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FOREWORD

Economic freedom is the foundation for individual success and prosperity. This freedom
is evident in the entrepreneurial small business sector, which creates most of the new jobs
and a large share of the innovations in the American economy. When government takes
small businesses into consideration in developing regulations, it saves time and money
for the nation’s most productive sector.

Executive Order 13272, signed August 13, 2002, gave federal agencies new direction in
their efforts to assess the impact of their proposed rulemakings on small businesses and
other small organizations under the Regulatory Flexibility Act (RFA). It also directed the
Small Business Administration’s Office of Advocacy to provide agencies with
information on how to comply with the President’s directive.

This compliance guide, prepared with input from regulatory agencies, is designed to be
used by agency rule writers and policy analysts as a step-by-step manual for complying
with the RFA. A careful review of the requirements is recommended before policy
analysts begin to draft regulations, and then again at each stage of the process.

The Office of Advocacy continues to provide training to agency personnel in RFA
compliance and has worked with many agencies since the executive order was signed.
Advocacy welcomes additional opportunities to assist in new phases of training.

Thanks to all who contributed by reviewing and commenting on this guide. Further
suggestions for improvements are welcome. For more information about the RFA and
E.O. 13272, visit the Advocacy website at www.sba.gov/advo, or call us at (202) 205-
6533.

To those charged to carry out the nation’s regulatory flexibility requirements, the Office
of Advocacy offers its strong support and encouragement. You have a crucial role in
keeping the nation on track for sustained economic growth by ensuring the continued
strength of the resilient small business sector.


http://www.sba.gov/advo�
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INTRODUCTION

In June 1976, Congress created the Office of Advocacy, headed by a Chief Counsel
appointed by the President from the private sector and confirmed by the Senate. Congress
concluded that small businesses needed a voice in the councils of government—a voice
that was both independent and credible. Congress specifically required the Office of
Advocacy to measure the costs and impacts of regulation on small business. The Chief
Counsel’s mandate, therefore, is to be an independent voice for small business in policy
deliberations—a unique mission in the federal government.

The Regulatory Flexibility Act (RFA),* enacted in September 1980, requires agencies to
consider the impact of their regulatory proposals on small entities, analyze effective
alternatives that minimize small entity impacts, and make their analyses available for
public comment. The RFA applies to a wide range of small entities, including small
businesses, not-for-profit organizations, and small governmental jurisdictions.

The RFA does not seek preferential treatment for small entities, require agencies to adopt
regulations that impose the least burden on small entities, or mandate exemptions for
small entities. Rather, it requires agencies to examine public policy issues using an
analytical process that identifies, among other things, barriers to small business
competitiveness and seeks a level playing field for small entities, not an unfair advantage.

The size of the business, government unit, or not-for-profit organization being regulated
has a bearing on its ability to comply with federal regulations. For example, the costs of
complying with a particular regulation—measured in staff time, recordkeeping, outside
expertise, and other direct compliance costs—might be roughly the same for a company
with sales of $10 million as for a company with sales of $1 million. In a larger business,
however, the costs of compliance can be spread over a larger volume of production. For
small entities, a burdensome regulation could affect the ability to set competitive prices,
to devise innovations, or even to make a profit.? In some cases, a small business may be
unable to stay in business because of the cost of a regulation. Simply stated, fixed costs
have a greater impact on small entities because small entities have fewer options for
recovering them. For firms employing fewer than 20 employees, the annual regulatory
burden is nearly $6,975 per employee—almost 60 percent more than that of firms with
more than 500 employees.® Without the necessary facts, it is possible for an agency to
cause serious unintended or unforeseen adverse impacts on small businesses.

! Regulatory Flexibility Act, Pub. L. No. 96-354, 94 Stat. 1164 (codified at 5 U.S.C. § 601).

% See Todd A. Morrison, Economies of Scale in Regulatory Compliance: Evidence of the Differential
Impacts of Regulation by Firm Size, report no. PB85-178861, prepared by Jack Faucett Associates, Inc., for
the U.S. Small Business Administration, Office of Advocacy (Springfield, Va.: National Technical
Information Service, 1985).

¥ See W. Mark Crain and Thomas D. Hopkins, The Impact of Regulatory Costs on Small Firms, report no.
PB2001-107067, prepared by Hopkins and Crain for the U.S. Small Business Administration, Office of
Advocacy (Springfield, Va.: National Technical Information Service, 2001).



In essence, the RFA asks agencies to be aware of the economic structure of the entities
they regulate and the effect their regulations may have on small entities. To this end, the
RFA requires agencies to analyze the economic impact of proposed regulations when
there is likely to be a significant economic impact on a substantial number of small
entities, and to consider regulatory alternatives that will achieve the agency’s goal while
minimizing the burden on small entities. The concept underlying this analytical
requirement is that agencies will revise their decisionmaking processes to take account of
small entity concerns in the same manner that agency decisionmaking processes were
modified subsequent to the enactment of the National Environmental Policy Act
(NEPA).* The RFA then acts as a statutorily mandated analytical tool to further assist
agencies in meeting the rational rulemaking standard set forth in the Administrative
Procedure Act, just as NEPA was intended to rationalize decisions concerning major
federal actions that would affect the environment.

The Small Business Regulatory Enforcement Fairness Act (SBREFA), enacted in March
1996,> amended the RFA and provided additional tools to aid small business in the fight
for regulatory fairness. The most significant amendments made by SBREFA were:

e Judicial review of agency compliance with some of the RFA’s provisions.

e Requirements for more detailed and substantive regulatory flexibility analyses.

e Expanded participation by small entities in the development of rules by the
Occupational Safety and Health Administration (OSHA) and the Environmental
Protection Agency (EPA).

This compliance guide should be utilized by regulatory agencies as a tool for following
the requirements of the Regulatory Flexibility Act. In preparing this guide, the Office of
Advocacy has received input from regulatory agencies, the Office of Management and
Budget, small business associations, and Congress. This new compliance guide also
reflects Advocacy’s 22 years of experience with the RFA and contains the spirit of
interagency cooperation and small business’ vital importance to the economy recognized
in Executive Order 13272.° Advocacy hopes the guide will be a useful tool and welcomes
comments on ways to improve its usefulness to regulatory agencies.

The guide includes how-to information on determining when the RFA applies to a
proposed regulation, performing initial and final regulatory flexibility analyses, and
meeting other RFA requirements, including periodic review of existing rules and small
business compliance guides. Also included are a section on litigation so that agencies
may learn how courts have ruled on RFA compliance, as well as examples, where
available, of actual agency regulatory analyses. For more assistance, contact the Office of
Advocacy at (202) 205-6533, or one of the Advocacy contacts listed in Appendix F.

* See Associated Fisheries of Maine v. Daley, 127 F.3d 104, 114 (1% Cir. 1997) noting parallels between
NEPA and the RFA.

® Small Business Regulatory Enforcement Fairness Act of 1996, Pub. L. No. 104-121, 110 Stat. 857
(codified at 5 U.S.C. § 601 et seq.).

® Exec. Order No. 13,272, 67 Fed. Reg. 53,462 (Aug. 16, 2002). The Executive Order was signed by
President George W. Bush on August 13, 2002. See Appendix E.



