my
published books and articles on the topic, I served as the consultant on the Administrative
Conference of the US on science and regulation and was responsible for writing a detailed report
and proposing recommendations. | have also served on several National Academies of Science
committees, the Bipartisan Policy Center committee on science and regulation, and the National
Conference of Scientists and Lawyers (a joint committee of AAAS and the ABA).

Agencies serve a vital function in US government, promulgating thousands of rules and policies
needed to effectuate Congress’ laws. Yet because of their significant place in our separation of
powers system, the legitimate scope of agency authority has been a continuing source of



controversy.! In response, overlapping oversight mechanisms have been devised by Congress,
the courts, and the Executive Branch to curb agency power. See Appendix 1% and 2.3

Over the last few decades, however, it has become clear that the various legal checks on agencies
are not working nearly as well as they should. Some of these oversight mechanisms tend to work
at cross-purposes. Other legal checks impose requirements on agency action that are ineffective
or can even backfire. Indeed, because there are so many “cooks” in the kitchen, the possibility of
counter-productive process requirements emerging in administrative law is almost inevitable.

| am delighted that Congresswoman Jayapal and this Subcommittee are undertaking a more
holistic and systematic examination of administrative process and the challenges that have arisen
over the last few decades. In my testimony, I focus on two important goals of administrative law
— ensuring agency expertise and accountability — and discuss how the existing body of oversight
mechanisms emerging from Congress, the courts, and the Executive Branch are proving
incomplete and sometimes even counterproductive in advancing these goals. | then trace how
Congresswoman Jayapal’s bill is well positioned to improve both agency accountability and
expertise and suggest ways that future legislation could go still farther in this regard.

l. AGENCY EXPERTISE

Agencies provide expertise to the nation on thousands of issues that range from modeling human
responses to reactive chemicals to designing corporate disclosures for shareholders and investors.
Agency staff who provide this expertise are generally regarded as professionals who produce
high quality work.* Yet several structural impediments — most of which originate in the
Executive Branch — currently hinder the ability of agencies to consistently deliver excellent
expert advice.®

! peter L. Strauss, The Place of Agencies in Government: Separation of Powers and the Fourth Branch,
84 CoLuM. L. Rev. 573, 578-80 (1984).

2 Copied from https://www.citizen.org/wp-content/uploads/regulations-flowchart.pdf

3 Copied from https://www.reginfo.gov/public/reginfo/Regmap/REG_MAP_2020.pdf

* See, e.g., JOHN BREHM & SCOTT GATES, WORKING, SHIRKING, AND SABOTAGE: BUREAUCRATIC
RESPONSE TO A DEMOCRATIC PUBLIC 196-99, 202 (1999); MARISSA MARTINO GOLDEN, WHAT
MOTIVATES BUREAUCRATS? POLITICS AND ADMINISTRATION DURING THE REAGAN YEARS 150, 155,
166-67 (2000).

% For two excellent bipartisan studies that also offer recommendations on these general problems, see
BIPARTISAN PoLICY CENTER, IMPROVING THE USE OF SCIENCE IN REGULATORY PoLicy (2009),
available at https://bipartisanpolicy.org/download/?file=/wp-content/uploads/2019/03/BPC-Science-
Report-fnl.pdf, and P. BAHARARA ET AL., BRENNAN CENTER FOR JUSTICE, PROPOSALS FOR REFORM
VOLUME Il AT 8-10, 14 (2019), available at https://www.brennancenter.org/sites/default/files/2019-
09/2019 10_TaskForce%2011_0.pdf.
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A. The Politicization of Agency Science

Agency experts in most Executive Branch agencies serve as subordinates to political officials,
and thus the work of these experts can be influenced and even controlled by appointees and other
policymakers within the government.® Despite the obvious risks of the resultant politicization of
science within the agencies, the decision processes used in agencies rarely separate or insulate
the foundational agency scientific analyses from subsequent policy (and often political) decisions
about the best course of action.” Political appointees thus retain the prerogative to alter
underlying technical analyses in ends-oriented ways that compromise the integrity of the
science.® In some rules, politically-driven changes to the scientific record are also made by other
Executive Branch agencies, particularly through or by the White House’s Office of Information
and Regulatory Affairs (OIRA).

The resulting potential for the manipulation of scientific analyses generated by agency experts is
now well-documented.® Political officials within the Executive Branch have censored scientific
staff, directed politically-driven revisions to foundational technical analyses in nontransparent
ways, and used other means to manipulate the scientific record to advance predetermined policy
ends. Political officials have even “stacked” the composition of the members serving on science
advisory panels to ensure their peer review is more favorable to a preferred political position.!!

However, since these internal deliberations involving changes to the scientific record are
considered “deliberative process,” the Executive Branch claims they are uniformly exempt from
public disclosure under the Freedom of Information Act (FOIA). As a result, there is the ever-
present potential for political meddling of foundational technical analyses, and this activity is

6 See, e.g., Jori Reilly-Diakun, Addressing Blurred Lines: Institutional Design Solutions to

Transgressions Across the Science-Policy Boundary, 49 TEX. ENVTL. L.J. 199, 218-20 (2019); Wendy E.

Wagner, A Place for Agency Expertise: Reconciling Agency Expertise with Presidential Power, 115

CoLuM. L. REv. 2019, 203245 (2015).

" See, e.9., WENDY WAGNER, SCIENCE IN REGULATION: A STUDY OF AGENCY DECISIONMAKING

APPROACHES (2013), available at

https://www.acus.gov/sites/default/files/documents/Science%20in%20Regulation_Final%20Report 2 18
13_0.pdf. One notable exception is EPA’s setting of National Ambient Air Quality Standards (NAAQS)

under the Clean Air Act, which offers a possible best practices model for ensuring the integrity of agency

expertise in decisionmaking. See id; see also Sidney Shapiro, et al., The Enlightenment of Administrative

Law: Looking Inside the Agency for Legitimacy, 47 WAKE FOREST LAW REVIEW 463, 491-501 (2012).

8 See, e.g., Heidi Kitrosser, Scientific Integrity: The Perils and Promise of White House Administration,

79 FORDHAM L. REV. 2395, 2411 (2011).

% See supra notes 6-8.

10 See, e.g., Holly Doremus, Scientific and Political Integrity in Environmental Policy, 86 TEX. L. REV.

1601 (2008); Thomas McGarity & Wendy Wagner, Deregulation Using Stealth Science Strategies, 68

DUKE L.J. 1719, 1724-34 (2019).

11 See, e.g., Robert L. Glicksman, Shuttered Government, 62 ARrIz. L. REV. 573, 596-600 (2020); Robert

Steinbrook, Science, Politics, and Federal Advisory Committees, 350 NEW ENG. J. MED. 1454, 1456

(2004).
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completely hidden from public view.'? Indeed, for many rules, the public has no way to access
information about the scientific record prior to it being altered or influenced by political officials.

Recommendations to Address the Politicization of Agency Science

To ensure that national policies are informed by the very best available science, the agency
scientific staff doing the initial review of the scientific literature as it informs specific policy
questions must be insulated from all political influence.®* For major rules at least, the staff
reports synthesizing the relevant literature should list the staff authors by name and be made
public before policymaking commences.* Agency processes should also provide assurances
(through peer review or other mechanisms) that scientific scrutiny is rigorous and that staff
scientific reviews can be trusted. Taking these steps will ensure that the public is aware of what
our nation’s experts believe the relevant scientific information to be before this information and
analysis is used to inform policymaking. Agency officials are free to ignore or correct the
scientific analyses of staff, but these discussions will be on the record. In fact, this is the same
model that the National Academy of Sciences recommended for agency decision-making in 1983
for many of the same reasons.®

Congress could require agencies to follow this process by law or alternatively could offer agency
incentives, such as directing reviewing courts to afford added deference to agency processes that
meet these requirements, consistent with an affirmative defense discussed below at page 10.

Congresswoman Jayapal’s bill makes excellent progress in addressing this recommendation by
requiring the agency to describe “how the agency considered scientific evidence, including
any study or research.”*® However, more specific direction would help to ensure the agency
understands that it must document in more detail agency processes for using science, including
firewalling the initial staff review of the literature from political influence.

B. The Use of Unreliable Scientific Information to Inform Public Regulatory Decisions

Under existing legal procedures, agencies must promulgate rules, such as protective standards for
public health and environment, based on the available scientific evidence, but the agencies lack
the funding and time to conduct this research themselves. As a result, agencies are often
dependent — sometimes by statutory design — on the work of regulated parties for the
foundational research that informs their regulatory decisions.

12 See supra notes 6-8.

13 For fuller discussion, see McGarity & Wagner supra note 10; P. BAHARARA ET AL., supra note 5;
Wagner, supra note 7.

14 As discussed supra note 7, the EPA’s NAAQS process provides a template for best practices on
designing these more rigorous science-policy processes in agency decisionmaking.

15 COMM. ON THE INSTITUTIONAL MEANS FOR ASSESSMENT OF RISKS TO PUB. HEALTH, NAT’L RES.
COUNCIL, RISK ASSESSMENT IN THE FEDERAL GOVERNMENT: MANAGING THE PROCESS 2-3, 148 (1983).
16 Section 3 “Stop Corporate Capture Act.”



The conflict of interests inherent in a regulated party providing the scientific information used to
develop regulations that govern its activities raise fundamental challenges to ensuring the
integrity and reliability of this private research. Regulated parties provide the needed
information, but they have an interest in the outcome that can affect how they design the studies,
who they chose to conduct the research, and even which results they publish or share with
agencies.’” See Appendix 3. Indeed, in the scientific literature there is a well-known “funding
effect” that reveals a statistically significant correlation between an interested, private sponsor
(e.g., drug manufacturer) and the findings in its published studies of its products (e.g., more
favorable to the sponsor than publicly-funded research).®

Agencies have endeavored to limit this funding effect in part by prescribing protocols for some
tests in advance and by requiring “good laboratory practices”. Yet these efforts are grossly
inadequate to ensure that private research is of sufficient quality to inform public regulation.
And, while there have been a number of Congressional and Executive efforts to address
information quality (e.g., Data Quality Act, bills on transparency, Executive Branch Orders,
etc.), these projects generally apply only to public research and exempt private research from
their reach, despite the fact that private research is most at risk of being compromised.*®

Adding to this challenge of ensuring the integrity of private research produced to inform
regulation is the inaccessibility of much of this privately produced research once it is shared with
the agencies. Because agencies sometimes only require industry to submit study summaries and
not the studies themselves, public commentators are frequently unable to review the underlying
research. In addition, overgenerous trade secret and related protections shield a large amount of
this research from public view.?® Such restrictions are proving particularly disastrous in some
areas, like the regulation of PFAS. In fact, the Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA) actually prohibits the agency from openly sharing underlying health and safety
studies with the public; interested members of the public instead must visit EPA headquarters to
view studies on the toxicity of a pesticide and these visits can only take place after the EPA has
finalized its decision on that pesticide.?

17 See, e.g., DAVID MICHAELS, DOUBT IS THEIR PRODUCT: HOW INDUSTRY’S ASSAULT ON SCIENCE
THREATENS YOUR HEALTH (2008); DAVID MICHAELS, THE TRIUMPH OF DOUBT (2020); THOMAS
MCGARITY & WENDY WAGNER, BENDING SCIENCE (2007).

18 Justin E. Bekelman, Yan Li, & Cary P. Gross, Scope and Impact of Financial Conflicts of Interest in
Biomedical Research, 289 JAMA 454 (2003).

19 Wendy Wagner & David Michaels, Equal Treatment for Regulatory Science: Extending the Controls
Governing the Quality of Public Research to Private Research, 30 AM. J. L. & MED. 119, 126-28 (2004).
20 See, e.g., ENVTL. WORKING GROUP, OFF THE BOOKS II: MORE SECRET CHEMICALS (2016), available
at https://www.ewg.org/research/books-ii-more-secret-chemicals; see also Wagner & Michaels, supra
note 19.

21 7U.S.C §136h(g)(1).
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Recommendations to Address Unreliable Private Scientific Information

Legislation is needed to correct these well-documented problems with the integrity of private
research by requiring conflict disclosures, as proposed by Congresswoman Jayapal’s bill. But
legal reform should go further by also requiring the disclosure of contracts governing private
research as well as requiring standard authorship forms, common for the scientific journals, that
disclose the level of researcher control.?? In terms of the more challenging problem of limited
public access to underlying private research, agencies that rely on private studies should be
expected under normal conditions to request the full study from the submitter and to make those
studies available to the public as a matter of course, with redactions of only limited information
to reflect trade secret concerns. Finally, Congress should undertake a study of how agencies are
currently implementing trade secret claims in health and environmental laws to determine
whether this broad privilege — that often shields even the existence of claimed chemicals or
products from public view (including the underlying health studies) — comports with Congress’
intent.?

I1. ACCOUNTABILITY OF AGENCIES TO THE PUBLIC

Agencies are credited with utilizing processes for major decisions — adjudications and
rulemakings — that are among the most democratically deliberative in our government. To
promulgate a regulatory rule, for example, the agency must solicit all public views on its
proposal and “consider” and provide rigorous and often very specific explanations for its
response to each and every comment. If the agency does not do this, any member of the public
may sue the agency for a rule that the litigant demonstrates is arbitrary and capricious, outside
the four corners of the law, or based on other enumerated grounds.

Adding to this required deliberative process supporting agency rules are a number of other
procedural checks, some coming from Congress, some from the courts through common law-
type of interpretation of the Administrative Procedure Act (APA), and some coming from the
White House. The cumulative requirements on agencies now are quite extensive. See, e.g.,
Appendices 1 and 2.

While individually some of these requirements may seem sensible, their cumulative impact can
produce agency incentives that actually work to undermine accountability goals, rather than

22 David Michaels & Wendy Wagner, Disclosure in Regulatory Science, 302 Sci. 2073 (2003); see, e.g.,
Authorship Form required in major biomedical journals, available at
http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-authors-
and-contributors.html; Authorship and Conflict policies to publish in Science, available at
https://www.science.org/content/page/science-journals-editorial-policies#authorship

23 See supra note 20.
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advance them. The literature yields a number of key problems. | identify a few of the more
significant concerns below.

A. Perverse Incentives for Overly Complex and Opaque Decisions

Under the APA and various judicial doctrines, agencies may fully comply with every analytical
requirement and transparency demand, and yet their explanations and rules may be effectively
inscrutable except to those in the inner circle of a subset of stakeholders. As Professor Farina
and colleagues describe, from the perspective of affected citizens, the agency’s rule and
accompanying analysis is often “about as accessible as if the documents were written in
hieroglyphics.”?* Requiring more transparency from agencies alone (e.g., supporting documents,
additional cost-benefit analysis and other requirements, etc.) does not address the underlying
reality that the explanations and agency proposals can be lengthy, unduly complicated, and
effectively inaccessible, even to the most sophisticated stakeholders.