CHAPTER 1 WHERE DO WE BEGIN? FIRST STEPS OF RFA
ANALYSIS

We begin by briefly examining the general purpose of the Regulatory Flexibility Act and
its overall requirements. The Regulatory Flexibility Act requires agencies to consider the
impact of their rules on small entities.” When the proposed regulation will impose a
significant economic impact on a substantial number of small entities, the agency must
evaluate alternatives that would accomplish the objectives of the rule without unduly
burdening small entities. Inherent in the RFA is a desire to remove barriers to
competition and encourage agencies to consider ways of tailoring regulations to the size
of the regulated entities.®

The RFA, like the National Environmental Policy Act, imposes analytical requirements
on federal agencies. Both statutes require disclosure of effects and mechanisms to reduce
adverse consequences and improve beneficial consequences.® The RFA does not require
that agencies necessarily minimize a rule’s impact on small entities if there are
significant, legal, policy, factual, or other reasons for not minimizing impact. The RFA
requires only that agencies determine, to the extent practicable, the rule’s economic
impact on small entities and to explore regulatory alternatives for reducing any
significant economic impact on a substantial number of such entities. Once that process is
finished, agencies must explain the reasons for their ultimate regulatory choices.

The goal of Congress in creating the RFA was to change the regulatory culture in
agencies and mandate that they consider regulatory alternatives that achieve statutory
purposes, while still minimizing the impacts on small entities. Regulatory flexibility
analyses built into the regulatory development process at the earliest stages will help
agency decisionmakers achieve regulatory goals with realistic, cost-effective, and less
burdensome regulations.

The following chart shows an overall picture of the RFA decisionmaking process. This
chapter focuses on the first steps, highlighted in the chart.

” See this chapter’s section on p. 11 titled “What is the definition of a small entity?”
8 See generally, FINDINGS AND PURPOSES, SEC. 2(a)—(b).
° Nothing in the RFA states that an economic impact must be adverse prior to performing an analysis.
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Does the RFA apply?

One of the first decisions to make is whether the Regulatory Flexibility Act applies to the
particular regulation. Application of the RFA is tied to rulemakings required to be
published pursuant to the notice and comment requirements of the Administrative
Procedure Act (APA) or some other statute. After having determined the scope of the
problem and the potential entities affected by the rule under consideration, the agency
must decide whether the RFA applies to its decision. This requires the agency to ascertain
whether the regulation must be issued pursuant to notice and comment by the APA or
some other statute or whether one of the exemptions to notice and comment rulemaking
in the APA applies and therefore the RFA does not apply.

Relevance of the Administrative Procedure Act

The RFA applies to any rule subject to notice and comment rulemaking under section
553(b) of the Administrative Procedure Act (APA)™ or any other law. This includes any
rule of general applicability governing federal grants to state and local governments, for
which agency procedures provide opportunity for notice and comment. For instance,
some agencies, such as the Rural Utilities Service, have their own administrative rules
that require notice and comment even though the agency’s rules may be exempt from the
APA notice and comment requirement.

The APA and RFA exemptions

The RFA requires analysis of a proposed regulation only where notice and comment
rulemaking is required. Rules are exempt from APA notice and comment requirements,
and therefore from the RFA requirements, when any of the following is involved: (1) a
military or foreign affairs function of the United States, or (2) a matter relating to agency
management or personnel or to public property, loans, grants, benefits, or contracts.'! In
addition, except where notice or hearing is required by statute, the APA does not apply
(1) to interpretative rules, general statements of policy, or rules of agency organization,
procedure or practice; or (2) 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.*2
Under the circumstances described above, the RFA would not apply.

Interpretative rules generally interpret the intent expressed by Congress. The easiest type
of interpretative rule to recognize is one in which an agency does not insert its own
judgments or interpretations in implementing a rule, and simply regurgitates statutory
language. One legal treatise on the subject says that interpretative rules are any rules that

95 U.S.C § 553(b).

11d .at § 553(a). There are statutes, such as the Competition in Contracting Act, the Federal Acquisition
Streamlining Act, and the Federal Acquisition Reform Act, that mandate that changes to contracting rules
be issued pursuant to notice and comment. These acts represent some other statute requiring notice and
comment rulemaking.

21d. at § 553(b)(A).



an agency issues without exercising delegated legislative power to make law through
rules.® The treatise goes on to state that the difference between legislative and
interpretative rulemaking is the weight courts give the agency decisions on review.**

In the case of legislative rules, agencies are given the authority to establish requirements
not specifically mentioned in the authorizing statute that may be the basis for a rule. An
example of this would be setting an ambient air quality standard or regulating in the
public interest as set out in the Communications Act of 1934. See Whitman v. American
Trucking Associations for a discussion of what constitutes a standard governing
delegation of legislative authority by Congress to the executive branch.*

The RFA presents its own exemptions as well. Section 601(2) states that the RFA does
not apply to rules of particular applicability relating to rates, wages, corporate or financial
structures, or reorganizations thereof, prices, facilities, appliances, services or
allowances.

RFA now applies to certain Internal Revenue Service interpretative rules

The Small Business Regulatory Enforcement Fairness Act amended the RFA to bring
certain interpretative rulemakings of the Internal Revenue Service (IRS) within the scope
of the RFA. The law now applies to those IRS rules published in the Federal Register
(that would normally be exempt from the RFA as interpretative rules) that impose a
“collection of information” requirement on small entities.'” Congress took care to define
the term “collection of information” to be identical to the term used in the Paperwork
Reduction Act, which means that a collection of information includes any reporting or
recordkeeping requirement for more than nine people.®

3 K. Davis, Administrative Law Treatise, § 7:8 (1958).
Y Davis at §§ 7:8-7:13.
5 American Trucking Ass’ns v. EPA, 175 F.3d 1027, 1044 (D.C. Cir. 1999); Whitman v. American
Trucking Ass’ns, 531 1/S/ 457 (2001).
®5U.S.C. § 601(2).
71d. at § 601(b)(1)(a).
¥ 1d. at § 601(7).
(7) The term “collection of information”
a) means the obtaining, causing to be obtained, soliciting, or requiring the disclosure to third
parties or the public, of facts or 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, 10 or more persons, other than agencies, instrumentalities, or
employees of the United States; or

(if) answers to questions posed to agencies, instrumentalities, or employees of the United
States which are to be used for general statistical purposes; and

(8) The term "record-keeping requirement” means a requirement imposed by an agency on persons to
maintain specified records.



Executive orders and interagency cooperation

Executive Order 12866 lays out additional analytical requirements for agencies when
promulgating rules pursuant to delegations from Congress and the overarching mandate
of the APA. The President’s order establishes regulatory goals that can help agencies to
which the executive order applies™® understand the importance of conducting regulatory
flexibility analyses. This goal may add context to discussions preceding an agency’s
certification decision.

The Regulatory Philosophy. Federal agencies should promulgate only such
regulations as are required by law, are necessary to interpret the law, or are made
necessary by compelling public need, such as material failures of private markets to
protect or improve the health and safety of the public, the environment, or the
well-being of the American people. In deciding whether and how to regulate,
agencies should assess all costs and benefits of available regulatory alternatives,
including the alternative of not regulating. Costs and benefits should include both
guantifiable measures (to the fullest extent possible) and qualitative measures of costs
and benefits that are difficult to quantify, but essential to consider.?

In addition, Executive Order 12866 specifies 12 principles agencies should use when
developing regulations. Of the 12, number 11 has particular relevance to the RFA
certification decision®! and the analysis needed to prepare a factual basis for that
decision:

(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.”

Executive Order 13272, “Proper Consideration of Small Entities in Agency
Rulemaking,” was signed by President George W. Bush on August 13, 2002, and requires
federal agencies to publish how they will comply with the statutory mandates of the
RFA.% The purpose of E.O. 13272 is to ensure that agencies work closely with
Advocacy to address small business issues as early as possible in the regulatory process,
particularly as they relate to disproportionate regulatory burden. The order sets out a
series of responsibilities for both regulating agencies and the Office of Advocacy.

19 Exec. Order No. 12,866 does not apply to independent regulatory commissions such as the Federal
Election Commission, the Federal Communications Commission, and the Securities and Exchange
Commission.

% Exec. Order No. 12,866 § 1(a), 58 Fed. Reg. 51,735 (Sept. 30, 1993).

215 U.S.C. § 605(b). The RFA permits an agency to certify that a proposed rule would not have a
significant economic impact on a substantial number of small entities, if the preliminary (threshold)
analysis supports such a decision.

22 Exec. Order No. 12,866 § 1(b). Note that Exec. Order No. 12,866 applies to individuals and requires that
regulations impose the least burden on society—standards that differ from those of the RFA. However, the
fact that application of the order must be “consistent with” maintaining an agency’s regulatory objectives
makes the order somewhat parallel to the RFA.

% Exec. Order No. 13,272, 67 Fed. Reg. 53,461 (Aug. 13, 2002).



e Agencies will establish policies on how to measure their impact on small entities and
will work with Advocacy to establish those procedures.

e The Office of Advocacy is instructed to train agencies on how to properly account for
small entity impact when agencies draft regulations and to continue to work with
agencies from time to time as required.

e Agencies are to submit proposed rules with significant small entity effects to the
Office of Advocacy prior to publication and are required to consider the Office of
Advocacy’s comments on the rule.

e The Office of Advocacy is required to report annually to the Office of Management
and Budget (OMB) on whether agencies are complying with this executive order.

Both executive orders reinforce executive intent that agencies give serious attention to
impacts on small entities and develop a comprehensive set of regulatory alternatives to
reduce the regulatory burden on small entities.

How to certify: The RFA threshold analysis

After an agency begins regulatory development and determines that the RFA applies, it
must decide whether to conduct a full regulatory flexibility analysis or to certify that the
proposed rule will not “have a significant economic impact on a substantial number of
small entities.”?* The record an agency builds to support a decision to certify is subject to
judicial review.?

In order to certify a rule under the RFA, an agency should be able to answer the
following types of questions:

e Which small entities will be affected?

e Have adequate economic data been obtained?

e What are the economic implications/impacts of the proposal or do the data reveal a
significant economic impact on a substantial number of small entities?

If, after conducting an analysis for a proposed or final rule, an agency determines that a
rule will not have a significant economic impact on a substantial number of small entities,
section 605(b) provides that the head of the agency may so certify. The certification must
include a statement providing the factual basis for this determination, and the
certification may be published in the Federal Register at the time the proposed or final
rule is published for public comment.?® A certification must include, at a minimum, a

%5 U.8.C. § 605(b). The decision to certify a rule parallels the finding of no significant impact under
NEPA. As with that NEPA determination, the decision to certify, because it is subject to judicial review,
should be based on a sound threshold analysis similar to the environmental assessment mandated in
Council on Environmental Quality regulations to support a finding of no significant impact or laying the
groundwork for a full environmental impact statement.

“|d. at § 611(a).

% There are circumstances where it may be appropriate to publish an IRFA for the proposed rule, and based
on comments received, publish a certification for the first time in the final rule. See Chapter 3 of this guide
for a detailed discussion of final regulatory flexibility analyses.



description of the affected entities and the impacts that clearly justify the “no impact”
certification. The agency’s reasoning and assumptions underlying its certification should
be explicit in order to obtain public comment and thus receive information that would be
used to re-evaluate the certification.

Clearly, an agency should identify the scope of the problem and the impact of the
solution on affected entities before moving forward with a regulatory proposal. At times,
despite a good-faith effort on the part of an agency to obtain data, an agency may still be
uncertain about whether to certify. In those instances, an advance notice of proposed
rulemaking (ANPRM) may be necessary to solicit data. As a final recourse, the agency
should err on the side of caution and perform an initial regulatory flexibility analysis
(IRFA) with the available data and information, and solicit comments from small entities
regarding impact. 2’ Then, if appropriate, the agency can certify the final rule. If an
agency lacks sufficient information to make a certification decision, the agency should
engage in reasonable outreach efforts.?

Organizing the threshold report

Certification analysis discussed in this chapter does not require the depth of analysis
necessary in an initial regulatory flexibility analysis,? as discussed in Chapter 2 of this
guide. Nevertheless, this “threshold” analysis can offer important insights into the nature
of regulatory impacts. Although a study of alternatives is not required at this stage, it
often leads to the skeleton of regulatory alternatives that can reduce or eliminate any
disproportionate impacts on small entities. For this reason, Advocacy encourages
certification analysis as early in the rule development process as possible.

Agency certifications of final rules are subject to judicial review® and courts evaluate
them by determining whether the statement of basis and purpose accompanying the rule
identifies a “factual basis” to support the certification.** A helpful threshold report will
directly support the elements that must appear in the Federal Register Notice of Proposed
Rulemaking preamble. The Office of Advocacy believes the threshold analysis should
discuss the following items:

1) Description of small entities affected

75 U.S.C. § 605(b). The Office of Advocacy would expect this situation to be rare because agency efforts
to develop the rule should include a reasonable effort to explore all the effects of the rule, including the
effects on small entities. For more information on preparing an initial regulatory flexibility analysis, see
Chapter 2.

% |d. at § 609. Outreach is important to obtain information required by the RFA, to obtain relevant input
from affected small entities. See Chapter 6 for a discussion of agency outreach to small entities.

# An initial regulatory flexibility analysis (IRFA) is a document containing the agency’s data and analysis
regarding the potential impact of the proposed rule. A detailed description of the requirements of an IRFA
can be found in Chapter 2 of this guide.

¥5U.S.C. §611.

%1 1d. at § 605(b).

%2 For additional detail, see the certification checklist at the end of this chapter.



e A brief economic and technical statement on the regulated community,
describing some of the following types of information:
a) The diversity in size of regulated entities
b) Revenues in each size grouping
c) Profitability in each size grouping
2) Economic impacts on small entities
e A fair, first estimate of expected cost impacts, or a reasonable basis for
assuming costs would be de minimis or insignificant within all
economic or size groupings of the “small” regulated community
e The rationale for the certification decision, based on the analysis
presented
3) Significant economic impact criteria
e The criteria used to examine whether first-estimate costs are
significant
4) Substantial number criteria
e The criteria used to examine whether the entities experiencing
significant impacts constitute a substantial number of entities in any of
the regulated size groupings
5) Description of assumptions and uncertainties
e The sources of data used in the economic and technical analysis**
e The degree of uncertainty in the cost estimates, when uncertainty is
large
6) Certification statement

“Factual basis” requirement for certification

What is a “factual basis?” The Office of Advocacy interprets the “factual basis”
requirement to mean that, at a minimum, a certification should contain a description of
the number of affected entities and the size of the economic impacts and why either the
number of entities or the size of the impacts justifies the certification.

The agency’s reasoning and assumptions underlying its certification should be explicit in
order to elicit public comment. Again, agency certifications in final rules are subject to

* When an agency does not have quantitative data to support its certification, the agency should explain
why such data are not available and request comments.

% Section 607 of the RFA directs agencies to provide a “quantifiable or numerical description of the effects
of the proposed rule or alternatives to the proposed rule” and allows a qualitative approach if
“quantification is not practical or reliable.” Thus, agencies are expected to make reasonable efforts to
acquire quantitative or other information to support analysis of the rules under sections 603 and 604 of the
RFA. Such a standard is not required for section 605 certifications, but some agencies use section 607 as a
model for preparing certifications. With regard to certification analyses, EPA wisely advises its rulewriters
to employ the same approach: use quantitative analysis unless the “information necessary to conduct a
quantitative analysis is not reasonably available.” Revised Interim Guidance for EPA Rulewriters:
Regulatory Flexibility Act, as amended by the Small Business Regulatory Enforcement Fairness Act,
Regulatory Management Division, EPA Office of Policy, p. 20 (March 29, 1999). This guidance is
currently under revision.