Existing administrative process, particularly in the wake of decades of court interpretations,
deserve significant blame for the incomprehensibility of some agency rules.? In the text of the
APA, Congress did in fact require that agencies provide a “concise general statement” of their
proposals and rules.?® But over the last sixty years of litigation, this well-meaning directive has
been transformed by the courts’ unrelenting insistence on comprehensive records and elaborately
supported rules. As administrative law expert, Richard Pierce, notes, “[t]he courts have replaced
the statutory adjectives, ‘concise’ and ‘general’ with the judicial adjectives ‘detailed’ and
‘encyclopedic.””?’ For example, the courts’ hard-look doctrine, which is sometimes used to
review agency rules, is notorious for exerting pressure on agencies to become obsessively
detailed in their final rules, sometimes at the expense of maintaining a grasp of the big picture
and communicating that big picture to stakeholders.?® And the courts’ logical outgrowth test
encourages agencies to develop a proposed rule that is as complete as possible, which in turn
encourages agencies to negotiate the rule proposals with high stakes, litigious stakeholders
outside the sunshine of the APA.%®

More generally, the “robed roulette wheel” of judicial review, evidenced by inconsistent and
sometimes ideologically-driven opinions, encourages agencies to adopt a litigious posture in rule

24 Cynthia R. Farina, Mary J. Newhart, and Cheryl Blake, The Problem with Words: Plain Language and
Public Participation in Rulemaking, 83 THE GEORGE WASHINGTON LAW REVIEW 1358, 1365 (2015).

% WENDY WAGNER, INCOMPREHENSIBLE!: A STUDY OF HOW OUR LEGAL SYSTEM ENCOURAGES
INCOMPREHENSIBILITY, WHY IT MATTERS, AND WHAT WE CAN DO ABOUT IT, chapter 6 (2019); Wendy
E. Wagner, Administrative Law, Filter Failure, and Information Capture, 59 DUKE L. J. 1321, 1331-34
(2010).

%5 U.S.C. §553(c).

21 1 RICHARD J. PIERCE, JR. ADMINISTRATIVE LAW TREATISE §7.4 at 445 (5th ed. 2010).

28 Rosemary O’Leary, The Impact of Federal Court Decisions on the Policies and Administration of the
U.S. Environmental Protection Agency, 41 ADMIN. L. REV. 549, 562 (1989).

29 See, e.g., Shell Oil Co. v. EPA, 950 F.2d 741, 757-63 (D.C. Cir. 1991).
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drafting to avoid the chance of vacatur and remand.® In such a legal environment, agencies
rationally assume the worst and write their rules more like litigation briefs than open-minded
proposals soliciting public input on policy options. Regulatory law scholar Shep Melnick
observes from his study of agency rulemakings: “Since agencies do not like losing big court
cases, they reacted defensively [to the courts’ requirements], accumulating more and more
information, responding to all comments, and covering their bets. The rulemaking record grew
enormously, far beyond any judge’s ability to review it.”*! And “[t]hus began a vicious cycle:
the more effort agencies put into rulemaking, the more they feared losing, and the more
defensive rulemaking became.”%?

B. Imbalanced Participation

At least on paper, U.S. administrative law places a premium on ensuring complete and
meaningful participation in agency rulemakings. Participants are not only guaranteed the
opportunity to comment on agency proposals, but agencies are legally required to consider
participant comments. If an agency fails to comply with these requirements, it can find itself
defending its rule in court.

What actually happens in practice, however, can be quite different. Even though legal
requirements impress upon agencies the need to provide formal opportunities for participation,
agencies are not required to ensure that the opportunities they do provide are meaningful or
effective for affected publics.® Administrative law also does not require that all significantly
affected parties be actively represented in a rulemaking that affects their interests. Instead, in the
APA model, the agency operates as a passive recipient of stakeholder input. Agencies therefore
rarely, if ever, endeavor to ensure balanced stakeholder engagement (much less track the
diversity of stakeholders), subsidize or actively solicit underrepresented groups, or otherwise
ensure that the actual participants bear any resemblance to those who are actually affected by the
agency’s action.* If affected groups lack the resources to participate in a rulemaking that affects
their interests, they are unrepresented and have no legal claims after the fact.

% JERRY L. MASHAW, GREED, CHAOS, AND GOVERNANCE: USING PUBLIC CHOICE TO IMPROVE PUBLIC
LAw 181 (Yale, 1999); Pierce, supra note 27, 8 7.4 at p.449-50.

31 R. Shep Melnick, Administrative Law and Bureaucratic Reality, 44 ADMIN. L. REV. 245, 247 (1992).
2.

33 Wagner, supra note 25.

3 Congress, however, did create an office to advocate on behalf of small businesses. The Small Business
Regulatory Enforcement Fairness Act, 5 U.S.C. § 611(a)(3), although as the Center for Progressive
Reform has documented, this SBREFA process is dominated by large businesses and thus does little to
advance genuine small business concerns. SIDNEY SHAPIRO & JAMES GOODWIN, DISTORTING THE
INTERESTS OF SMALL BUSINESS: HOW THE SMALL BUSINESS ADMINISTRATION OFFICE OF ADVOCACY’S
POLITICIZATION OF SMALL BUSINESS CONCERNS UNDERMINES PUBLIC HEALTH AND SAFETY (Ctr. for
Progressive Reform White Paper 1302, 2013), available at https://cpr-
assets.s3.amazonaws.com/documents/SBA_Office_of Advocacy 1302.pdf.
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Exacerbating this lack of legal attention to ensuring equitable and meaningful participation by
affected groups under the APA are gaps in the formal notice and comment requirements
themselves. Over time, eager participants and overburdened agencies have learned to exploit
these gaps, creating various end-runs around the notice and comment process to gain an edge. As
just one example, while agencies must carefully attend to those commenting during the public
comment period, there are effectively no restrictions on the processes agencies use to develop the
initial rule proposal. As a result, agencies can manage litigation risks by negotiating the rule
proposal with the most litigious stakeholders in advance, outside the formal comment and
recordkeeping requirements. Under existing administrative law, agencies are not required to
even docket these communications, and we know from at least one agency (EPA) that does
record its preNPRM communications that the pre-proposal stage of the rulemaking involves
considerably more stakeholder interaction (albeit only with regulated parties) than the notice and
comment process itself.%> See Appendix 4. In these rules, this negotiated rule published in the
Federal Register operates more as a final working draft than a preliminary opening statement.
Similar nontransparent discussions appear to be occurring after a final rule is promulgated,
evidenced by a high rate of rule revisions for many rules.*

As a result of these notice and comment work-arounds, there can be significant slippage between
the democratic deliberative opportunities promised by the formal U.S. administrative process on
paper and what happens in practice. A number of empirical studies in fact consistently find
significant evidence of inequities in the ability of affected parties to participate in rulemakings in
a meaningful way, with thinly financed groups often absent from the deliberative scene
altogether. See Appendix 4. Only about half the rules that affect the public involve at least one
public nonprofit or other commenter that is not a regulated entity. For the other half of the rules,
only industry and the occasional state or local government provide comments.®” And in
proceedings in which a public interest representative does file a comment, that entity is almost
always outnumbered—at least twofold and in some studies tenfold—when compared to industry
comments.*

% See, €.9,, CORNELIUS M. KERWIN & SCOTT R. FURLONG, RULEMAKING: HOW GOVERNMENT
AGENCIES WRITE LAW AND MAKE PoLICY 364 (5th ed. 2019); Michael Sant’ Ambrogio & Glen
Staszewski, Democratizing Rule Development, 98 WASH. U. L. REv. 793, 805 (2021); Wendy Wagner et
al., Deliberative Rulemaking: An Empirical Study of Participation in Three Agency Programs, 73 ADMIN.
L. REV. 609, 628-29 (2021) (finding twice as many communications occurring with stakeholders pre-
NPRM as during notice and comment); Wendy Wagner et al., Rulemaking in the Shade: An Empirical
Study of EPA’s Air Toxic Emission Standards, 63 ADMIN. L. REV. 99, 128 (2011).

% Wendy Wagner et al, Dynamic Rulemaking, 92 N.Y.U. L. Rev. 183 (2017).

37 See e.g., Maureen L. Cropper et al., The Determinants of Pesticide Regulation: A Statistical Analysis of
EPA Decision Making, 100 J. PoL. ECON. 175, 178, 187 (1992); Marissa Martino Golden, Interest
Groups in the Rule-Making Process: Who Participates? Whose Voices Get Heard?, 8 J. PUB. ADMIN.
RSCH. & THEORY 245, 253-54 (1998); Kimberly D. Krawiec, Don't ““‘Screw Joe the Plummer”: The
Sausage-Making of Financial Reform, 55 ARIz. L. REV. 53, 82, 84 (2013); Jason W. Yackee & Susan W.
Yackee, A Bias toward Business? Assessing Interest Group Influence on the Bureaucracy, 68 J. OF
PoLITICS 128, 131, 133 (2006); Wagner et al., Rulemaking in the Shade, supra note 37.

3 Yackee & Yackee, supra note 37; Wagner et al., Rulemaking in the Shade, supra note 36, at 128-29.



The resulting imbalances among active participants in agency rules are amplified — rather than
checked — by the courts’ approach to judicial review; the threat of subsequent legal challenges as
a matter of law come largely, if not exclusively, from those who submit comments. Under the
courts' interpretation of the APA, an agency cannot be sued unless the litigant's concern was
raised with specificity during the comment period.* If a critical comment is not entered into the
record, then the agency need not anticipate or second guess that concern. Groups who are absent
from the notice-and-comment process are foreclosed from litigating an agency’s decision unless
there is a representative comment already submitted into the record from another participant.*°

C. Executive Branch Overrides

Over the last few decades, the Executive Branch has become more unitary, exerting control over
agency rulemakings through mandatory clearance processes at OIRA. Under the deliberative
process privilege, as noted, these internal deliberations and clearance discussions are deemed
exempt from FOIA. Even efforts under Executive Order 12866 to require agencies to at least
publicly document the changes made by OIRA to agency proposed and final rules have often not
been followed in some rules.**

The end result is a growing concern that the APA deliberative process established by Congress
may sometimes be rendered a charade because the policy (and technical) choices have already
been made high up in government, outside the agency. In this way, White House control
impedes an agency’s ability to truly “consider” in good faith the comments offered on a rule
proposal as required by the APA.

D. Inaction

A final, well-established problem embedded in the cumulative APA, judicial review, and related
process controls are the perverse incentives for agencies to opt for delay and inaction.*?
Agencies face a daunting maze of legal requirements governing rulemakings, including the
prospect that — after years of deliberations — a court may vacate and remand a rule, requiring the
agency to start over.

3 NRDC v. Thomas, 805 F.2d 410 (D.C. Cir. 1986); Marcia R. Gelpe, Exhaustion of Administrative
Remedies: Lessons from Environmental Cases, 53 GEO. WASH. L. REV. 1 (1985).

40 Gabriel H. Markoff, The Invisible Barrier: Issue Exhaustion as a Threat to Pluralism in Administrative
Rulemaking, 90 TEX. L. REV. 1065 (2012).

41 See, e.g., Nina A. Mendelson, Disclosing “Political” Oversight of Agency Decision Making, 108 MICH.
L. Rev. 1127, 1157 (2010).

%2 See generally Sidney A. Shapiro, Rulemaking Inaction and the Failure of Administrative Law, 68 DUKE
L.J. 1805 (2019); Daniel E. Walters, The Judicial Role in Constraining Presidential Nonenforcement
Discretion: The Virtues of an APA Approach, 164 U. PENN. L. REV. 1911 (2016).
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By stark contrast, there are effectively no countervailing incentives for agency action, at least in
statutes without deadlines. Under the APA and related case law, while interest groups can
challenge agencies when they miss statutorily prescribed deadlines, a petitioner seeking to force
an agency to develop a long-awaited rule carries a high burden if Congress has left the regulatory
timing to the agency’s discretion, which is often the case.*?

As a result, there is evidence of pockets of “ossification” and inactivity in sets of rulemakings.**
OSHA, for example, has promulgated very few worker protection rules over the last thirty years,
despite the fact there is an ever lengthening list of potentially harmful substances used in the
work place that should be regulated. Likewise, in the last 40 years, the EPA has managed to ban
only a handful of chemicals under its chemical regulatory statute. The Consumer Product Safety
Commission (CPSC) similarly has done very little to regulate latent harms in consumer products
through proactive product standards or retroactively through product bans. In each of these
cases, agency inactivity was precipitated by an adverse court decision that vacated an early
agency effort to regulate.*®

This asymmetry in the legal forces that operate on agencies, effectively insulating agencies for
inaction and delay, are difficult to correct legislatively. For example, too much judicial oversight
of agency inaction might allow the courts to micromanage agency priorities, while also fueling
abusive litigation. Yet the current balance of incentives — high burdens to promulgate rules with
no legal consequences for inaction — are clearly out of sync.

Recommendations

Legislative solutions must address head-on the systemic legal disincentives that currently
discourage agencies from employing rigorous, meaningful deliberative processes that advance
the public interest. To that end, Congress should require agencies (for at least the most
significant rules) to justify the decision processes underlying each of their rulemakings.
Specifically, agencies should be required to document how they ensure meaningful participation
by affected groups, how this public input influences the decision-making and is considered in
good faith, and how the agency uses scientific information and analyses in ways that are
insulated from political control. This documentation should also include an accounting of all
communications with persons outside of the agency, including all inter-agency communications
occurring within the Executive Branch.*®

5 U.S.C. § 706(a)(1).

# Thomas O. McGarity, Some Thoughts on “Deossifying” the Rulemaking Process, 41 DUKE L.J. 1385,
1387 (1992).

*® Indust. Union Dep’t, AFL-CIO v. Hodgson, 499 F.2d 467 (D.C. Cir. 1974); Corrosion Proof Fittings v.
EPA, 947 F.2d 1201 (5th Cir. 1991); Gulf South Insulation v. United States Consumer Prod. Safety
Comm'n, 701 F.2d 1137 (5th Cir. 1983).

%6 For more details on this proposal, see WAGNER, INCOMPREHENSIBLE!, supra note 25, at 192-203;
Wagner, Filter Failure, supra note 25, at 1403-04; Wagner, supra note 6, at 2065-66.
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Congresswoman Jayapal’s bill makes superb progress on these recommendations, particularly in
creating the Public Advocate and calling for greater transparency of OIRA’s role in influencing
agency rules. To go still further and ensure that the foundational cracks in agency processes are
adequately addressed, however, agencies should also be required by law to document how they
arrived at a decision, from beginning to end.

Rather than a direct requirement which could entail unintended consequences, Congress could
provide statutory rewards that encourage agencies to voluntarily provide this explanation and
documentation. For example, Congress could afford the agencies with an affirmative defense if
the agency convinces the court that it hosted rigorous and meaningful public deliberations.
Accordingly, if a court is satisfied that the agency’s deliberative processes underlying a rule is
rigorous, it would be required to afford the agency’s policy and factual decisions “extra
deference” unless there are clear errors in statutory interpretation.*’

Beyond clear legislative directives that provide strong incentives for agencies to employ
rigorous, equitable public deliberations on rulemakings and other decisions, Congress should
consider other reforms as it renovates administrative law for the 21% century. There are two
outstanding reports published by the American Constitutional Society that provide numerous
important proposals that warrant the Subcommittee’s attention.*® There are also several other
more specific proposals in the extant literature that deserve careful consideration.

e Rather than layering more and more prescriptive analytical requirements on agencies to
support their decisions, Congress should take an inventory of how well the existing legal
requirements (including requirements imposed by Executive Orders and court doctrines)
are actually working in practice.*®> Congress can then cull out the most costly and
counter-productive requirements, including demands that are inconsistent with statutory
purposes and/or that serve only to further drain agency time and attention, lead to still
more unwieldy and complex rules, and provide marginal if no benefit to the integrity of
the deliberative processes.>°

e Interagency coordination is important and beneficial, but it should not be allowed to
interfere with an agency’s faithful compliance with its statutory mandates or render the

47 See, e.g., WAGNER, INCOMPREHENSIBLE!, supra note 25, at 195-99.

“8 See, €.g., DANIEL FARBER, LISA HEINZERLING, AND PETER SHANE, REFORMING “REGULATORY
REFORM”: A PROGRESSIVE FRAMEWORK FOR AGENCY RULEMAKING IN THE PUBLIC INTEREST (October
2018), available at https://www.acslaw.org/wp-content/uploads/2018/10/Oct-2018-APA-Farber-
Heinzerling-Shane-issue-brief.pdf; AMERICAN CONSTITUTION SOCIETY, RETHINKING ADMIN LAW FROM
APA TO Z (undated), available at https://www.acslaw.org/wp-content/uploads/2019/06/Rethinking-
Admin-Law-From-APA-to-Z.pdf.

9 See, e.g., Nicholas Bagley, The Procedure Fetish, 118 MicCH. L. REV. 345 (2019); Thomas O.
McGarity, Some Thoughts on “Deossifying” the Rulemaking Process, 41 DUKE L.J. 1385 (1992).

% For example, superfluous laws like the Data Quality Act that purport to advance the quality of science
used by agencies but appear to have no track record of success could be repealed. Sidney A. Shapiro, The
Information Quality Act and Environmental Protection: The Perils of Reform by Appropriations Rider, 28
WM. & MARY ENVTL. L. & POL’Y REV. 339 (2004).
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APA notice and comment process a meaningless exercise. Greater legislative constraints
on tracking these inter-agency communications are needed, as are potential limits on
Executive Power if it intrudes on the rulemaking process.>

e Courts have imposed a number of common law requirements on agencies, such as the
logical outgrowth test and the exhaustion requirements, that may be causing counter-
productive agency behaviors. Some of these doctrines should be adjusted legislatively to
offset their negative effects on agency processes.>?

e The strong incentives embedded in existing legal process that favor agency inaction over
carrying out statutory mandates should be addressed systematically, perhaps by adjusting
rules governing agency responses to petitions, as Congresswoman Jayapal’s bill does,
and/or by other types of reforms.>

e Agencies should be required to provide more balanced processes for drafting proposed
rules. A good start is to at least require or encourage agencies to document all of the
communications in and outside of government that inform the drafting of a proposed rule,
as well as the nature of those communications. Ideally agencies should also explain how
their proposed rulemaking process was conducted in a way that ensured the views of all
major affected groups were considered.>

I11. CONCLUSION

Seventy-five years of piecemeal administrative reforms imposed on agencies through courts, the
Executive Branch and incremental legislation have taken their toll on the ability of agencies to
serve the American public. Under existing process rules, agencies face legal impediments and
disincentives to provide rigorous expertise, to engage with stakeholders in meaningful
deliberations, and to promulgate timely rules to address controversial but important public
problems. Under the circumstances, it is remarkable that agencies have been able to carry out
their missions of protecting the public as well as they have. Congress is well-positioned to
rehabilitate the rickety state of US administrative process by engaging in a systematic
examination of the ways that the current oversight mechanisms fall short and devising procedural
rules to address the shortfalls.

°1 See, e.g., Mendelson, supra note 41; Lisa Heinzerling, Inside EPA: A Former Insider's Reflections on
the Relationship Between the Obama EPA and the Obama White House, 31 PACE ENVTL. L. REV. 325
(2014); Rena Steinzor et al., BEHIND CLOSED DOORS AT THE WHITE HOUSE: HOW POLITICS TRUMPS
PROTECTION OF PUBLIC HEALTH, WORKER SAFETY, AND THE ENVIRONMENT (Ctr. for Progressive
Reform White Paper 1111, 2011), available at https://cpr-
assets.s3.amazonaws.com/documents/OIRA_Meetings 1111.pdf.

%2 Markoff, supra note 40; WAGNER, INCOMPREHENSIBLE!, supra note 25, at 193-95.

%3 Supra note 42.

% Simon F. Haeder & Susan Webb Yackee, Out of the Public’s Eye? Lobbying the President’s Office of
Information and Regulatory Affairs, 9 INTEREST GROUPS & ADVOCACY 410 (2020); STEINZORET AL.
supra note 51.
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The Federal Rulemaking Process

Federal agencies are created and empowered by GCongress to protect the public from dangerous food

and products, ensure ethical and fair market behavior, promote equal educational opportunity and civil
rights, and preserve and advance American democracy, prosperity, health, and welfare. Agencies like the
Environmental Protection Agency, the Consumer Product Safety Commission, the Occupational Safety and
Health Administration, and others achieve these goals in large part by crafting and issuing regulations. This
process, called rulemaking, is governed by several statutes and executive orders that require an agency to
solicit and consider public comment, perform rigorous analyses of costs and benefits, and work with other
government actors such as the Office of Management and Budget (OMB), the Small Business Administration

(SBA), and the Congress hefore issuing a final rule.

Several statutes and executive orders added new requirements to the rulemaking process in the 1990s. The stated purpose of these new
rules was to make agencies more responsive to the concerns of businesses. The effect was to add major costs and delays to a process
that already operated slowly and carefully. In spite of this, industry groups and their allies perennially call for adding more requirements to
the rulemaking process, delaying new rules, and making them more costly to produce. Fair and informed consideration of these proposals
requires awareness of the existing rulemaking process. Agencies do not rapidly and unilaterally issue new regulations; instead, the
process is full of studies, panels, and opportunities for the public, industry, and other government bodies to provide input.

Agency may include an upcoming rulemaking in the Regulatory Plan
or in the Unified Regulatory Agenda. Agency will continue to do so
throughout the rule’s lifecycle.

a. 5 U.S.C. § 602(a): During the months of October and April of each year, each agency shall publish in the Federal Register a regulatory flexibility agenda which shall contain—
i. A brief description of the subject area of any rule which the agency expects to propose or promulgate which is likely to have a significant economic impact on a substantial
number of small entities;
ii. A summary of the nature of any such rule under consideration for each subject area listed in the agenda pursuant to 5 U.S.C. § 602(a)(1), the objectives and legal basis for
the issuance of the rule, and an approximate schedule for completing action on any rule for which the agency has issued a general notice of proposed rulemaking; and
iil. The name and telephone number of an agency official knowledgeable concerning the items listed in 5 U.S.C. § 602(a)(1).
b. 5 U.S.C. § 602(b): Each regulatory flexibility agenda shall be transmitted to the Chief Counsel for Advocacy of the Small Business Administration for comment, if any.
c. 5U.S.C. § 602(c): Each agency shall endeavor to provide notice of each regulatory flexibility agenda to small entities or their representatives through direct notification or
publication of the agenda in publications likely to be obtained by such small entities and shall invite comments upon each subject area on the agenda.
d. 5 U.S.C. § 602(d): Nothing in this section precludes an agency from considering or acting on any matter not included in a regulatory flexibility agenda, or requires an agency to
consider or act on any matter listed in such agenda.

e. Executive Order 12,866 § 4(b): Each agency shall prepare an agenda of all regulations under development or review, at a time and in a manner specified by the Administrator of
OIRA. The description of each regulatory action shall contain, at a minimum, a regulation identifier number, a brief summary of the action, the legal authority for the action, any
legal deadline for the action, and the name and telephone number of a knowledgeable agency official. Agencies may incorporate the information required under 5 U.S.C. § 602
and 41 U.S.C. § 402 into these agendas.

f. Executive Order 12,866 § 4(c)(1): As part of the Unified Regulatory Agenda, beginning in 1994, each agency shall prepare a Regulatory Plan (Plan) of the most important
significant regulatory actions that the agency reasonably expects to issue in proposed or final form in that fiscal year or thereafter. The Plan shall be approved personally by
the agency head and shall contain at a minimum:

i. A statement of the agency’s regulatory objectives and priorities and how they relate to the President’s priorities;

ii. A summary of each planned significant regulatory action including, to the extent possible, alternatives to be considered and preliminary estimates of the anticipated costs
and benefits;

iii. A summary of the legal basis for each such action, including whether any aspect of the action is required by statute or court order;

iv. A statement of the need for each such action and, if applicable, how the action will reduce risks to public health, safety, or the environment, as well as how the magnitude
of the risk addressed by the action relates to other risks within the jurisdiction of the agency;

v. The agency’s schedule for action, including a statement of any applicable statutory or judicial deadlines; and

vi. The name, address, and telephone number of a person the public may contact for additional information about the planned regulatory action.

g. Executive Order 12,866 § 4(c)(2): Each agency shall forward its Plan to OIRA by June 1st of each year.

h. Executive Order 12,866 § 4(c)(3): Within 10 calendar days after OIRA has received an agency’s Plan, OIRA shall circulate it to other affected agencies, the Advisors, and the Vice
President.

i. Executive Order 12,866 § 4(c)(4): An agency head who believes that a planned regulatory action of another agency may conflict with its own policy or action taken or planned
shall promptly netify, in writing, the Administrator of OIRA, who shall forward that communication to the issuing agency, the Advisors, and the Vice President.

j- Executive Order 12,866 § 4(c)(5): If the Administrator of OIRA believes that a planned regulatory action of an agency may be inconsistent with the President’s priorities or the
principles set forth in this Executive Order or may be in conflict with any policy or action taken or planned by another agency, the Administrator of OIRA shall promptly notify,
in writing, the affected agencies, the Advisors, and the Vice President.

k. Executive Order 12,866 § 4(c)(6): The Vice President, with the Advisors’ assistance, may consult with the heads of agencies with respect to their Plans and, in appropriate
instances, request further consideration or inter-agency coordination.

l. Executive Order 12,866 § 4(c)(7): The Plans developed by the issuing agency shall be published annually in the October publication of the Unified Regulatory Agenda. This
publication shall be made available to the Congress; State, local, and tribal governments; and the public. Any views on any aspect of any agency Plan, including whether any
planned regulatory action might conflict with any other planned or existing regulation, impose any unintended consequences on the public, or confer any unclaimed benefits on
the public, should be directed to the issuing agency, with a copy to OIRA.

APPENDIX 1

Agencies may submit proposals to collect information to OMB.

40

LS. 1

CITIZEN

a. 44 U.S.C. § 3502(3): The term “collection of information” means the obtaining, causing to be obtained, soliciting, or requiring the disclosure to third parties or the public, of facts or opinions by or for an agency, regardless of form or format, calling for either—

i. Answers to identical questions posed to, or identical reporting or recordkeeping requirements imposed on, ten or more persons, other than agencies, instrumentalities, or employees of the United States; or
ii. Answers to questions posed to agencies, instrumentalities, or employees of the United States which are to be used for general statistical purposes, subject to certain exclusions.

b. 44 U.S.C. § 3506(c)(1)(A): Each agency shall—
i. Review each collection of information before submission to the OMB Director for review under this subchapter, including—
An evaluation of the need for the collection of information;
A functional description of the information to be collected;
A plan for the collection of the information;
A specific, objectively supported estimate of burden;
A test of the collection of information through a pilot program, if appropriate; and
A plan for the efficient and effective management and use of the information to be collected, including necessary resources;

=

ii. Ensure that each information collection—

1. Is inventoried, displays a control number and, if appropriate, an expiration date;

2. Indicates the collection is in accordance with the clearance requirements of section 3507; and

3. Informs the person receiving the collection of information of—
a. The reasons the information is being collected;
b. The way such information is to be used;
c. An estimate, to the extent practicable, of the burden of the collection;
d. Whether responses to the collection of information are voluntary, required to obtain a benefit, or mandatory; and
e. The fact that an agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a valid control number.

c. 44 U.S.C. § 3506(c)(2)(A): Each agency shall provide 60-day notice in the Federal Register, and otherwise consult with members of the public and affected agencies concerning each proposed collection of information, to solicit comment to—

i. Evaluate whether the proposed collection of information is necessary for the proper performance of the functions of the agency, including whether the information shall have practical utility;
ii. Evaluate the accuracy of the agency’s estimate of the burden of the proposed collection of information;

iil. Enhance the quality, utility, and clarity of the information to be collected; and

iv. Minimize the burden of the collection of information on those who are to respond, including through the use of automated collection techniques or other forms of information technology.

d. 44 U.S.C. § 3506(c)(3): Each agency shall certify (and provide a record supporting such certification, including public comments received by the agency) that each collection of information submitted to the OMB Director for review—

i. Is necessary for the proper performance of the functions of the agency, including that the information has practical utility;

ii. Is not unnecessarily duplicative of information otherwise reasonably accessible to the agency;

iil. Reduces to the extent practicable and appropriate the burden on persons who shall provide information to or for the agency, including with respect to small entities, as defined under 5 U.S.C. § 601, the use of such techniques as—
1. Establishing differing compliance or reporting requirements or timetables that take into account the resources available to those who are to respond;
2. The clarification, consolidation, or simplification of compliance and reporting requirements; or
3. An exemption from coverage of the collection of information, or any part thereof;

iv. Is written using plain, coherent, and unambiguous terminology and is understandable to those who are to respond;

v. Is to be implemented in ways consistent and compatible, to the maximum extent practicable, with the existing reporting and recordkeeping practices of those who are to respond;

vi. Indicates for each recordkeeping requirement the length of time persons are required to maintain the records specified;

vii. Contains the statement required under 44 U.S.C. § 3506(c)(1)(B)(iii);

viii.Has been developed by an office that has planned and allocated resources for the efficient and effective management and use of the information to be collected, including the processing of the information in a manner which shall enhance, where appropriate, the utility of the

information to agencies and the public;
ix. Uses effective and efficient statistical survey methodology appropriate to the purpose for which the information is to be collected; and
x. To the maximum extent practicable, uses information technology to reduce burden and improve data quality, agency efficiency and responsiveness to the public.

e. 44 U.S.C. § 3507: An agency shall not conduct or sponsor the collection of information unless in advance of the adoption or revision of the collection of information—

i. The agency has—
1. Conducted the review established under 44 U.S.C. § 3506 (c)(1);
Evaluated the public comments received under 44 U.S.C. § 3506(c)(2);

2.
3. Submitted to the OMB Director the certification required under 44 U.S.C. § 3506(c)(3), the proposed collection of information, copies of pertinent statutory authority, regulations, and other related materials as the OMB Director may specify; and
4.

Published a notice in the Federal Register—
a. Stating that the agency has made such submission; and
b. Setting forth—
i. A title for the collection of information;
ii. A summary of the collection of information;
iii. A brief description of the need for the information and the proposed use of the information;
iv. A description of the likely respondents and proposed frequency of response to the collection of information;
v. An estimate of the burden that shall result from the collection of information; and
vi. Notice that comments may be submitted to the agency and OMB Director;

ii. The OMB Director has approved the proposed collection of information or approval has been inferred, under the provisions of this section; and
iii. The agency has obtained from the OMB Director a control number to be displayed upon the collection of information.