10



judicial review. Thus, certifications of “no significant economic impact on a substantial
number of small entities” have major legal implications for agencies. Consequently,
certifications that simply state that the agency has found that the proposed or final rule
will not have a significant economic impact on a substantial number of small entities are
not sufficient under section 605(b).

The “more than just a few” standard for determining if a rule will have an impact on a
“substantial number of small entities” is a rigorous test for agencies to follow. However,
the Office of Advocacy encourages a conservative approach.*® In other words, if an
agency has miscalculated the impacts of a regulation because its standard for determining
“substantial number” was set too high, the certification may give rise to avoidable court
challenges.

Prior to the enactment of SBREFA amendments in 1996, the RFA required only that a
certification be supported by a “succinct statement explaining the reasons for the
certification,”®’ and since such statements were not subject to judicial review, even as
part of the record on review, agencies could avoid substantive explanations by using
boilerplate certifications. The amended version of the RFA now requires that
certifications be supported by a “statement of factual basis.” In amending the RFA,
Congress intended that agencies should do more than provide boilerplate and
unsubstantiated statements to support their RFA certifications. Courts will overturn an
agency’s final certification if it is not adequate.>®

What is the definition of a small entity?

The definition of “small entity” is important because it is the starting point for
determining the degree of impact a regulation will have on small entities. Three types of
small entities are defined in the RFA: ¥

Small business. Section 601(3) of the RFA defines a “small business” as having the
same meaning as “small business concern” under section 3 of the Small Business Act.
This includes any firm that is “independently owned and operated” and is “not dominant
in its field of operation.”*® The Small Business Administration (SBA) has developed size
standards to carry out the purposes of the Small Business Act and those size standards
can be found in 13 C.F.R., section 121.201. The Small Business Act prohibits an agency
from adopting a different definition of small business when promulgating regulations to

% Five small firms in an industry with more than 1,000 small firms is not likely to be interpreted as a
“substantial number”; on the other hand, the same five small firms in an industry with only 20 firms would
be a substantial number. See the discussion of the definitions of “significant” and “substantial” later in this
chapter.

% See Chapter 5 of this guide for information on what the courts have held in these types of cases.

%7 See Lehigh Valley Farmers, Inc., v. Block, 640 F. Supp. (E.D. Pa. 1986), aff’d on other grounds, 828
F.2d.

% See North Carolina Fisheries Ass’n v. Daley, 27 F. Supp. 2d 650 (E.D. Va. 1998).

% Appendix C lists data sources that may be helpful in drawing distinctions between large and small
entities.

“15U.8.C. §632.
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carry out a delegation of authority from Congress unless the agency follows the
procedures set forth in SBA’s regulations.* In addition, an agency may feel that the
classification used by the Administrator for a particular sector is inappropriate in doing
the analysis required by the RFA. The agency is then authorized to use a different
definition, solely for purposes of complying with the RFA, after consultation with the
Chief Counsel. That consultation does not obviate the need for the agency to comply with
section 3 of the Small Business Act should the agency be interested in promulgating a
regulation that utilizes a different definition of small business than that developed by the
Administrator.*?

Small organization. Section 601(4) defines a small organization as any not-for-profit
enterprise that is independently owned and operated and not dominant in its field (for
example, private hospitals and educational institutions). Agencies may develop one or
more alternative definitions of “small organization” for purposes of this chapter, provided
that they: (1) give an opportunity for public comment and (2) publish the final definition
in the Federal Register. However, an agency that decides a different definition is
appropriate for purposes of complying with the RFA is required to follow the procedures
set forth in section 601(4).

Small governmental jurisdiction. Section 601(5) defines small governmental
jurisdictions as governments of cities, counties, towns, townships, villages, school
districts, or special districts with a population of less than 50,000. Agencies may develop
one or more alternative definitions for this term provided that they: (1) give opportunity
for public comment, (2) base definitions on factors such as low population density and
limited revenues, and (3) publish final definitions in the Federal Register. The alternative
definition developed under this section applies only to the agency’s compliance with the
RFA. The agency may develop different size standards for small governmental
jurisdictions in the development of its regulations.

Agency decisions under section 601 of the RFA are subject to judicial review. Thus, any
agency ﬂze standard determination that differs from the SBA’s size standard is subject to
review.

Changing a size standard

It is important to draw a distinction when it comes to determining appropriate size
standards. If an agency chooses to change a size standard after a determination that
SBA’s size standard is inadequate, the agency must either consult with the Office of
Advocacy or seek approval of SBA’s Administrator, depending on the circumstances. As
stated in section 601(3) of the RFA, “the term small business has the same meaning as

' 13 C.F.R. § 121.902(b).

“2 Northwest Mining Ass’n v. Babbitt, 5 F. Supp. 2d 9 (D.D.C. 1998).

5 U.8.C. § 611(a); see also Chapter 5 of this guide for a discussion of how the courts have handled this
issue.
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the term ‘small business concern’ under section 3 of the Small Business Act.”** Section
3(a)(1) of the Small Business Act states that:

a small business concern, including but not limited to enterprises that are engaged in the
business of production of food and fiber, ranching and raising of livestock, aquaculture,
and all other farming and agricultural related industries, shall be deemed to be one which
is independently owned and operated and which is not dominant it its field of operation.*

Once this test is met, SBA’s regulations further define small businesses by industry in
terms of annual revenues or number of employees.*°

For RFA analysis purposes, if an agency wants to use a different size standard, the
agency can do so only after consultation with the Office of Advocacy and after an
opportunity for public comment. In addition, that new size standard must be published in
the Federal Register.

For RFA purposes, the same procedures are required for small organizations and small
governmental jurisdictions. If an agency wants to use a different definition than those
provided in sections 601(4) and 601(5) of the RFA, then consultation, public comment,
and publication in the Federal Register are required.

On the other hand, if an agency seeks to change the definition of a small business for
rulemaking purposes (i.e., for purposes of determining how to apply a regulation to a
business of a certain size), the agency must use the procedures outlined in section
3(a)(2)(C)(i)-(ii) of the Small Business Act and SBA'’s regulations found in 13 CFR
121.902(b). Those procedures essentially outline the information an agency needs to
submit in order for SBA’s Administrator to approve a new size standard, as well as when
in the rulemaking process an agency needs to obtain that approval.

Note, however, that section 3(a)(2)(C) indicates that an agency need not obtain SBA'’s
approval of a different standard if it is specifically authorized by statute relevant to the
rulemaking. For example, the Department of Labor cannot use the SBA definition of
small business in developing the regulations for the Family and Medical Leave Act
because that statute provides a specific definition of what constitutes a small business.

Certification using alternative definitions of “small business”
A certification of a rule that regulates business (rather than small organizations or small
governmental jurisdictions) means that the agency is using the SBA’s definition of small

business, unless the rulemaking agency states otherwise.

If an agency intends to rely on a small business definition for its certification that differs
from the definition detailed in section 601(3) of the RFA as amended, it must first consult

* Small Business Act, Pub. L. No. 85-536, codified as amended, 15 U.S.C. § 631 et seq.
45

Id.
“® 13 CFR 121.201. See http://www.sha.gov/size/.
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with the Office of Advocacy on an appropriate definition or size standard. In addition, the
preamble to the rule must notify the public that it is using a different standard in order to
provide an opportunity for comment. The agency must publish its proposed definition(s)
in the Federal Register.

The following is an example of an acceptable certification statement indicating that a
different size standard has been used by the agency to certify a rule:

Pursuant to section 605(b) of the Regulatory Flexibility Act, 5 U.S.C. 8605 (b), the head
of (name of agency or department) certifies that this rule will not have a significant
economic impact on a substantial number of small entities (explain the factual basis for
the certification). In making this determination, the agency (used or did not use) the
SBA definition of small business found at 13 C.F.R. 121.201) (quote the SBA size
standard used or insert a statement such as the following). Instead, after consultation
with the Office of Advocacy, the small business definition used by the (name of the
agency) for this certification is: (insert definition used and explain rationale for the
alternative). Comments are solicited on the appropriateness of this size standard in
certifying that this rule will not have a significant impact on a substantial number of
small entities.

Assessing the impact on small entities

Determining a rule’s impact on small entities is an important part of the rulemaking
process. The RFA requires agencies to conduct sufficient analyses to measure and
consider the regulatory impacts of the rule to determine whether there will be a
significant economic impact on a substantial number of small entities. No single
definition can apply to all rules, given the dynamics of the economy and changes that are
constantly occurring in the structure of small-entity sectors.

Every rule is different. The level, scope, and complexity of analysis may vary
significantly depending on the characteristics and composition of the industry or small-
entity sectors to be regulated. This is why it is important that agencies make every effort
to conduct a sufficient and meaningful analysis when promulgating rules. The preparation
of the required analysis calls for due diligence, knowledge of the regulated small entity
community, sound economic and technical analysis, and good professional judgment.*’
One of the first steps in the analytical process includes understanding the nature and
economics of the industry/entities being regulated, and identifying how much each sector
is contributing to the problem the agency is trying to address and mitigate. A goal of the
entire APA/RFA process is to give the public a complete understanding of what the
agency is doing. Small businesses cannot provide informed comments if the agency fails
to identify the rule as one that will have a significant impact on a substantial number of
small businesses. In turn, informed comments provide useful tools for the agency to
construct the least burdensome, most effective regulations.

" See OMB’s government-wide information guidelines, 67 Fed. Reg. 842 (Feb. 22, 2002). These
guidelines were issued under authority contained in the Information Quality Law, Pub. L. 106-554.
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Because almost every industrial category will have more small than large businesses,*®
determining the impact on small businesses plays a key role in compliance with the RFA.
In turn, to the extent that the costs of compliance are sufficiently significant that some
entities will be unable to comply, the agency’s selected regulatory solution probably will
not achieve its statutory goal. Thus the analytical requirements, including the decision to
certify, play a key role in the agency meeting its overall requirement of rational
rulemaking, i.e., that the solution selected by the agency will meet the objectives the
agency is attempting to meet.

As discussed in the previous section defining a small entity, it is important that agencies
also examine the impact of their proposed regulations on small governmental
jurisdictions. There are tens of thousands of these small jurisdictions throughout the
United States that fall under the RFA’s threshold of a population of less than 50,000. The
growing demand for government services has far exceeded the financial capacities of
many local governments, particularly the smallest ones, to provide those services while
maintaining long-term fiscal viability. Costly federal regulations, both new and existing,
often exacerbate an already difficult situation for many small communities. Like small
businesses, small communities face economic challenges, lack the economies of scale,
and in many cases have fewer technical and financial options available to them. All of
these factors increase a small jurisdiction’s cost to undertake and complete mandated
regulatory initiatives.

Which segment of the economy or industry will be regulated?

To know whether a regulatory proposal affects a substantial number of small entities, the
regulator must first know how many regulated entities exist and which are small. In
examining this, the analyst best serves the process by identifying each group of regulated
entities with similar economic and industrial characteristics. Each group constitutes its
own universe of regulated small entities that the proposal may influence significantly. If
the regulated community is segmented properly, each group will have similar economic
characteristics, and an examination of a typical entity or use of the group’s mean
characteristics will normally allow very rapid economic analysis for the group. This
approach allows identification of those groups covered by the RFA.

Congress enacted the Small Business Regulatory Enforcement Fairness Act to achieve
“fundamental changes . . . needed in the regulatory and enforcement culture of Federal
agencies to make agencies more responsive to small business . . . without compromising
the statutory missions of the agencies.”*® Thus, to meet the basic SBREFA goal, analysts
will routinely want to economically segment industrial sectors into several appropriate
size categories smaller than the Small Business Act section 3 definition. Only by so doing
will the analyst accurately identify and analyze those entities covered by the RFA.

“8 This does not mean that small businesses dominate that sector of the market; for example, in
telecommunications, although there are many small businesses, four large regional telephone companies
still dominate the market.

“ SBREFA § 202(3).
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Consider the following example of how the SBA definition of a small business may not
adequately address the nuances that exist within the universe of affected small entities:

SBA established a size standard for the drinking water supply industry at $5
million in revenues, equating approximately to a city serving 30,000 people. EPA
has proposed an alternative definition—a small water supply would serve no
more than 10,000 people. Such a system generates somewhat less than a million
dollars in annual revenue. However, EPA does not stop by looking only at the
supply serving 10,000 people. It also examines sub-populations of the water
supply industry serving fewer than 100 people, 101-500 people, 501-3,300 and
3,300-10,000. Water supplies in the smallest size category generate revenues less
than one-tenth that of those in the 10,000-25,000 size category. More
significantly, 90 percent of regulated water supplies serve fewer than 500 people,
and on average, water supplies in those two size categories have net losses, costs
being spread to other municipal revenue streams. EPA typically examines each of
these small water supply size categories and, in keeping with the Regulatory
Flexibility Act, has proposed different “available treatment technologies” for
each water supply size, reflecting the wide range in economic viability within the
industry. Each of the size categories below the “small water supply” size cut-off
stands as its own universe of economically similar regulated entities. EPA
recognized the regulatory significance of this and incorporated it into its
analysis.*

Agencies should identify and examine various economically similar small regulated
entities so that they will have a baseline from which to determine whether a significant
regulatory cost will have an impact on a substantial number of small entities. An
understanding of the differences in economic impacts across the various regulated
communities often generates different regulatory alternatives. When the agency is ready
to prepare its IRFA, sound analysis implies that agencies look at the various subsectors of
the regulated community, the differences among them, and additional sound regulatory
alternatives that can achieve the statutory mission while mitigating unnecessary economic
impacts on small entities.

How to categorize small entity sectors

The agency’s first step in a threshold analysis consists of identifying the industry,
governmental and nonprofit sectors they intend to regulate. In the past, many agencies
used the Standard Industrial Classification (SIC) codes to categorize regulated businesses
on an industry-by-industry basis. In 1999, the SIC system was replaced by the North
American Industry Classification System (NAICS), which breaks down industry sectors
in much greater detail.>

%0 For a full discussion of this issue, see EPA’s National Primary Drinking Water Regulations; Arsenic
Clarifications to Compliance and New Source Contaminants Monitoring, 66 Fed. Reg. 6976, 6987 (Jan. 22,
2001).

5! Effective January 1, 1997, the federal government, for statistical purposes, replaced the SIC system with
NAICS. For purposes of small business size standards, SBA adopted the NAICS definitions for all
industries effective October 1, 2000. Because NAICS is a new statistical system, there were changes to the
descriptions of many industry structures in the shift from SIC to NAICS.
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Using the NAICS classifications, SBA defines small businesses in terms of firm revenues
or employees. Different criteria may be helpful to agencies in assessing the composition
of a small entity sector. The IRS categorizes firm (corporation and partnership) size by
assets. Industry associations apply some or all of these three criteria (revenues,
employment, and/or assets) and often add to or replace them with their own technical
criteria. In addition to SBA definitions, federal regulators may use any one or multiple
criteria to identify their universes of small regulated entities.