Agency revises and resubmits
or withdraws the proposed

information collection.

OMB reviews the proposed
information collection
under Paperwork
Reduction Act.

a. 44 U.S.C. § 3507(b): The OMB Director shall provide at least 30
days for public comment prior to making a decision under 44
U.S.C. § 3507(c), (d), (h), except as provided under 44 U.S.C. §
3507(j).

b. 44 U.S.C. § 3507(c): For any proposed collection of information
not contained in a proposed rule, the OMB Director shall notify
the agency involved of the decision to approve or disapprove
the proposed collection of information. The OMB Director
shall provide such notification within 60 days after receipt
or publication of the notice under 44 U.S.C. § 3507(a)(1)
(D),whichever is later. If the OMB Director does not notify the
agency of a denial or approval within the 60-day period, the
approval may be inferred, a control number shall be assigned,
and the agency may collect the information for not more than 1
year.

OMB disapproves
the proposed information
collection.

a. See 44 U.S.C. § 3507(e).
b. 44 U.S.C. § 3507(f): An independent regulatory agency which is

administered by 2 or more members of a commission, board,

or similar body, may by majority vote void any disapproval by

the OMB Director, in whole or in part, of a proposed collection of
information of that agency or an exercise of authority under 44
U.S.C. § 3507(d) concerning that agency. The agency shall certify
each vote to void such disapproval or exercise to the OMB Director,
and explain the reasons for such vote. The OMB Director shall
without further delay assign a control number to such collection
of information, and such vote to void the disapproval or exercise
shall be valid for a period of 3 years.

OMB approves the
proposed information
collection.

Agency may publish an advance notice
of proposed rulemaking.

a. 5U.S.C. § 609(a): When any rule is promulgated which will have a significant economic impact on a substantial
number of small entities, the head of the agency promulgating the rule or the official of the agency with
statutory responsibility for the promulgation of the rule shall assure that small entities have been given an
opportunity to participate in the rulemaking for the rule through the reasonable use of techniques such as—

i. The inclusion in an advanced notice of proposed rulemaking, if issued, of a statement that the proposed rule
may have a significant economic impact on a substantial number of small entities.

Agency may solicit
public opinion.

a. 44 U.S.C. § 3508: Before approving a proposed collection
of information, the OMB Director shall determine whether
the collection of information by the agency is necessary
for the proper performance of the functions of the agency,
including whether the information shall have practical
utility. Before making a determination the OMB Director
may give the agency and other interested persons an
opportunity to be heard or to submit statements in writing.
To the extent, if any, that the OMB Director determines that
the collection of information by an agency is unnecessary
for any reason, the agency may not engage in the
collection of information.

OMB approves the
proposed information
collection consistent

with change.

a. 44 U.S.C. § 3507(e): Any decision by the OMB Director
to disapprove a collection of information, or to instruct
the agency to make substantive or material change to a
collection of information, shall be publicly available and
include and explanation of the reasons for such decision.

I 4

b. Example: 15 U.S.C. § 57(a): Prior to the publication of any notice of proposed rulemaking, the Federal Trade
Commission (Commission) shall publish an advance notice of proposed rulemaking in the Federal Register.
Such advance notice shall—

i. Contain a brief description of the area of inquiry under consideration, the objectives which the Commission
seeks to achieve, and possible regulatory alternatives under consideration by the Commission; and
ii. Invite the response of interested parties with respect to such proposed rulemaking, including any

Agency

petitions for rulemaking.

may receive Agency may solicit the advice

of federal advisory committees.

Agency may hold

suggestions or alternative methods for achieving such objectives.

public meetings.

Agency may be forced to
initiate a rulemaking as a
result of a lawsuit.

a. Department of Labor, How to Participate in the Rulemaking
Process: A Request for Information (RFI) is one among many
possible tools used by an agency to help it develop a proposed
rule. Use of an RFl is entirely optional. Agencies generally
use RFls when they want public input on whether a new rule
or changes to an existing rule are needed, and comments on
what course the agency should take should it decide to move

iii. The Commission shall submit such advance notice of proposed rulemaking to the Committee on Commerce,
Science, and Transportation of the Senate and to the Committee on Energy and Commerce of the House of
Representatives. The Commission may use such additional mechanisms as the Commission considers useful
to obtain suggestions regarding the content of the area of inquiry before the publication of a general notice
of proposed rulemaking.

c. Example: 15 U.S.C. § 2058: A proceeding for the development of a consumer product safety rule may be
commenced by the publication in the Federal Register of an advance notice of proposed rulemaking which
shall—

a. 5 U.S.C. § 553(e): Each agency shall give an interested person
the right to petition for the issuance, amendment, or repeal of
a rule.

b. 5 U.S.C. § 555(e): Prompt notice shall be given of the denial
in whole or in part of a written application, petition, or other
request of an interested person made in connection with any
agency proceeding. Except in affirming a prior denial or when
the denial is self-explanatory, the notice shall be accompanied
by a brief statement of the grounds for denial.

a. Optional opportunities for agencies to solicit
concerns, suggestions, and comments.

) 4

a. 5 U.S.C. app. § 3: The term “advisory committee” means any committee,
board, commission, council, conference, panel, task force, or other similar
group, or any subcommittee or other subgroup thereof, which is—

i. Established by statute or reorganization plan, or

ii. Established or utilized by the President, or

iil. Established or utilized by one or more agencies, in the interest of obtaining
advice or recommendations for the President or one or more agencies or
officers of the Federal Government, except that such term excludes

a. Example: Public Citizen v. Chao: “The Administrative Procedure Act creates a
right of action by an aggrieved party to compel unreasonably delayed agency
action. . . . [W]e hold that 0SHA’s delay in promulgating a lower permissible
exposure limit for hexavalent chromium has exceeded the bounds of
reasonableness. We therefore grant Public Citizen’s petition to compel 0SHA
to proceed expeditiously with its hexavalent chromium rulemaking.”

—

i. Identify the product and the nature of the risk of injury associated with the product;

1. Any committee that is composed wholly of full-time, or permanent
part-time, officers or employees of the Federal Government, and

ii. Include a summary of each of the regulatory alternatives under consideration by the Consumer Product
Safety Commission (Commission) (including voluntary consumer product safety standards);

iii. Include information with respect to any existing standard known to the Commission which may be relevant
to the proceedings, together with a summary of the reasons why the Commission believes preliminarily that
such standard does not eliminate or adequately reduce the risk of injury identified in 15 U.S.C. § 2058 (a)(1);

iv. Invite interested persons to submit to the Commission, within such period as the Commission shall specify
in the notice (which period shall not be less than 30 days or more than 60 days after the date of publication
of the notice), comments with respect to the risk of injury identified by the Commission, the regulatory
alternatives being considered, and other possible alternatives for addressing the risk;

v. Invite any person (other than the Commission) to submit to the Commission, within such period as the
Commission shall specify in the notice (which period shall not be less than 30 days after the date of
publication of the notice), an existing standard or a portion of a standard as a proposed consumer product
safety standard; and

vi. Invite any person (other than the Commission) to submit to the Commission, within such period as the

Commission shall specify in the notice (which period shall not be less than 30 days after the date of
publication of the notice), a statement of intention to modify or develop a voluntary consumer product
safety standard to address the risk of injury identified in 15 U.S.C. § 2058 (a)(1) together with a description
of a plan to modify or develop the standard.

. The Commission shall transmit such notice within 10 calendar days to the appropriate Congressional

committees.

vi

) 4

2. Any committee that is created by the National Academy of Sciences or
the National Academy of Public Administration.

h 4

b. Example: Public Citizen v. Mukasey: “The Court hereby declares that the

Attorney General of the United States has violated the Administrative
Procedure Act (APA) and the Anti-Car Theft Act and Anti-Car Theft
Improvements Act by failing to establish by regulation procedures and
practices to facilitate reporting of vehicle information to the national Motor
Vehicle Title Information System (NMVTIS) by insurance carriers and junk
and salvage yards . . . . This inaction constitutes agency action unlawfully
withheld under the APA. ... No later than January 30, 2009, the Attorney
General shall publish in the Federal Register a final rule establishing
procedures and practices to facilitate the reporting of information to

A 4
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Agency may collect
information from
10 or more people.

OMB may send agency

prompt letters.

a. Memo from OIRA Administrator John Graham on OMB Regulatory
Review: Principles and Procedures, Sept. 20, 2001: OIRA plans
to send, as occasion arises, what will be referred to as “prompt”

a. See 44 U.S.C. §§ 3502(3), 3507.

) 4

letters. The purpose of a prompt letter is to suggest an issue that
OMB believes is worthy of agency priority. Rather than being sent
in response to the agency’s submission of a draft rule for OIRA
review, a “prompt” letter will be sent on OMB’s initiative and

will contain a suggestion for how the agency could improve its
regulations. For example, the suggestion might be that an agency
explore a promising regulatory issue for agency action, accelerate
its efforts on an ongoing regulatory matter, or consider rescinding
or modifying an existing rule. We will request prompt response to

“prompt” letters, normally within 30 days.

h 4

Agency analyzes potential impact on a variety of entities.

Agency begins drafting proposed rule.

a. Executive Order 12,866 § 1(b)(11): Each agency shall tailor its regulations to impose the least burden on society, including individuals,
businesses of differing sizes, and other entities (including small communities and governmental entities), consistent with obtaining the
regulatory objectives, taking into account, among other things, and to the extent practicable, the costs of cumulative regulations.

Agency analyzes impacts on small businesses or other small entities under the Regulatory Flexibility Act.
Agency submits analysis to the Small Business Administration Office of Advocacy.

b. 5 U.S.C. § 603(b): Each initial regulatory flexibility analysis required under this section shall contain—

i. A description of the reasons why action by the agency is being considered;
ii. A succinct statement of the objectives of, and legal basis for, the proposed rule;
iil. A description of and, where feasible, an estimate of the number of small entities to which the proposed rule will apply;

v. An identification, to the extent practicable, of all relevant Federal rules which may duplicate, overlap or conflict with the proposed rule.

with the stated objectives of applicable statutes, the analysis shall discuss significant alternatives such as—

i. The establishment of differing compliance or reporting requirements or timetables that take into account the resources available to small entities;
ii. The clarification, consolidation, or simplification of compliance and reporting requirements under the rule for such small entities;

iil. The use of performance rather than design standards; and

iv. An exemption from coverage of the rule, or any part thereof, for such small entities.

d. 5U.S.C. § 603(d)(1): For a covered agency, as defined in 5 U.S.C. § 609(d)(2), each initial regulatory flexibility analysis shall include a description of—
i. Any projected increase in the cost of credit for small entities;

iii. Advice and recommendations of representatives of small entities relating to issues described in 5 U.S.C. § 603(d)(1)(A), (B) and 5 U.S.C. § 603(b).

e. 5 U.S.C. § 603(d)(2): A covered agency, as defined in 5 U.S.C. § 609(d)(2), shall, for purposes of complying with 5 U.S.C. § 603(d)(1)(C)—
i. Identify representatives of small entities in consultation with the Chief Counsel for Advocacy of the Small Business Administration; and

certification and statement to the Chief Counsel for Advocacy of the Small Business Administration.

g. 5 U.S.C. § 609(b): Prior to publication of an initial regulatory flexibility analysis which a covered agency is required to conduct by this chapter—

rule;

603(b)(3)-(5), (c);

public as part of the rulemaking record; and

i. 50U.S.C. § 609(d): For purposes of this section, the term “covered agency” means
i. The Environmental Protection Agency;
ii. The Consumer Financial Protection Bureau of the Federal Reserve; and
iil. The Occupational Safety and Health Administration of the Department of Labor.

ii. Special circumstances requiring prompt issuance of the rule.
iil. Whether the requirements of 5 U.S.C. § 609(b) would provide the individuals identified in 5 U.S.C. § 609(b)(2) with a competitive advantage relative to other small entities.

ii. Collect Advice and recommendations from the representatives identified under 5 U.S.C. § 603(d)(2)(A) relating to issues described in 5 U.S.C. § 603(d)(1)(A), (B) and 5 U.S.C. § 603(b).

vi. Where appropriate, the agency shall modify the proposed rule, the initial regulatory flexibility analysis or the decision on whether an initial regulatory flexibility analysis is required.

a. 5 U.S.C. § 603(a): Whenever an agency is required by 5 U.S.C. § 553, or any other law, to publish general notice of proposed rulemaking for any proposed rule, or publishes a notice of proposed rulemaking for an interpretative rule involving the internal revenue laws of the United States, the agency shall prepare
and make available for public comment an initial regulatory flexibility analysis. Such analysis shall describe the impact of the proposed rule on small entities. The initial regulatory flexibility analysis or a summary shall be published in the Federal Register at the time of the publication of general notice of
proposed rulemaking for the rule. The agency shall transmit a copy of the initial regulatory flexibility analysis to the Chief Counsel for Advocacy of the Small Business Administration. In the case of an interpretative rule involving the internal revenue laws of the United States, this chapter applies to interpretative
rules published in the Federal Register for codification in the Code of Federal Regulations, but only to the extent that such interpretative rules impose on small entities a collection of information requirement.

iv. A description of the projected reporting, recordkeeping and other compliance requirements of the proposed rule, including an estimate of the classes of small entities which will be subject to the requirement and the type of professional skills necessary for preparation of the report or record;

c. 5 U.S.C. § 603(c): Each initial regulatory flexibility analysis shall also contain a description of any significant alternatives to the proposed rule which accomplish the stated objectives of applicable statutes and which minimize any significant economic impact of the proposed rule on small entities. Consistent

ii. Any significant alternatives to the proposed rule which would accomplish the stated objectives of applicable statutes and which minimize any increase in the cost of credit for small entities; and

f. 5U.S.C. § 605(b): 5 U.S.C. §§ 603 and 604 shall not apply to any proposed or final rule if the head of the agency certifies that the rule will not, if promulgated, have a significant economic impact on a substantial number of small entities. If the head of the agency makes a certification under the preceding
sentence, the agency shall publish such certification in the Federal Register at the time of publication of general notice of proposed rulemaking for the rule or at the time of publication of the final rule, along with a statement providing the factual basis for such certification. The agency shall provide such

i. A covered agency shall notify the Chief Counsel for Advocacy of the Small Business Administration and provide the Chief Counsel with information on the potential impacts of the proposed rule on small entities and the type of small entities that might be affected;
ii. Not later than 15 days after the date of receipt of the materials described in 5 U.S.C. § 609(b)(1), the Chief Counsel shall identify individuals representative of affected small entities for the purpose of obtaining advice and recommendations from those individuals about the potential impacts of the proposed

v. Not later than 60 days after the date a covered agency convenes a review panel pursuant to 5 U.S.C. § 609(b)(3), the review panel shall report on the comments of the small entity representatives and its findings as to issues related to 5 U.S.C. § 603(b)(3)-(5), (c), provided that such report shall be made

h. 5 U.S.C. § 609(c): An agency may in its discretion apply 5 U.S.C. § 609(b) to rules that the agency intends to certify under 5 U.S.C. § 605(b), but the agency believes may have a greater than de minimis impact on a substantial number of small entities.

j- 5 U.S.C. § 609(e): The Chief Counsel for Advocacy, in consultation with the individuals identified in 5 U.S.C. §609(b)(2), and with the Administrator of the Office of Information and Regulatory Affairs within the Office of Management and Budget, may waive the requirements of 5 U.S.C. § 609(b)(3)-(5) by including
in the rulemaking record a written finding, with reasons therefor, that those requirements would not advance the effective participation of small entities in the rulemaking process. For purposes of this subsection, the factors to be considered in making such a finding are as follows:

i. In developing a proposed rule, the extent to which the covered agency consulted with individuals representative of affected small entities with respect to the potential impacts of the rule and took such concerns into consideration.

Agency analyzes impacts on the quality of the environment

under the National Environmental Policy Act.

iv. Any

v. Stud

VI

vii.

a. 42 U.S.C. § 4332(2): All agencies of the Federal Government shall—

i. Utilize a systematic, interdisciplinary approach which will insure the integrated use of the natural and social sciences and the environmental
design arts in planning and in decisionmaking which may have an impact on man’s environment;

ii. Identify and develop methods and procedures, in consultation with the Council on Environmental Quality established by 42 U.S.C. §§ 4341-4347,
which will insure that presently unquantified environmental amenities and values may be given appropriate consideration in decisionmaking along

Prior to making any detailed statement, the responsible Federal official shall consult with and obtain the comments of any Federal agency which
has jurisdiction by law or special expertise with respect to any environmental impact involved. Copies of such statement and the comments and
views of the appropriate Federal, State, and local agencies, which are authorized to develop and enforce environmental standards, shall be made
available to the President, the Council on Environmental Quality and to the public as provided by 5 U.S.C. § 552, and shall accompany the proposal
through the existing agency review processes;

to States shall not be deemed to be legally insufficient solely by reason of having been prepared by a State agency or official, if:

1. The State agency or official has statewide jurisdiction and has the responsibility for such action,

2. The responsible Federal official furnishes guidance and participates in such preparation,

3. The responsible Federal official independently evaluates such statement prior to its approval and adoption, and

4. After January 1, 1976, the responsible Federal official provides early notification to, and solicits the views of, any other State or any Federal
land management entity of any action or any alternative thereto which may have significant impacts upon such State or affected Federal
land management entity and, if there is any disagreement on such impacts, prepares a written assessment of such impacts and views for
incorporation into such detailed statement.
The procedures in this subparagraph shall not relieve the Federal official of his responsibilities for the scope, objectivity, and content of
the entire statement or of any other responsibility under this chapter; and further, this subparagraph does not affect the legal sufficiency of
statements prepared by State agencies with less than statewide jurisdiction;

concerning alternative uses of available resources;

Recognize the worldwide and long-range character of environmental problems and, where consistent with the foreign policy of the United States,
iil. The agency shall convene a review panel for such rule consisting wholly of full time Federal employees of the office within the agency responsible for carrying out the proposed rule, the Office of Information and Regulatory Affairs within the Office of Management and Budget, and the Chief Counsel; lend
iv. The panel shall review any material the agency has prepared in connection with this chapter, including any draft proposed rule, collect advice and recommendations of each individual small entity representative identified by the agency after consultation with the Chief Counsel, on issues related to 5 U.S.C. § decline in the quality of mankind’s world environment;

Make available to States, counties, municipalities, institutions, and individuals, advice and information useful in restoring, maintaining, and
enhancing the quality of the environment;

viii.Initiate and utilize ecological information in the planning and development of resource-oriented projects; and

ix. Assist the Council on Environmental Quality established by 42 U.S.C. §§ 4341-4347.

Agency determines if the rule would require collection
of information from ten or more people. If so, prepare and
submit proposed information collection to OMB.

a. See 44 U.S.C. § 3506(c)(2)(A).

b. 44 U.S.C. § 3506(c)(2)(B): With respect to the collection of information and the control of paperwork, each agency shall, for any proposed collection
of information contained in a proposed rule (to be reviewed by the OMB Director under 44 U.S.C. § 3507(d)), provide notice and comment through the

with economic and technical considerations; notice of proposed rulemaking for the proposed rule and such notice shall have the same purposes specified under 44 U.S.C. § 3506(c)(2)(A)(i)-(iv)-
iii. Include in every recommendation or report on proposals for legislation and other major Federal actions significantly affecting the quality of the c. 44 U.S.C. § 3507(d)(1): For any proposed collection of information contained in a proposed rule—

human environment, a detailed statement by the responsible official on— i. As soon as practicable, but no later than the date of publication of a notice of proposed rulemaking in the Federal Register, each agency shall

1. (i) the environmental impact of the proposed action, forward to the OMB Director a copy of any proposed rule which contains a collection of information and any information requested by the OMB

2. (i) any adverse environmental effects which cannot be avoided should the proposal be implemented, Director necessary to make the determination required under this subsection; and

3. (iii) alternatives to the proposed action, ii. Within 60 days after the notice of proposed rulemaking is published in the Federal Register, the OMB Director may file public comments pursuant
4. (iv) the relationship between local short-term uses of man’s environment and the maintenance and enhancement of long-term productivity, and to the standards set forth in 44 U.S.C. § 3508 on the collection of information contained in the proposed rule.

5. (v) any irreversible and irretrievable commitments of resources which would be involved in the proposed action should it be implemented. d. 44 U.S.C. § 3507(d)(3): If the OMB Director has received notice and failed to comment on an agency rule within 60 days after the notice of proposed

rulemaking, the Director may not disapprove any collection of information specifically contained in an agency rule.

Agency revises and resubmits or withdraws the
proposed information collection.

a. OIRA FAQ on Regulations and the Rulemaking Process: At any time during the OIRA review process, an agency may
withdraw its rule from review and choose not to move forward with it or to resubmit it after further consideration.

detailed statement required under 42 U.S.C. § 4332(2)(C) after January 1, 1970, for any major Federal action funded under a program of grants

y, develop, and describe appropriate alternatives to recommended courses of action in any proposal which involves unresolved conflicts
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appropriate support to initiatives, resolutions, and programs designed to maximize international cooperation in anticipating and preventing a

OMB reviews the proposed information collection
under the Paperwork Reduction Act.

A

OMB disapproves the proposed
information collection.

See 44 U.S.C. § 3507(b), (d)(1), (d)(3).

h. 40 CFR §§1500-1508 provides guidance for agencies’ compliance with NEPA’s requirements.

A 4

Agency identifies the market failure or other problem the rule would address
and assesses the significance of that market failure or problem.

) 4

Agency performs other analyses as necessary or
as required by law or executive order.

action) as well as assess the significance of that problem.

a. Executive Order 12,866 § 1(b)(1): Each agency shall identify the problem that it intends to address (including, where applicable, the failures of private markets or public institutions that warrant new agency

a. The organic statute creating the agency or authorizing an agency to issue specific regulations may require additional
analyses or procedures beyond the standard rulemaking process.

R 4

A 4

Agency analyzes costs and bhenefits to state, local, and tribal governments under the Unfunded Mandates Reform Act and Executive Order on Federalism.

a. 2 U.S.C. § 1531: Each agency shall, unless otherwise prohibited by law, assess the effects of Federal regulatory actions on State, local, and tribal governments, and the private sector (other than to the extent that such regulations incorporate requirements specifically set forth in law).

b. 2 U.S.C. § 1532(a): Unless otherwise prohibited by law, before promulgating any general notice of proposed rulemaking that is likely to result in promulgation of any rule that includes any Federal mandate that may result in the expenditure by State, local, and tribal governments, in the aggregate, or by the private sector, of $100,000,000 or
more (adjusted annually for inflation) in any 1 year, and before promulgating any final rule for which a general notice of proposed rulemaking was published, the agency shall prepare a written statement containing—
1. An identification of the provision of Federal law under which the rule is being promulgated;
2. A qualitative and quantitative assessment of the anticipated costs and benefits of the Federal mandate, including the costs and benefits to State, local, and tribal governments or the private sector, as well as the effect of the Federal mandate on health, safety, and the natural environment and such an assessment shall include—
a. An analysis of the extent to which such costs to State, local, and tribal governments may be paid with Federal financial assistance (or otherwise paid for by the Federal Government); and
b. The extent to which there are available Federal resources to carry out the intergovernmental mandate;
3. Estimates by the agency, if and to the extent that the agency determines that accurate estimates are reasonably feasible, of—
a. The future compliance costs of the Federal mandate; and
b. Any disproportionate budgetary effects of the Federal mandate upon any particular regions of the nation or particular State, local, or tribal governments, urban or rural or other types of communities, or particular segments of the private sector;
4. Estimates by the agency of the effect on the national economy, such as the effect on productivity, economic growth, full employment, creation of productive jobs, and international competitiveness of United States goods and services, if and to the extent that the agency in its sole discretion determines that accurate estimates are
reasonably feasible and that such effect is relevant and material; and
a. A description of the extent of the agency’s prior consultation with elected representatives (under 2 U.S.C. § 1534) of the affected State, local, and tribal governments;
b. A summary of the comments and concerns that were presented by State, local, or tribal governments either orally or in writing to the agency; and
c. A summary of the agency’s evaluation of those comments and concerns.

c. 2U.S.C. § 1532(b): In promulgating a general notice of proposed rulemaking or a final rule for which a statement under 2 U.S.C. § 1532(a) is required, the agency shall include in the promulgation a summary of the information contained in the statement.
d. 2 U.S.C. § 1532(c) Any agency may prepare any statement required under 2 U.S.C. § 1532(a) in conjunction with or as a part of any other statement or analysis, provided that the statement or analysis satisfies the provisions of 2 U.S.C. § 1532(a).

OMB may consult with the Small Business Administration Office
of Advocacy on rules which may have impacts on small businesses
or other small entities.

a. See5 U.S.C. § 609(b)-(e).

under the Federal statute.

j- Executive Order 13,132 § 6:

e. Executive Order 13,132 § 1(a): “Policies that have federalism implications” refers to regulations, legislative comments or proposed legislation, and other policy statements or actions that have substantial direct effects on the States, on the relationship between the national government and the States, or on the distribution of power and
responsibilities among the various levels of government.

f. Executive Order 13,132 § 2: In formulating and implementing policies that have federalism implications, agencies shall be guided by the following fundamental federalism principles:

i. Federalism is rooted in the belief that issues that are not national in scope or significance are most appropriately addressed by the level of government closest to the people.

ii. The people of the States created the national government and delegated to it enumerated governmental powers. All other sovereign powers, save those expressly prohibited the States by the Constitution, are reserved to the States or to the people.

iil. The constitutional relationship among sovereign governments, State and national, is inherent in the very structure of the Constitution and is formalized in and protected by the Tenth Amendment to the Constitution.

iv. The people of the States are free, subject only to restrictions in the Constitution itself or in constitutionally authorized Acts of Congress, to define the moral, political, and legal character of their lives.

v. The Framers recognized that the States possess unique authorities, qualities, and abilities to meet the needs of the people and should function as laboratories of democracy.

vi. The nature of our constitutional system encourages a healthy diversity in the public policies adopted by the people of the several States according to their own conditions, needs, and desires. In the search for enlightened public policy, individual States and communities are free to experiment with a variety of approaches to public issues.
One-size-fits-all approaches to public policy problems can inhibit the creation of effective solutions to those problems.

vii. Acts of the national government—-~whether legislative, executive, or judicial in nature—that exceed the enumerated powers of that government under the Constitution violate the principle of federalism established by the Framers.

viii.Policies of the national government should recognize the responsibility of—and should encourage opportunities for—individuals, families, neighborhoods, local governments, and private associations to achieve their personal, social, and economic objectives through cooperative effort.

ix. The national government should be deferential to the States when taking action that affects the policymaking discretion of the States and should act only with the greatest caution where State or local governments have identified uncertainties regarding the constitutional or statutory authority of the national government.

g. Executive Order 13,132 § 3: In addition to adhering to the fundamental federalism principles set forth in Executive Order 13,132 § 2, agencies shall adhere, to the extent permitted by law, to the following criteria when formulating and implementing policies that have federalism implications:

i. There shall be strict adherence to constitutional principles. Agencies shall closely examine the constitutional and statutory authority supporting any action that would limit the policymaking discretion of the States and shall carefully assess the necessity for such action. To the extent practicable, State and local officials shall be consulted
before any such action is implemented. Executive Order 12372 of July 14, 1982 (“Intergovernmental Review of Federal Programs”) remains in effect for the programs and activities to which it is applicable.

ii. National action limiting the policymaking discretion of the States shall be taken only where there is constitutional and statutory authority for the action and the national activity is appropriate in light of the presence of a problem of national significance. Where there are significant uncertainties as to whether national action is authorized or
appropriate, agencies shall consult with appropriate State and local officials to determine whether Federal objectives can be attained by other means.

iii. With respect to Federal statutes and regulations administered by the States, the national government shall grant the States the maximum administrative discretion possible. Intrusive Federal oversight of State administration is neither necessary nor desirable.

iv. When undertaking to formulate and implement policies that have federalism implications, agencies shall:
1. encourage States to develop their own policies to achieve program objectives and to work with appropriate officials in other States;
2. where possible, defer to the States to establish standards;
3. in determining whether to establish uniform national standards, consult with appropriate State and local officials as to the need for national standards and any alternatives that would limit the scope of national standards or otherwise preserve State prerogatives and authority; and
4. where national standards are required by Federal statutes, consult with appropriate State and local officials in developing those standards.

h. Executive Order 13,132 § 4: Agencies, in taking action that preempts State law, shall act in strict accordance with governing law.

i. Agencies shall construe, in regulations and otherwise, a Federal statute to preempt State law only where the statute contains an express preemption provision or there is some other clear evidence that the Congress intended preemption of State law, or where the exercise of State authority conflicts with the exercise of Federal authority

ii. Where a Federal statute does not preempt State law (as addressed in Executive Order 13,132 § 4(a)), agencies shall construe any authorization in the statute for the issuance of regulations as authorizing preemption of State law by rulemaking only when the exercise of State authority directly conflicts with the exercise of Federal authority
under the Federal statute or there is clear evidence to conclude that the Congress intended the agency to have the authority to preempt State law.

iil. Any regulatory preemption of State law shall be restricted to the minimum level necessary to achieve the objectives of the statute pursuant to which the regulations are promulgated.
iv. When an agency foresees the possibility of a conflict between State law and Federally protected interests within its area of regulatory responsibility, the agency shall consult, to the extent practicable, with appropriate State and local officials in an effort to avoid such a conflict.
v. When an agency proposes to act through adjudication or rulemaking to preempt State law, the agency shall provide all affected State and local officials notice and an opportunity for appropriate participation in the proceedings.

i. Executive Order 13,132 § 5: Agencies shall not submit to the Congress legislation that would:
i. Directly regulate the States in ways that would either interfere with functions essential to the States’ separate and independent existence or be inconsistent with the fundamental federalism principles in Executive Order 13,132 § 2;
ii. Attach to Federal grants conditions that are not reasonably related to the purpose of the grant; or
iii. Preempt State law, unless preemption is consistent with the fundamental federalism principles set forth in Executive Order 13,132 § 2, and unless a clearly legitimate national purpose, consistent with the federalism policymaking criteria set forth in Executive Order 13,132 § 3, cannot otherwise be met.

i. To the extent practicable and permitted by law, no agency shall promulgate any regulation that has federalism implications, that imposes substantial direct compliance costs on State and local governments, and that is not required by statute, unless:
1. Funds necessary to pay the direct costs incurred by the State and local governments in complying with the regulation are provided by the Federal Government; or
2. The agency, prior to the formal promulgation of the regulation—
a. Consulted with State and local officials early in the process of developing the proposed regulation;
b. In a separately identified portion of the preamble to the regulation as it is to be issued in the Federal Register, provides to the Director of the Office of Management and Budget a federalism summary impact statement, which consists of a description of the extent of the agency’s prior consultation with State and local officials, a
summary of the nature of their concerns and the agency’s position supporting the need to issue the regulation, and a statement of the extent to which the concerns of State and local officials have been met; and
¢. Makes available to the Director of the Office of Management and Budget any written communications submitted to the agency by State and local officials.

ii. To the extent practicable and permitted by law, no agency shall promulgate any regulation that has federalism implications and that preempts State law, unless the agency, prior to the formal promulgation of the regulation,
1. Consulted with State and local officials early in the process of developing the proposed regulation;
2. In a separately identified portion of the preamble to the regulation as it is to be issued in the Federal Register, provides to the Director of the Office of Management and Budget a federalism summary impact statement, which consists of a description of the extent of the agency’s prior consultation with State and local officials, a
summary of the nature of their concerns and the agency’s position supporting the need to issue the regulation, and a statement of the extent to which the concerns of State and local officials have been met; and

3. Makes available to the Director of the Office of Management and Budget any written communications submitted to the agency by State and local officials.
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Action Taken

Agency Action OMB Action

If the proposed information collection differs
from that in the proposed rule, agency submits
new proposed information collection to OMB.