Definition of “significant” and “substantial”

The agency’s second step in a threshold analysis is to determine whether there is a
significant economic impact on a substantial number of small entities. The RFA does not
define “significant” or “substantial.” In the absence of statutory specificity, what is
“significant” or “substantial” will vary depending on the problem that needs to be
addressed, the rule’s requirements, and the preliminary assessment of the rule’s impact.
The agency is in the best position to gauge the small entity impacts of its regulations.

Significance should not be viewed in absolute terms, but should be seen as relative to the
size of the business, the size of the competitor’s business, and the impact the regulation
has on larger competitors. For example, a regulation may be significant solely because
the disparity in impact on small entities may make it more difficult for them to compete
in a particular sector of the economy than large businesses. This may relate to their ability
to pass costs through to customers or to reduce the marginal cost of such a regulation to
an insignificant element of their production functions.

One measure for determining economic impact is the percentage of revenue or percentage
of profits affected. For example, if the cost of implementing a particular rule represents 3
percent of the profits in a particular sector of the economy and the profit margin in that
industry is 2 percent of gross revenues (an economic structure that occurs in the food
marketing industry, where profits are often less than 2 percent), the implementation of the
proposal would drive many businesses out of business (all except the ones that beat a 3
percent profit margin). That would be a significant economic impact.

However, the economic impact does not have to completely erase profit margins to be
significant. For example, the implementation of a rule might reduce the ability of the firm
to make future capital investment, thereby severely harming its competitive ability,
particularly against larger firms. This scenario may occur in the telecommunications
industry, where a regulatory regime that harms the ability of small companies to invest in
needed capital will not put them out of business immediately, but over time may make it
impossible for them to compete against companies with significantly larger
capitalizations. The impact of that rule would then be significant for smaller
telecommunications companies.

°2 The SBA definitions here are found in § 3(a)(2) of the Small Business Act and are not the RFA
definitions referenced above.
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Other measures may be used; to illustrate, the impact could be significant if the cost of
the proposed regulation (a) eliminates more than 10 percent of the businesses’ profits; (b)
exceeds 1 percent of the gross revenues of the entities in a particular sector or (c) exceeds
5 percent of the labor costs of the entities in the sector.

Some agencies have already developed criteria for determining whether a particular
economic impact is significant and whether the proposed action will affect a substantial
number of small entities. Standards must be flexible enough to work for the individual
agency. The following examples are meant to be illustrative of different types of criteria
that may be used. They are not meant to imply a standard, acceptable formula. Advocacy
welcomes input from other agencies on their standards.

e The Department of Health and Human Services has determined that a rule is
significant if it would reduce revenues or raise costs of any class of affected
entities by more than 3 to 5 percent within five years. This approach may work
well for an agency, depending upon the circumstances. It becomes complex,
however, in the attempt to apply a simple rule fairly to varied industries and
regulatory schemes. A 2 percent reduction in revenues in one industrial category
would be significant if the industry’s profits are only 3 percent of revenues. More
than 60 percent of small businesses do not claim a profit and do not pay taxes;
therefore, an agency would not be able to apply a profit-based criterion to these
firms.

e The EPA has prepared extensive guidance for its rulewriters concerning
“significant economic impact” and “substantial number.” With respect to small
businesses, the agency advises that the offices compare the annualized costs as a
percentage of sales (“sales test”) to examine significant economic effect. For the
samgapurpose, it also discusses alternative uses of a cash flow test and a profits
test.

The absence of a particularized definition of either “significant” or “substantial” does not
mean that Congress left the terms completely ambiguous or open to unreasonable
interpretations. Thus, the Office of Advocacy relies on legislative history for general
guidance in defining these terms.>*

Legislative history of “significant economic impact.” With regard to the term
“significant economic impact,” Congress said:

%3 Revised Interim Guidance for EPA Rulewriters.

* Admittedly, throughout this guide, references are made to “adverse” impacts and efforts to “mitigate”
impacts. This, after all, is the primary concern of the law. Legislative history, however, makes it clear that
Congress intended that regulatory flexibility analyses also address “beneficial” impacts. Therefore, an
agency cannot certify a proposed rule if the economic impact will be significant but positive. If an agency
so finds, it should conduct a regulatory flexibility analysis to determine if alternatives can enhance the
economic benefits flowing to small entities. See discussion in this chapter on adverse versus beneficial
impacts.
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The term “significant economic impact’ is, of necessity, not an exact standard. Because of
the diversity of both the community of small entities and of rules themselves, any more
precise definition is virtually impossible and may be counterproductive. Any more
specific definition would require preliminary work to determine whether the regulatory
analysis must be prepared.*

Congress also stated that,

Agencies should not give a narrow reading to what constitutes a “significant economic
impact”...a determination of significant economic effect is not limited to easily
quantifiable costs.*®

Congress has identified several examples of “significant impact”: a rule that provides a
strong disincentive to seek capital;>’ 175 staff hours per year for recordkeeping;®
impacts greater than the $500 fine (in 1980 dollars) imposed for noncompliance;>® new
capital requirements beyond the reach of the entity;®® and any impact less cost-efficient
than another reasonable regulatory alternative.®! Note that even below these thresholds,
impacts may be significant. Other, more specific examples are contained in the House of
Representatives Report on the RFA. %

Legislative history of “substantial number.” To affect a substantial number, a
proposed regulation must certainly have an impact on at least one small entity. At the
other end of the range, legislative history would not require agencies “to find that an
overwhelming percentage [more than half] of small [entities] would be affected” before
requiring an IRFA.% Legislative history also says that the term “substantial” is intended
to mean a substantial number of entities within a particular economic or other activity.®
The intent of the RFA, therefore, was not to require that agencies find that a large number
of the entire universe of small entities would be affected by a rule. Quantification of
“substantial” may be industry- or rule-specific. However, it is very important that
agencies use the broadest category, “more than just a few,” when initially reviewing a

%5126 Cong. Rec. $10,942 (Aug. 6, 1980).

*®1d. at S10,940.

*"1d. at S10,938.

% 1d.

%9126 Cong. Rec. H24,578 (Sept. 8, 1980).

%1d. at H24,593.

®'1d. at H24,595.

82 «A gas station owner spent 600 hours last year filling out just his federal reporting forms. An Idaho
businessman paid a $500 fine [in 1980 dollars] rather than fill out a federal form that was 63 feet long. A
New Hampshire radio station paid $26.23 in postage to mail its license renewal back to Washington. A
dairy plant licensed by 250 local governments, three states, and 20 agencies had 47 inspections in one
month. A butcher had one federal agency tell him to put a grated floor in his shop one month and then the
next month was told by another federal agency he could not have a grated floor. A company was forced out
of the toy business because one of its main products was inadvertently placed on a federal ban list. An
Oregon company with three small shops received federal forms weighing 45 pounds.” 126 Cong. Rec.
H8,467 (Sept. 8, 1980).

63126 Cong. Rec. $10,941 and 10,942 (Aug. 8, 1980) (Section-by-Section Analysis of the Regulatory
Flexibility Act).

*1d. at S10,938.
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regulation before making the decision to certify or do an initial regulatory flexibility
analysis. The goal at this stage of the process is to ensure that the broadest possible
impacts are fully considered. The interpretation of the term *“substantial number” is not
likely to be five small firms in an industry with more than 1,000 small firms. On the other
hand, it is important to recognize that five small firms in an industry with only 20 small
firms would be a substantial number. Depending on the rule, the substantiality of the
number of small businesses affected should be determined on an industry-specific basis
and/or on the number of small businesses overall. For example, the Internal Revenue
Service, when changing the tax deposit rules, would examine the entire universe of small
businesses to see how many would be affected. On the other hand, a change by the Food
and Drug Administration in the regulation of meat irradiators might affect only 15 firms,
but that would be the entire industry.