Agency prepares a final analysis
of impacts on small business under
the Regulatory Flexibility Act.

a. See 44 U.S.C. §§ 3506(c)(2)(B), 3507(a), (d)(1).

OMB reviews the proposed information collection
under Paperwork Reduction Act.

a. See 44 U.S.C. § 3507(b), (d)(1), (d)(3).

b. 44 U.S.C. § 3507(d)(4): No provision in this section shall be construed to prevent the OMB Director, in the OMB

Director’s discretion—

i. From disapproving any collection of information which was not specifically required by an agency rule;

ii. From disapproving any collection of information contained in an agency rule, if the agency failed to comply with
the requirements of 44 U.S.C. § 3507(d)(1);

iii. From disapproving any collection of information contained in a final agency rule, if the OMB Director finds within
60 days after the publication of the final rule that the agency’s response to the Director’s comments filed under
44 U.S.C. § 3507(d)(2) was unreasonable; or

c. See 5 U.S.C. § 605(b).

a. 5 U.S.C. § 604(a): When an agency promulgates a final rule under 5 U.S.C. § 553, after being required
by that section or any other law to publish a general notice of proposed rulemaking, or promulgates a
final interpretative rule involving the internal revenue laws of the United States as described in 5 U.S.C.
§ 603(a), the agency shall prepare a final regulatory flexibility analysis. Each final regulatory flexibility
analysis shall contain—

i. A succinct statement of the need for, and objectives of, the rule;
ii. A summary of the significant issues raised by the public comments in response to the initial regulatory
flexibility analysis, a summary of the assessment of the agency of such issues, and a statement of any
changes made in the proposed rule as a result of such comments;
iil. A description of and an estimate of the number of small entities to which the rule will apply or an
explanation of why no such estimate is available;
iv. A description of the projected reporting, recordkeeping and other compliance requirements of the rule,
including an estimate of the classes of small entities which will be subject to the requirement and the
type of professional skills necessary for preparation of the report or record; and
v. A description of the steps the agency has taken to minimize the significant economic impact on small
entities consistent with the stated objectives of applicable statutes, including a statement of the
factual, policy, and legal reasons for selecting the alternative adopted in the final rule and why each
one of the other significant alternatives to the rule considered by the agency which affect the impact
on small entities was rejected.

b. 5 U.S.C. § 604(b): The agency shall make copies of the final regulatory flexibility analysis available to
members of the public and shall publish in the Federal Register such analysis or a summary thereof.

iv. From disapproving any collection of information contained in a final rule, if—
1. The OMB Director determines that the agency has substantially modified in the final rule the collection of
information contained in the proposed rule; and
2. The agency has not given the OMB Director the information required under 44 U.S.C. § 3507(d)(1) with respect
to the modified collection of information, at least 60 days before the issuance of the final rule.
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Agency re-enters rulemaking
and revises the rule.

a. See OIRA FAQ on Regulations and the Rulemaking Process.

A 4

A

OMB approves the
proposed information
collection.

OMB disapproves the
proposed information
collection.

a. See 44 U.S.C. § 3507(e), (). a. See 44 U.S.C. § 3508.
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See 44 U.S.C. § 3507(e), (f).

OMB approves the proposed
information collection.

See 44 U.S.C. § 3508.

VW

OMB approves the
proposed information
collection consistent

with change.

See 44 U.S.C. § 3507(e).

A A

Agency determines significance of the rule.

a. Executive Order 12,866 § 3(f): “Significant regulatory action” means any regulatory action that is likely to result in a rule that may:
i. Have an annual effect on the economy of $100 million or more or adversely affect in a material way the economy, a sector of the economy,
productivity, competition, jobs, the environment, public health or safety, or State, local, or tribal governments or communities;
ii. Create a serious inconsistency or otherwise interfere with an action taken or planned by another agency;
iii. Materially alter the budgetary impact of entitlements, grants, user fees, or loan programs or the rights and obligations of recipients thereof;
or
iv. Raise novel legal or policy issues arising out of legal mandates, the President’s priorities, or the principles set forth in this Executive Order.

Agency publishes in the Federal Register a Notice of
Proposed Rulemaking. Agency publishes the Regulatory
Impact Analysis and other analyses as appropriate.

a. 5 U.S.C. § 553(h): General notice of proposed rule making shall be published in the Federal Register, unless persons subject thereto are named
and either personally served or otherwise have actual notice thereof in accordance with law. The notice shall include—
i. A statement of the time, place, and nature of public rule making proceedings;
ii. Reference to the legal authority under which the rule is proposed; and
iil. Either the terms or substance of the proposed rule or a description of the subjects and issues involved.
Except when notice or hearing is required by statute, this subsection does not apply—
iv. To interpretative rules, general statements of policy, or rules of agency organization, procedure, or practice; or
v. When the agency for good cause finds (and incorporates the finding and a brief statement of reasons therefor in the rules issued) that notice
and public procedure thereon are impracticable, unnecessary, or contrary to the public interest.

If the rule would have an annual effect on the economy
of $100 million or more, agency designates the rule
‘“economically significant” and notifies OMB of designation.

a. Although never specifically defined as such, “economically significant” refers to significant regulatory actions within the scope of Executive
Order 12,866 § 3(f)(1).

OMB approves or changes designation. For significant
rules, OMB decides whether the agency should prepare a
Regulatory Impact Analysis and notifies the agency.

If the rule would interfere with the regulatory action
of another agency; alter entitlement spending, grants, loans,
or user fees; or raise new legal or policy issues, agency
designates the rule “significant”
and notifies OMB of designation.

a. See Executive Order 12,866 § 3(f).

If the rule would have none of these effects,
agency designates the rule “not significant” and
notifies OMB of designation.

a. See Executive Order 12,866 § 3(f).

a. Executive Order 12,866 § 6(a)(3)(A): Absent a material change in the development of the planned regulatory action, those not designated as
significant will not be subject to review under this section unless, within 10 working days of receipt of the list, the Administrator of OIRA
notifies the agency that OIRA has determined that a planned regulation is a significant regulatory action within the meaning of this Executive
Order. The Administrator of OIRA may waive review of any planned regulatory action designated by the agency as significant, in which case the
agency need not further comply with Executive Order 12,866 § 6(a)(3)(B), (C)-

Agency analyzes costs and henefits of all proposals
under Executive Order 12,866.

action, the issuing agency shall provide to OIRA:

those benefits;

a. Executive Order 12,866 § 6(a)(3)(B): For each matter identified as, or determined by the Administrator of OIRA to be, a significant regulatory

i. The text of the draft regulatory action, together with a reasonably detailed description of the need for the regulatory action and an
explanation of how the regulatory action will meet that need; and

ii. An assessment of the potential costs and benefits of the regulatory action, including an explanation of the manner in which the regulatory
action is consistent with a statutory mandate and, to the extent permitted by law, promotes the President’s priorities and avoids undue
interference with State, local, and tribal governments in the exercise of their governmental functions.

b. Executive Order 12,866 § 6(a)(3)(C): For those matters identified as, or determined by the Administrator of OIRA to be, a significant regulatory
action within the scope of Executive Order 12,866 § 3(f)(1), the agency shall also provide to OIRA the following additional information developed
as part of the agency’s decision-making process (unless prohibited by law):

i. An assessment, including the underlying analysis, of benefits anticipated from the regulatory action (such as, but not limited to, the
promotion of the efficient functioning of the economy and private markets, the enhancement of health and safety, the protection of the
natural environment, and the elimination or reduction of discrimination or bias) together with, to the extent feasible, a quantification of

ii. An assessment, including the underlying analysis, of costs anticipated from the regulatory action (such as, but not limited to, the direct cost
both to the government in administering the regulation and to businesses and others in complying with the regulation, and any adverse
effects on the efficient functioning of the economy, private markets (including productivity, employment, and competitiveness), health,
safety, and the natural environment), together with, to the extent feasible, a quantification of those costs; and

iii. An assessment, including the underlying analysis, of costs and benefits of potentially effective and reasonably feasible alternatives to the
planned regulation, identified by the agencies or the public (including improving the current regulation and reasonably viable nonregulatory
actions), and an explanation why the planned regulatory action is preferable to the identified potential alternatives.

If the rule is not

b. 5 U.S.C. § 603: Whenever an agency is required by 5 U.S.C. § 553, or any other law, to publish general notice of proposed rulemaking for any
proposed rule, or publishes a notice of proposed rulemaking for an interpretative rule involving the internal revenue laws of the United States,
the agency shall prepare and make available for public comment an initial regulatory flexibility analysis.

c. 5U.S.C. § 609(a): When any rule is promulgated which will have a significant economic impact on a substantial number of small entities, the
head of the agency promulgating the rule or the official of the agency with statutory responsibility for the promulgation of the rule shall assure
that small entities have been given an opportunity to participate in the rulemaking for the rule through the reasonable use of techniques such
as—

i. The publication of general notice of proposed rulemaking in publications likely to be obtained by small entities
ii. The direct notification of interested small entities.
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Agency opens the rule for public comment.

a. 5 U.S.C. § 553(c): After notice required by this section, the agency shall give interested persons an
opportunity to participate in the rule making through submission of written data, views, or arguments
with or without opportunity for oral presentation. After consideration of the relevant matter presented,
the agency shall incorporate in the rules adopted a concise general statement of their basis and purpose.

b. 5 U.S.C. § 609(a): When any rule is promulgated which will have a significant economic impact on a
substantial number of small entities, the head of the agency promulgating the rule or the official of the
agency with statutory responsibility for the promulgation of the rule shall assure that small entities have
been given an opportunity to participate in the rulemaking for the rule through the reasonable use of
techniques such as—

i. The conduct of open conferences or public hearings concerning the rule for small entities including
soliciting and receiving comments over computer networks.

c. Executive Order 12,866 § 6(a)(1): Each agency should afford the public a meaningful opportunity to
comment on any proposed regulation, which in most cases should include a comment period of not less

A

OMB approves the rule
consistent without change.

a. Executive Order 12,866 § 6(b): OIRA shall waive review or notify the agency in
writing of the results of its review within the following time periods:

i. For any notices of inquiry, advance notices of proposed rulemaking, or other
preliminary regulatory actions prior to a Notice of Proposed Rulemaking, within

significant, agency
proceeds to publication
of proposed rule.

a. See Executive Order 12,866 §6(a)(3)(A).

10 working days after the date of submission of the draft action to OIRA;

ii. For all other regulatory actions, within 90 calendar days after the date of
submission of the information set forth in Executive Order 12,866 § 6(a)(3)(B),
(C), unless OIRA has previously reviewed this information and, since that review,
there has been no material change in the facts and circumstances upon which
the regulatory action is based, in which case, OIRA shall complete its review
within 45 days; and

iii. The review process may be extended (1) once by no more than 30 calendar days

When appropriate, OMB holds meetings with outside
interests and other government entities to discuss the rule
under review. OMB invites the agency to all such meetings.

upon the written approval of the Director and (2) at the request of the agency

head. a. Executive Order 12,866 § 6(b)(4)(B): All substantive communications between OIRA personnel and persons not employed by the executive

branch of the Federal Government regarding a regulatory action under review shall be governed by the following guidelines:

i. A representative from the issuing agency shall be invited to any meeting between OIRA personnel and such person(s);

ii. OIRA shall forward to the issuing agency, within 10 working days of receipt of the communication(s), all written communications,
regardless of format, between OIRA personnel and any person who is not employed by the executive branch of the Federal Government,
and the dates and names of individuals involved in all substantive oral communications (including meetings to which an agency
representative was invited, but did not attend, and telephone conversations between OIRA personnel and any such persons); and

iil. OIRA shall publicly disclose relevant information about such communication(s), as set forth below in Executive Order 12,866 § 6(b)(4)(C).

than 60 days.

d. Executive Order 13,563 § 2(b) To the extent feasible and permitted by law, each agency shall afford the
public a meaningful opportunity to comment through the Internet on any proposed regulation, with a

OMB approves the rule consistent with change.

If the rule is significant,
agency projects the
potential costs and
benefits of the rule.

a. See Executive Order 12,866 §6(a)(3)(B).

Agency submits to
OMB the draft of the
rule, potential costs

and benefits, and any
analyses of the rule.

a. See Executive Order 12,866 §6(a)(3)(B).

If the rule is major,
agency completes a
Regulatory Impact
Analysis, with analyses
of possible alternatives.

a. See Executive Order 12,866 §6(a)(3)(C).

Agency submits to OMB
the draft of the rule,
the Regulatory Impact
Analysis, and any
analyses of the rule.

a. See Executive Order 12,866 §6(a)(3)(C).

comment period that should generally be at least 60 days. To the extent feasible and permitted by law,
each agency shall also provide, for both proposed and final rules, timely online access to the rulemaking

a. See Executive Order 12,866 § 6(b)(3).

docket on regulations.gov, including relevant scientific and technical findings, in an open format that can
be easily searched and downloaded. For proposed rules, such access shall include, to the extent feasible
and permitted by law, an opportunity for public comment on all pertinent parts of the rulemaking docket,
including relevant scientific and technical findings.

OMB reviews under Executive Order 12,866.

Agency considers public comments.

OMB returns the rule
for reconsideration.

Agency revises and resubmits

See 5 U.S.C. § 553(c).

a. Executive Order 12,866 § 6(b)(3): For each regulatory action that the Administrator
of OIRA returns to an agency for further consideration of some or all of its provisions,
the Administrator of OIRA shall provide the issuing agency a written explanation for
such return, setting forth the pertinent provision of this Executive order on which
OIRA is relying. If the agency head disagrees with some or all of the bases for the
return, the agency head shall so inform the Administrator of OIRA in writing.

the rule, appeals to the
President, or withdraws the rule.

Agency revises the rule as necessary.
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a. Executive Order 12,866 § 7: To the extent permitted by law,
disagreements or conflicts between or among agency heads or between
OMB and any agency that cannot be resolved by the Administrator of
OIRA shall be resolved by the President, or by the Vice President acting
at the request of the President, with the relevant agency head (and, as
appropriate, other interested government officials). Vice Presidential and
Presidential consideration of such disagreements may be initiated only
by the Director, by the head of the issuing agency, or by the head of an
agency that has a significant interest in the regulatory action at issue.
Such review will not be undertaken at the request of other persons,

b. Memo from OIRA Administrator John Graham on OMB Regulatory Review: Principles
and Procedures, Sept. 20, 2001: During the course of OIRA’s review of a draft
regulation, the Administrator may decide to send a letter to the agency that returns
the rule for reconsideration. Such a return may occur if the quality of the agency’s
analyses is inadequate, if the regulatory standards adopted are not justified by the
analyses, if the rule is not consistent with the regulatory principles stated in the
Order or with the President’s policies and priorities, or if the rule is not compatible
with other Executive orders or statutes.

Agency reanalyzes potential impact
on a variety of entities.

See e.g., 2 U.S.C. §§ 1531-1532;

44 U.5.C. 4332;

Executive Order 12,866 § 10(b)(11); and

Executive Order 13,132,

entities, or their agents.

Executive order and do not conflict with the policies or actions of another agency.

i. OIRA may review only actions identified by the agency or by OIRA as significant regulatory actions under Executive Order 12,866 § 6(a)(3)(A).

Executive Order 12,866 § 1(b): To ensure that the agencies’ regulatory programs are consistent with the philosophy set forth above, agencies should adhere to the following principles, to the extent permitted by law and where applicable:

i. Each agency shall identify the problem that it intends to address (including, where applicable, the failures of private markets or public institutions that warrant new agency action) as well as assess the significance of that problem.
ii. Each agency shall examine whether existing regulations (or other law) have created, or contributed to, the problem that a new regulation is intended to correct and whether those regulations (or other law) should be modified to achieve the

intended goal of regulation more effectively.

iil. Each agency shall identify and assess available alternatives to direct regulation, including providing economic incentives to encourage the desired behavior, such as user fees or marketable permits, or providing information upon which

choices can be made by the public.

a. Executive Order 12,866 § 2(b): Coordinated review of agency rulemaking is necessary to ensure that regulations are consistent with applicable law, the President’s priorities, and the principles set forth in this Executive order, and that decisions
made by one agency do not conflict with the policies or actions taken or planned by another agency. The Office of Management and Budget (OMB) shall carry out that review function. Within OMB, the Office of Information and Regulatory Affairs
(OIRA) is the repository of expertise concerning regulatory issues, including methodologies and procedures that affect more than one agency, this Executive order, and the President’s regulatory policies. To the extent permitted by law, OMB shall
provide guidance to agencies and assist the President, the Vice President, and other regulatory policy advisors to the President in regulatory planning and shall be the entity that reviews individual regulations, as provided by this Executive order.

Executive Order 12,866 § 6(b): The Administrator of OIRA shall provide meaningful guidance and oversight so that each agency’s regulatory actions are consistent with applicable law, the President’s priorities, and the principles set forth in this

iv. In setting regulatory priorities, each agency shall consider, to the extent reasonable, the degree and nature of the risks posed by various substances or activities within its jurisdiction.

v. When an agency determines that a regulation is the best available method of achieving the regulatory objective, it shall design its regulations in the most cost-effective manner to achieve the regulatory objective. In doing so, each agency
shall consider incentives for innovation, consistency, predictability, the costs of enforcement and compliance (to the government, regulated entities, and the public), flexibility, distributive impacts, and equity
vi. Each agency shall assess both the costs and the benefits of the intended regulation and, recognizing that some costs and benefits are difficult to quantify, propose or adopt a regulation only upon a reasoned determination that the benefits of

the intended regulation justify its costs

vii.

x. Each agency shall avoid regulations that are inconsistent, incompatible, or duplicative with its other regulations or those of other Federal agencies.

xi. Each agency shall tailor its regulations to impose the least burden on society, including individuals, businesses of differing sizes, and other entities (including small communities and governmental entities), consistent with obtaining the

regulatory objectives, taking into account, among other things, and to the extent practicable, the costs of cumulative regulations.

Xii.

Each agency shall base its decisions on the best reasonably obtainable scientific, technical, economic, and other information concerning the need for, and consequences of, the intended regulation.

viii.Each agency shall identify and assess alternative forms of regulation and shall, to the extent feasible, specify performance objectives, rather than specifying the behavior or manner of compliance that regulated entities must adopt.

ix. Wherever feasible, agencies shall seek views of appropriate State, local, and tribal officials before imposing regulatory requirements that might significantly or uniquely affect those governmental entities. Each agency shall assess the
effects of Federal regulations on State, local, and tribal governments, including specifically the availability of resources to carry out those mandates, and seek to minimize those burdens that uniquely or significantly affect such governmental
entities, consistent with achieving regulatory objectives. In addition, as appropriate, agencies shall seek to harmonize Federal regulatory actions with related State, local, and tribal regulatory and other governmental functions

Each agency shall draft its regulations to be simple and easy to understand, with the goal of minimizing the potential for uncertainty and litigation arising from such uncertainty.

If the rule is not significant,
agency proceeds to publication of final rule.

a. See Executive Order 12,866 § 6(a)(3)(A).

If the rule is significant, agency projects
the potential costs and benefits of the rule.

Agency submits to OMB
the draft of the final rule,

a. See Executive Order 12,866 § 6(a)(3)(B).

potential costs and benefits,
and revised analyses.

If the rule is major, agency completes
a final Regulatory Impact Analysis.

OMB approves the proposed
information collection
consistent with change.

a. See Executive Order 12,866 § 6(a)(3)(C).

a. See 44 U.S.C. § 3507(e).

Agency reanalyzes costs and benefits
of the rule under Executive Order 12,866.

a. See Executive Order 12,866 § 6(a)(3)(B), (C).

Agency revises and resubmits
the rule, appeals to the President,
or withdraws the rule.

a. See Executive Order 12,866 § 7.

a. See Executive Order 12,866 § 6(a)(3)(B)-
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Agency submits to OMB the
draft of the final rule, the
Regulatory Impact Analysis,
and revised analyses.

a. See Executive Order 12,866 § 6(a)(3)(C)

OMB reviews under
Executive Order 12,866.

When appropriate, OMB holds
meetings with outside interests and
other government entities to discuss

the rule under review. OMB invites
the agency to all such meetings.

a. See Executive Order 12,866 § 6(b)(4)(B).
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A

OMB returns the rule
for reconsideration.

a. See Executive Order 12,866 § 6(b)(3); and

b Memo from OIRA Administrator John Graham on OMB Regulatory Review:
Principles and Procedures, Sept. 20, 2001.

OMB approves the rule
consistent with change.

OMB approves the rule
consistent without change.

a. See Executive Order 12,866 § 6(b)(3). a. See Executive Order 12,866 § 6(b).

a. See Executive Order 12,866 §§ 1(b), 2(b), 6(b).

Agency submits rule to Congress and the Government Accountability Office
under the Congressional Review Act.

i. A copy of the rule;

iil. The proposed effective date of the rule.

House of Congress—

ii. A concise general statement relating to the rule, including whether it is a major rule; and

i. A complete copy of the cost-henefit analysis of the rule, if any;

ii. The agency’s actions relevant to 5 U.S.C. §§ 603-605, 607, 609;

iil. The agency’s actions relevant to 2 U.S.C. §§ 1532-1535;

iv. Any other relevant information or requirements under any other Act and any relevant Executive orders.

a. 5U.S.C. § 801(a)(1)(A): Before a rule can take effect, the Federal agency promulgating such rule shall submit to each House of the Congress and to the Comptroller General a report containing—

b. 5 U.S.C. § 801(a)(1)(B): On the date of the submission of the report under 5 U.S.C. § 801(a)(1) (A), the Federal agency promulgating the rule shall submit to the Comptroller General and make available to each

c. 5 U.S.C. § 801(a)(2)(A): The Comptroller General shall provide a report on each major rule to the committees of jurisdiction in each House of the Congress by the end of 15 calendar days after the submission or
publication date as provided in 5 U.S.C. § 802(b)(2). The report of the Comptroller General shall include an assessment of the agency’s compliance with procedural steps required by 5 U.S.C. § 801(a)(1)(B).

If the rule is major, allow for the 60-day congressional review hefore enacting.

ii. Necessary for the enforcement of criminal laws;
iii. Necessary for national security; or

beginning on the date occurring—
i. In the case of the Senate, 60 session days, or

h. 5 U.S.C. § 801(d)(2):

l. 5U.S.C.§ 802(b):

a. See5 U.S.C. § 604(a), (b).

and such joint resolution shall be placed on the calendar.
n. 5U.S.C. § 802(d):

b. 44 U.S.C. § 3507(d)(2): When a final rule is published

ii. The reasons such comments were rejected.

i. How any collection of information contained in the final rule responds to the comments, if any, filed by the OMB Director or the public; or

in the Federal Register, the agency shall explain—

business of the Senate until disposed of.

recommit the joint resolution is not in order.

Congress first convenes.

following procedures shall apply:

markets.

a. 5 U.S.C. § 801(a)(3): A major rule relating to a report submitted under 5 U.S.C. § 801(a)(1) shall take effect on the latest of—

i. The later of the date occurring 60 days after the date on which—
1. The Congress receives the report submitted under 5 U.S.C. § 801(a)(1); or
2. The rule is published in the Federal Register, if so published;

iii. The date the rule would have otherwise taken effect, if not for this section (unless a joint resolution of disapproval under 5 U.S.C. § 802 is enacted).

iv. Issued pursuant to any statute implementing an international trade agreement.

v i. In applying 5 U.S.C. § 802 for purposes of such additional review, a rule described under 5 U.S.C. § 801(d)(1) shall be treated as though—
1. Such rule were published in the Federal Register (as a rule that shall take effect) on—
a. In the case of the Senate, the 15th session day, or
b. In the case of the House of Representatives, the 15th legislative day, after the succeeding session of Congress first convenes; and
2. A report on such rule were submitted to Congress under 5 U.S.C. § 801(a)(1) on such date.
ii. Nothing in this paragraph shall be construed to affect the requirement under 5 U.S.C. § 801(a)(1) that a report shall be submitted to Congress before a rule can take effect.

i. A joint resolution described in 5 U.S.C. § 802(a) shall be referred to the committees in each House of Congress with jurisdiction.
ii. For purposes of this section, the term “submission or publication date” means the later of the date on which—
‘ 1. The Congress receives the report submitted under 5 U.S.C. § 801(a)(1); or
2. The rule is published in the Federal Register, if so published.

Agency pUinShes fi nal ru‘e in the FEderal Register, along With va rious a nalyses. m. 5 U.S.C. § 802(c): In the Senate, if the committee to which is referred a joint resolution described in 5 U.S.C. § 802(a) has not reported such joint resolution (or an identical joint resolution) at the end of 20 calendar days after

the submission or publication date defined under 5 U.S.C. § 802(b)(2), such committee may be discharged from further consideration of such joint resolution upon a petition supported in writing by 30 Members of the Senate,

i. The joint resolution of the other House shall not be referred to a committee.

ii. With respect to a joint resolution described in 5 U.S.C. § 802(a) of the House receiving the joint resolution—
1. The procedure in that House shall be the same as if no joint resolution had been received from the other House; but
2. The vote on final passage shall be on the joint resolution of the other House.

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

r. 50U.S.C. § 804(3): The term “rule” has the meaning given such term in section 551, except that such term does not include—
i. Any rule of particular applicability, including a rule that approves or prescribes for the future rates, wages, prices, services, or allowances therefor, corporate or financial structures, reorganizations, mergers, or
acquisitions thereof, or accounting practices or disclosures bearing on any of the foregoing;

ii. Any rule relating to agency management or personnel;

iil. Any rule of agency organization, procedure, or practice that does not substantially affect the rights or obligations of non-agency parties.

or

ii. If the Congress passes a joint resolution of disapproval described in 5 U.S.C. § 802 relating to the rule, and the President signs a veto of such resolution, the earlier date—
1. On which either House of Congress votes and fails to override the veto of the President; or
2. Occurring 30 session days after the date on which the Congress received the veto and objections of the President; or

b. 5 U.S.C. § 801(b)(1): A rule shall not take effect (or continue), if the Congress enacts a joint resolution of disapproval, described under 5 U.S.C. § 802, of the rule.

c. 5U.S.C. § 801(b)(2): A rule that does not take effect (or does not continue) under 5 U.S.C. § 801(a)(1) may not be reissued in substantially the same form, and a new rule that is substantially the same as such a rule may not
be issued, unless the reissued or new rule is specifically authorized by a law enacted after the date of the joint resolution disapproving the original rule.

d. 5 U.S.C. § 801(c)(1): Notwithstanding any other provision of this section (except subject to 5 U.S.C. § 801(c)(3)), a rule that would not take effect by reason of 5 U.S.C. § 801(a)(3) may take effect, if the President makes a
determination under 5 U.S.C. § 801(c)(2) and submits written notice of such determination to the Congress.

e. 5U.S.C. §801(c)(2): 5 U.S.C. § 801(c)(1) applies to a determination made by the President by Executive order that the rule should take effect because such rule is—
i. Necessary because of an imminent threat to health or safety or other emergency;

f. 5 U.S.C. § 801(c)(3): An exercise by the President of the authority under this subsection shall have no effect on the procedures under 5 U.S.C. § 802 or the effect of a joint resolution of disapproval under this section.
g. 5U.S.C. § 801(d)(1:) In addition to the opportunity for review otherwise provided under this chapter, in the case of any rule for which a report was submitted in accordance with 5 U.S.C. § 801(a)(1)(A) during the period

ii. In the case of the House of Representatives, 60 legislative days, before the date the Congress adjourns a session of Congress through the date on which the same or succeeding Congress first convenes its next session, 5
U.S.C. § 802 shall apply to such rule in the succeeding session of Congress.

i. 5U.S.C. § 801(d)(3): A rule described under 5 U.S.C. § 801(d)(1) shall take effect as otherwise provided by law (including other subsections of this section).
j- 5 U.S.C. § 801(f): Any rule that takes effect and later is made of no force or effect by enactment of a joint resolution under 5 U.S.C. § 802 shall be treated as though such rule had never taken effect.

k. 5 U.S.C. § 802(a): For purposes of this section, the term “joint resolution” means only a joint resolution introduced in the period beginning on the date on which the report referred to in 5 U.S.C. § 801(a)(1)(A) is received by
Congress and ending 60 days thereafter (excluding days either House of Congress is adjourned for more than 3 days during a session of Congress), the matter after the resolving clause of which is as follows: “That Congress
disapproves the rule submitted by the XX relating to XX, and such rule shall have no force or effect.” (The blank spaces being appropriately filled in).