Direct versus indirect impact

The courts have held that the RFA requires an agency to perform a regulatory flexibility
analysis of small entity impacts only when a rule directly regulates them.

The primary case on the issue of direct versus indirect impacts for RFA purposes is Mid-
Tex Electric Cooperative, Inc., v. FERC (Mid-Tex).® In Mid-Tex, the Federal Energy
Regulatory Commission (FERC) was proposing regulations affecting how generating
utilities included construction work in progress in their rates. Generating utilities were
large businesses, but their customers included numerous small entities, such as electric
cooperatives. FERC authorized large electric utilities to pass these costs through to their
transmitting and retail utility customers. This increased the cost to the transmitting
utilities, which may or may not have been able (because of regulation by their rates
commissions) to pass the costs on to their residential and business customers. These
smaller utilities challenged the rule, asserting that the impact on them should have been
considered. The court concluded that an agency may certify the rule pursuant to section
605(b) when it determines that the rule will not have a direct impact on small entities.®

The U.S. Court of Appeals for the District of Columbia applied the holding of the Mid-
Tex case in American Trucking Associations, Inc., v. EPA®’ (hereafter ATA). In the ATA
case, EPA established a primary national ambient air quality standard (NAAQS) for
ozone and particulate matter. The basis of the EPA’s certification was that the NAAQS
regulated small entities indirectly through state implementation plans. The court found
that since the states, not EPA, had the direct authority to impose the burden on small
entities, EPA’s regulation did not have a direct impact on small entities.

Although it is not required by the RFA, the Office of Advocacy believes that it is good
public policy for the agency to perform a regulatory flexibility analysis even when the
impacts of its regulation are indirect. In the case of the NAAQS standard at issue in ATA,

% Mid-Tex Elec. Coop v. FERC, 773 F.2d 327 (D.C. Cir. 1985).

% 1d. at 342.

8 American Trucking Ass’ns v. EPA, 175 F.3d 1027, 1044 (D.C. Cir. 1999), aff’d in part and rev’d in part
on other grounds, Whitman v. American Trucking Ass’ns, 531 1/S/ 457 (2001).
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EPA had to estimate the impacts of the proposed rules on small entities in order to
comply with the mandate of E.O. 12866. Therefore, the agency could have examined
alternatives that would have been less burdensome on small entities. If an agency can
accomplish its statutory mission in a more cost-effective manner, the Office of Advocacy
believes that it is good public policy to do so. The only way an agency can determine this
is if it does not certify regulations that it knows will have a significant impact on small
entities even if the small entities are regulated by a delegation of authority from the
federal agency to some other governing body.®

Adverse versus beneficial impact

Congress considered the term “significant” to be neutral with respect to whether the
impact is beneficial or harmful to small businesses. Therefore, agencies need to consider
both beneficial and adverse impacts in an analysis. The RFA legislative history has
explicit insights into congressional intent with respect to beneficial impacts:

Agencies may undertake initiatives which would directly benefit such small entities.
Thus, the term ‘significant economic impact’ is neutral with respect to whether such
impact is beneficial or adverse. The statute is designed not only to avoid harm to small
entities but also to promote the growth and well-being of such entities.®

Moreover, early drafts of the RFA used the term “significant adverse” impact, but the
final bill used only the term “significant impact.”"

Courts have applied definitions for “significant impact” in cases involving other statutes.
For example, in a case involving the National Environmental Policy Act (NEPA),
Friends of Fiery Gizzard v. Farmers Home Administration,”* the court held that a full
environmental impact statement (EIS) does not need to be prepared if the only impact of
the project will be beneficial. However, the court acknowledged that when both negative
and beneficial effects are present, an EIS must be prepared even if the agency feels that
the beneficial effects outweigh the negative ones.’? (This case does not say that beneficial
impacts should not be considered for the preliminary assessment, nor does it say that
beneficial impacts are never a factor.) Earlier cases interpreting NEPA held that
beneficial impacts should be a consideration in the rulemaking process. "

Several agencies have taken issue with the Office of Advocacy’s interpretation of
significant economic impact. However, the Office of Advocacy believes that its

% See Chapter 5 of this guide for a more detailed discussion of the direct versus indirect impact issue.

%9 126 Cong. Rec. H8,468 (daily ed. Sept. 8, 1980).

"0 See an early draft of the RFA, S2147, 1st Sess. (1979).

™ Friends of Fiery Gizzard v. Farmers Home Admin., 61 F.3d 501, 505 (6th Cir. 1995).

"2 1d. at 505.

73 See Hiram Clarke Civic Club v. Lynn, 476 F.2d 421, 426-27 (5th Cir. 1973) (Considering only negative
impacts “raises serious questions about the adequacy of the investigatory basis underlying the HUD
decision not to file an EIS.”); Environmental Defense Fund v. Marsh, 651 F.2d 983, 993 (5th Cir. 1981),
stating “[A] beneficial impact must nevertheless be discussed in an EIS, so long as it’s significant. NEPA is
concerned with all significant environmental effects, not merely adverse ones.”
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interpretation is consistent with the legislative history and overall purposes of the RFA.
The Office of Advocacy does not dispute that the RFA intends for agencies to “minimize
the significant economic impact.””* However, the Office of Advocacy’s interpretation
does not necessarily mean that agencies should minimize beneficial impacts—that
certainly would be contrary to the purposes of the RFA. Instead, Advocacy believes that
agencies can minimize the adverse impact by including beneficial impacts in the analysis.
It is possible to do this with minimal effort and without necessarily triggering the need
for an IRFA. Moreover, analyzing beneficial impacts lends credibility to the alternatives
selected by the agency.

Once the certification decision is made, the agency must notify the Office of Advocacy
and publish its certification in the Federal Register. It is good regulatory practice to get
the notice to Advocacy as soon as possible. It has been useful to the agency to share a
draft certification statement with Advocacy for confidential feedback on the adequacy of
the statement. At a minimum, the notification should come at the same time as
publication. Publication of a proposal alone can work for most certified regulations, but
there will always be those proposals for which solid community comments in advance
can be vitally important (e.g., through an advance notice of proposed rulemaking).

What adequate and inadequate certifications look like

Refer to the certification checklist at the end of this chapter for a review of the elements
of a certification that meets all requirements.

An example of an adequate certification

The following example of an adequate certification by the U.S. Small Business
Administration is from the proposed rule on Small Business Investment Companies.

When an agency issues a rulemaking proposal, the Regulatory Flexibility Act (RFA)
requires the agency to “prepare and make available for public comment an initial
regulatory flexibility analysis” which will “describe the impact of the proposed rule on
small entities.” (5 U.S.C. 8. 603(a)). Section 605 of the RFA allows an agency to certify a
rule, in lieu of preparing an analysis, if the proposed rulemaking is not expected to have a
significant economic impact on a substantial number of small entities.

This proposed rule directly affects all SBICs, of which there are currently 432. SBA
estimates that approximately 75 percent of these SBICs are small entities. Therefore,
SBA has determined that this proposed rule will have an impact on a substantial number
of small entities.

However, SBA has determined that the impact on entities affected by the proposed rule
will not be significant. The effect of the proposed rule will be to allow SBICs the
flexibility to choose the optimal structure for their investments without having to notify
or seek approval from SBA. SBA expects the impact of the proposed rule will be a
reduction in the paperwork burden for SBICs. SBA asserts that the economic impact of

™5 U.8.C. § 601, Congressional Findings and Declaration of Purpose.
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the reduction in paperwork, if any, will be minimal and entirely beneficial to small
SBICs. Accordingly, the Administrator of the SBA hereby certifies that this rule will not
have a significant economic impact on a substantial number of small entities. SBA invites
comment from members of the public who believe there will be a significant impact
either on SBICs, or on companies that receive funding from SBICs."”