i. In the Senate, when the committee to which a joint resolution is referred has reported, or when a committee is discharged (under 5 U.S.C. § 802(c)) from further consideration of a joint resolution described in 5 U.S.C. §
802(a), it is at any time thereafter in order (even though a previous motion to the same effect has been disagreed to) for a motion to proceed to the consideration of the joint resolution, and all points of order against the
joint resolution (and against consideration of the joint resolution) are waived. The motion is not subject to amendment, or to a motion to postpone, or to a motion to proceed to the consideration of other business. A motion
to reconsider the vote by which the motion is agreed to or disagreed to shall not be in order. If a motion to proceed to the consideration of the joint resolution is agreed to, the joint resolution shall remain the unfinished

ii. In the Senate, debate on the joint resolution, and on all debatable motions and appeals in connection therewith, shall be limited to not more than 10 hours, which shall be divided equally between those favoring and
those opposing the joint resolution. A motion further to limit debate is in order and not debatable. An amendment to, or a motion to postpone, or a motion to proceed to the consideration of other business, or a motion to

iil. In the Senate, immediately following the conclusion of the debate on a joint resolution described in 5 U.S.C. § 802(a), and a single quorum call at the conclusion of the debate if requested in accordance with the rules of
the Senate, the vote on final passage of the joint resolution shall occur.

iv. Appeals from the decisions of the Chair relating to the application of the rules of the Senate to the procedure relating to a joint resolution described in 5 U.S.C. § 802(a) shall be decided without debate.
0. 50U.S.C. § 802(e): In the Senate the procedure specified in 5 U.S.C. § 802(c) or (d) shall not apply to the consideration of a joint resolution respecting a rule—

i. After the expiration of the 60 session days beginning with the applicable submission or publication date, or
ii. If the report under 5 U.S.C. § 801(a)(1)(A) was submitted during the period referred to in 5 U.S.C. § 801(d)(1), after the expiration of the 60 session days beginning on the 15th session day after the succeeding session of

p. 5 U.S.C. § 802(f): If, before the passage by one House of a joint resolution of that House described in 5 U.S.C. § 802(a), that House receives from the other House a joint resolution described in 5 U.S.C. § 802(a), then the

q. 5 U.S.C. § 804(2): The term “major rule” means any rule that the Administrator of the Office of Information and Regulatory Affairs of the Office of Management and Budget finds has resulted in or is likely to result in—

i. An annual effect on the economy of $100,000,000 or more;
ii. A major increase in costs or prices for consumers, individual industries, Federal, State, or local government agencies, or geographic regions; or
iii. Significant adverse effects on competition, employment, investment, productivity, innovation, or on the ability of United States-based enterprises to compete with foreign-based enterprises in domestic and export

s. 5 U.S.C. § 807: Nothing in 5 U.S.C. §§ 801-808 shall apply to rules that concern monetary policy proposed or implemented by the Board of Governors of the Federal Reserve System or the Federal Open Market Committee.

appropriate. Congress may

If the rule is not major,
agency enacts as

still review the rule.

a. 5 U.S.C. § 801(a)(4): Except for a major rule, a rule shall take effect
as otherwise provided by law after submission to Congress under 5
U.S.C. § 801(a)(1).

) 4

Implementation of final rule.




The Reg Map

Informal Rulemaking

APPENDIX 2

Step Six

Step One

Initiating

Events

Step Two

Determination
Whether a Rule

Is Needed

Step Three

Preparation of

Proposed Rule

Step Five

Public Comments

Step Four

Publication of

Comments

Proposed Rule

OMB Review of

Under the Administrative Procedure
Act provisions of 5 U.S.C. 553, an
agency must provide the public the

Proposed Rule

Administrative Procedure

Agency Initiatives

Agency initiatives for rulemaking
originate from such things as:

e Agency priorities and plans
¢ New scientific data

¢ New technologies

e Accidents

Required Reviews

Statutory Mandates

Recommendations from
Other Agencies/External
Groups/States/Federal
Advisory Committees

Administrative Procedure
Act Provisions

Under the Administrative Procedure
Act provisions that are included as
part of the Freedom of Information
Act at 5 U.S.C. 552, agencies are
required to publish in the Federal
Register:
e Substantive rules of general
applicability
¢ Interpretive rules
e Statements of general policy
* Rules of procedure
¢ Information about forms
e Information concerning
agency organization and
methods of operation

Proposed Rule

A notice of proposed rulemaking
proposes to add, change, or delete
regulatory text and contains a
request for public comments.

Lawsuits

Petitions

OMB Prompt Letters

Using The Reg Map

The Reg Map is based on general requirements.
In some cases, more stringent or less stringent
requirements are imposed by statutory provisions
that are agency specific or subject matter specific.
Also, in some cases more stringent requirements
are imposed by agency policy.

In a typical case, a rulemaking action would
proceed from step one through step nine with a
proposed rule and a final rule.

However, if a rulemaking action is exempt from
the proposed rulemaking procedures under the
Administrative Procedure Act provisions
(explained under step three) or under other
statutory authority, an agency may:

e promulgate a final rule omitting steps three

through six, or

e promulgate an interim final rule omitting steps
three through six, but providing a comment
period and a final rule after step nine.

Also, if an agency determines that a rule likely
would not generate adverse comment, the
agency may promulgate a direct final rule,
omitting steps three through six, but with a
duty to withdraw the rule if the agency receives
adverse comments within the period specified

by the agency.

Administrative Procedure
Act Provisions

Under the Administrative Procedure
Act provisions at 5 U.S.C. 553, rules
may be established only after
proposed rulemaking procedures
(steps three through six) have been
followed, unless an exemption
applies. The following are exempted:

¢ Rules concerning military or
foreign affairs functions

e Rules concerning agency
management or personnel

¢ Rules concerning public
property, loans, grants,
benefits, or contracts

e Interpretive rules
¢ General statements of policy

¢ Rules of agency organization,
procedure, or practice
¢ Nonsignificant rules for which
the agency determines that
public input is not warranted
e Rules published on an
emergency basis
Note: Even if an exemption applies
under the Administrative Procedure
Act provisions, other statutory
authority or agency policy may
require that proposed rulemaking
procedures be followed.

opportunity to submit written
comments for consideration by the
agency.

) Act Provisions
OMB Review Under

Executive Order 12866

The Administrative Procedure Act
provisions at 5 U.S.C. 553 require
proposed rules to be published in
the Federal Register.

As required by Public Law No. 107-347,
agencies must provide for submission
of comments by electronic means and
must make available online the
comments and other materials
included in the rulemaking docket
under 5 U.S.C. 553 (0).

OMB reviews only those rulemaking
actions determined to be
“significant.”

Independent agencies are exempt
from OMB review.

Executive Order 12866 established
60 days as the standard for the
comment period.

The holding of a public hearing is
discretionary unless required by
statute or agency policy.

Step Seven

Preparation of
Final Rule,
Interim Final

Rule, or Direct
Final Rule

Step Eight

OMB Review
of Final Rule,
Interim Final

Rule, or Direct
Final Rule

Step Nine

Publication of
Final Rule,

Interim Final
Rule, or Direct
Final Rule

Final Rule

A final rule adds, changes, deletes,
or affirms regulatory text.

Specific Analyses for Steps Three and Seven

Regulatory Planning and Review (E.O. 12866)

Would the rule have a $100 million annual impact, raise

novel issues, and/or have other significant impacts? L] yes Prepare economic impact analysis.

Special Types of
Final Rules

Interim Final Rule

An interim final rule adds, changes,
or deletes regulatory text and
contains a request for comments.
The subsequent final rule may make
changes to the text of the interim
final rule.

Direct Final Rule

A direct final rule adds, changes,
or deletes regulatory text at a
specified future time, with a duty to
withdraw the rule if the agency
receives adverse comments within
the period specified by the agency.

OMB Review Under
Executive Order 12866

OMB reviews only those rulemaking
actions determined to be
“significant.”

Independent agencies are exempt
from OMB review.

Regulatory Flexibility Act (5 U.S.C. 601-612)

Is a notice of proposed rulemaking required by law? L] yes

Would the rule “have a significant economic impact

on a substantial number of small entities”? [ ] andyes Prepare regulatory flexibility analysis.

Note: Under limited circumstances analyses also are required for certain interpretive rules
involving internal revenue laws (5 U.S.C. 603, 604).

Optional Supplementary
Procedures to Help
Prepare a Proposed Rule

Advance Notice of
Proposed Rulemaking

An advance notice of proposed
rulemaking requests information
needed for developing a
proposed rule.

Negotiated Rulemaking
Negotiated rulemaking is a
mechanism under the Negotiated
Rulemaking Act (5 U.S.C. 561-570)
for bringing together representa-
tives of an agency and the various
interests to negotiate the text of a
proposed rule.

Paperwork Reduction Act (44 U.S.C. 3501-3520)

Does the rule contain a “collection of information”
(reporting, disclosure, or recordkeeping)? L] yes Prepare information collection clearance
package for OMB review and approval, and

prepare request for public comments.

Unfunded Mandates Reform Act (2 U.S.C. Chs. 17A, 25)

Does the rulemaking process include a proposed rule? L] i yes

Does the rule include any Federal mandate that may result

in the expenditure (direct costs minus direct savings) by State,

local, and tribal governments, in the aggregate, or by

the private sector, of $100 million in any one year [ ] and yes
(adjusted annually)?

Prepare unfunded mandates analysis
(unless an exclusion applies).

Federalism (E.O. 13132)

Is the rule a discretionary rule that has federalism impli-
cations and imposes substantial unreimbursed direct

compliance costs on State and local governments? L] yes Prepare federalism summary impact statement.

Does the rule have federalism implications and

preempt State law? L] Ifyes Prepare federalism summary impact statement.

Drafting
Requirements

for Rulemaking
Documents

Congressional Review Act
(5 U.S.C. 801-808)

An agency must submit most final
rules, interim final rules, and direct
final rules, along with supporting
information, to both houses of
Congress and the General Accounting
Office before they can take effect.

Major rules are subject to a
delayed effective date (with certain
exceptions).

Action by Congress and the President
could have an impact on the rule.

Administrative Procedure
Act Provisions

Under the Administrative Procedure
Act provisions that are included as
part of the Freedom of Information
Act at 5 U.S.C. 552, agencies are
required to publish final rules, inter-
im final rules, and direct final rules
in the Federal Register.

Federal Register Act
(44 U.S.C. 1501-1511)

The Federal Register Act at 44
U.S.C. 1510 (implemented at 1 CFR
8.1) requires rules that have general
applicability and legal effect to be
published in the Code of Federal
Regulations.

Agendas for
Rules Under
Development or
Review

Regulatory Planning and

Unified Regulatory Agenda

Review (E.O. 12866)

Rulemaking documents must comply
with the specified regulatory phi-
losophy and principles of regulation.

Indian Tribal Governments (E.O. 13175)

Is the rule a discretionary rule that has tribal
implications and imposes substantial unreimbursed

direct compliance costs on Indian tribal governments? L] i yes Prepare tribal summary impact statement.

Does the rule have tribal implications and

preempt tribal law? L] yes Prepare tribal summary impact statement.

Civil Justice Reform
(E.O. 12988)

Rulemaking documents must be
written in clear language designed
to help reduce litigation.

The Unified Regulatory Agenda
provides information concerning
agency rules under development
Oor review.

The Unified Regulatory Agenda is
published in the Federal Register in
the spring and fall of each year.

National Environmental Policy Act (42 U.S.C. 4321-4347)

Is the rule categorically excluded from review? [ ] 1fno

Does the rule constitute a major Federal action that

could significantly affect the quality of the

human environment? [ ] andyes Prepare environmental assessment or
environmental impact statement, as

appropriate.

Presidential Memorandum

on Plain Language
(63 FR 31885)

Rulemaking documents must
comply with plain language
principles.

Regulatory Plan

The Regulatory Plan provides
information concerning the most
important significant regulatory
actions that the agency is planning
to take.

The Regulatory Plan is published in
the Unified Regulatory Agenda in
the fall of each year.

National Technology Transfer and Advancement Act (15 U.S.C. 272 note)

Does the rule contain provisions for which the use of
voluntary standards is applicable? L] i yes Adopt voluntary consensus standards or

explain why not.

Federal Register
Publications

Rulemaking documents must comply
with the Federal Register regulations
(1 CFR). Additional guidance and
requirements are contained in the
Federal Register's Document Drafting
Handbook.

Governmental Actions and Interference with
Constitutionally Protected Property Rights (E.O. 12630)

Does the rule regulate private property use for the

protection of public health or safety? L] ifyes Prepare takings analysis.

Is the rulemaking a proposed regulatory

Regulatory Flexibility
Agenda

The Regulatory Flexibility Agenda
provides information concerning
any rule that an agency expects to
prepare or promulgate that is likely
to have a significant economic
impact on a substantial number of
small entities.

Agency regulatory flexibility agendas
are published as part of the Unified
Regulatory Agenda in the spring
and fall of each year.

ICF

CONSULTING

action that has takings implications (other than
regulating private property for the protection of

public health and safety)? L] Iifyes Prepare takings analysis.

Experts in drafting rulemaking documents

and preparing supporting analyses Protection of Children from Environmental Health Risks and Safety Risks (E.O. 13045)

Visit us at www.regsupport.com.

Also, check out www.CommentWorks.com for a
faster, cheaper, and better way to respond to public
comments on proposed rules.

Copyright ©2003 by ICF Incorporated.

Is the rulemaking a “covered regulatory action”? L] yes Prepare analysis of the environmental health

or safety effects on children.

Actions Concerning Regulations That Significantly Affect
Energy Supply, Distribution, or Use (E.O. 13211)

All rights reserved. This document may not be
reproduced in any form without permission.

Is the rulemaking action a “significant energy action”? [ | If yes Prepare statement of energy effects.




Intent on bending science b/c:
* better regulatory outcome
* better outcome in litigation
* alters public opinion/media

APPENDIX 3 (drawn from McGarity & Wagner, 2011).
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APPENDIX 4

These figures are drawn from Wagner et al., Rulemaking in the Shade (2011). They record the
participation occurring in EPA air toxic rules (N=90). Most of the rules were promulgated during the
Clinton and George W. Bush Administrations.
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Figure 2: Interest Group Participation (Total Contacts) at Pre-
NPRM and Notice-and-Comment Stages of Rulemaking

(The solid bars represent the mean number of contacts; the thin lines
represent the standard deviation on these means).
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Figure 4: Interest Group Participation During the Notice-and-
Comment Process
(M=Mean; SD=Standard Deviation; Max=maximum value within the 90
rules). An additional 7% of comments came from regulated governments
and other/unknown groups.



These figures were published in Wagner et al., Deliberative Rulemaking (2021). They summarize interest
group participation in all of EPA’s TSCA Test rules promulgated from the late 1980’s through the early
2000s.

Figure 3: Mean % of Different Participants in EPA TSCA Rules
preNPRM (N=38)
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Figure 2: Parties Filing Comments in EPA TSCA Rules
(Mean % across all rules) (N=38)
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