Examples of inadequate certifications

Following are three examples of inadequate certifications that were effectively
challenged and refuted through formal comments to the agency or through the courts. "

Shark Protection. Southern Offshore Fishing Association v. Daley’” offers a landmark
legal decision recognizing the failure of an agency to adequately examine the market to
determine whether there was a significant impact on a substantial number of small
entities. On December 20, 1996, the National Marine Fisheries Service (NMFS), National
Oceanic and Atmospheric Administration (NOAA) published the proposed rule for the
Atlantic Shark Fisheries: Quotas, Bag Limits, Prohibitions, and Requirements.”® While
NMFS did not have a sufficient basis for certification of this particular rule, it is not an
indication of an overall problem with NMFS’ RFA compliance. The proposed rule,
among other things, reduced the commercial quotas for sharks by 50 percent. NMFS
prepared a certification in lieu of an IRFA for the proposal. As the basis for the
certification NMFS stated, in part:

Reducing the commercial quota is not expected to have a significant impact on a
substantial number of small entities primarily because of the large degree of
diversification in fishing operations that exist in the fleet and the already short shark
fishing season, as outlined in the Regulatory Impact Review.

Advocacy submitted comments asserting that the certification was inappropriate. In its
comments, Advocacy pointed out that NMFS’ criteria for assessing regulatory impact
indicated that the proposal would have a significant economic impact on a substantial
number of small entities.” NMFS’ regulatory impact review stated that the majority of
the participants in the fishing industry are small businesses and that there were 326
fisherman, 134 of which qualified for direct permits in the shark fishery. Approximately
41 percent of the shark fishery consisted of fishermen who only fished for sharks. The

® 67 Fed. Reg. 35,055, at 35,056 (May 17, 2002). Note that although this certification addressed beneficial
impacts, the agency acknowledged that even those impacts would be minimal and therefore correctly
certified the rule.

"® For another example of an improper certification, see Chapter 5 under the discussion of North Carolina
Fisheries v. Daley.

7 Southern Offshore Fishing Ass’n v. Daley, 995 F. Supp. 1411 (M.S. Fla. 1998).

8 61 Fed. Reg. 67,295.

™ At that time, NMFS criteria provided that a rule had a significant impact on a substantial number of
small entities if 20 percent of those engaged in the fishery had either a reduction in gross revenues by more
than 5 percent, an increase in total costs of production by more than 5 percent, or a 10 percent increase in
compliance costs; or if 2 percent of small business entities were forced to cease business operations.
NMFS no longer uses these criteria. Advocacy was pleased with NMFS’s decision to abandon these criteria
and institute new guidelines for determining economic impact on the fishing industry.
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remaining fishermen were pelagic longline fishermen that also primarily fished for tuna
and swordfish. Advocacy, therefore, concluded that the rule would have an impact on a
substantial number of small entities.

In terms of significant economic impact, the Office of Advocacy argued that it was
logical to infer that a 50 percent reduction in catch would result in a loss in revenue of at
least 5 percent. The Office of Advocacy supported its inference with information
obtained from fishery associations. For example, the Directed Shark Fishery Association
asserted that the majority of the 134 directed shark vessels would lose more than 20
percent of their income. Some were expected to lose as much as 50 percent of their
income. Similarly, the North Carolina Fisheries Association contended that more than 20
percent of their full-time shark fishermen would go out of business as a result the
proposed rulemaking. Accordingly, Advocacy concluded that by the criteria set forth by
NMFS, the impact of the proposed rulemaking would be significant.

Advocacy also presented information that indicated that NMFS’ assumption that the
affected industries would diversify was not realistic. Advocacy asserted that the cost of
converting to another fishery could range from $3,000 to $25,000 per boat, depending on
the vessel. At that time, Advocacy’s statistics indicated that the average gross revenue of
a sole fisherman was $139,000 per year. Obtaining the equipment necessary to diversify
could amount to approximately 18 percent of the business' gross revenues, which would
also be a significant economic impact.

The members of the fishing industry successfully challenged NMFS’ RFA compliance in
Southern Offshore Fishing Association v. Daley.®

Telecommunications System Construction and Specifications. In another case, the
Rural Utilities Service (RUS) certified that the final rule did not have a significant
economic impact on a substantial number of small entities because small entities were not
subject to any requirements that were not applied equally to large entities. While the rule
did subject all entities to the same regulation, this justification ignored the
disproportionate impact regulations often have on small businesses. In addition, RUS was
depriving itself of the opportunity to learn about the rule’s impact on small businesses.
The Office of Advocacy filed the following comment with the RUS:

Congress knew about the tendency of agencies to impose “one-size-fits-all” regulations
and specifically rejected it. As Congress states, one-size-fits-all regulations are
unnecessary and disproportionately burdensome to small businesses. This has been born
out by a recent economic study commissioned by Advocacy.®* This study showed that a
firm with less than 20 employees shouldered regulatory costs 60 percent greater per
employee than firms with more than 500 employees. Because of the disparity of the
impact of governmental regulations, the agency cannot certify a rule on the basis that all
entities have the same regulatory obligations.®

8 southern Offshore Fishing. This case is discussed in Chapter 5 of this guide.
8 W. Mark Crain and Thomas D. Hopkins, The Impact of Regulatory Costs on Small Firms (2001).
8 See http://www.sba.gov/advo/laws/comments/rus02_0308.pdf.
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Offshore Oil and Gas Well Operations. One of the responsibilities of the Minerals
Management Service (MMS) of the Department of the Interior is to ensure safety in
offshore oil and gas well operations. While MMS did not have a sufficient basis for
certification of this particular rule, it is not an indication of an overall problem with
MMS’ RFA compliance. In February 1998, MMS proposed a rule to update and clarify
MMS regulations on postlease operations.®* MMS prepared a certification in lieu of an
IRFA for the proposal. As a basis for the certification, MMS stated:

In general, a company needs large technical and financial resources and experience to
safely conduct offshore activities. However, many of the leases and operators have less
than 500 employees and are small businesses. It is likely that a State lessee applying
for a right-of-use and easement on the OCS may be a small business. The costs
associated with obtaining the benefit (right-of-use and easement) would be minimal.
The application fee is estimated to be $2,350 per application and the rental is estimated
to be $5,000.

Advocacy submitted comments®* asserting that the certification was based on
generalizations and unsubstantiated assumptions. In its comments, Advocacy identified
databases and a means for a threshold analysis to help determine whether the agency
should have certified, finding that the MMS had not provided sufficient information to
document a rational basis for its decision to certify the rule. Advocacy stated:

For the purposes of its analysis, the Office of Advocacy referred to SIC 1381, Drilling
Oil and Gas Wells. While Advocacy acknowledges that SIC 1381 may include more than
drilling on the outer Continental Shelf, Advocacy submits the numbers for the sake of
argument in an effort to point out the inherent weaknesses in MMS's certification.

According to this SIC data, there are a total of 1,380 firms that drill oil and gas wells. Of
that 1,380 firms, 1,341 or 97% qualify as small firms in that they have fewer than 500
employees; 654 firms have 1-4 employees. The 654 firms constitute 47% of all firms
large and small. Needless to say, 47% of an industry represents a substantial number of
firms and suggests that certification of this rulemaking may be improper.

In the 1-4 employee sector, the estimated receipts for a firm are $46,774, with an annual
payroll of $32,187. The estimated cost of the proposed rule is $7,350 ($2,350 per
application and $5,000 for the rental) per year. The $7,350 amounts to approximately
16% of the annual receipts for that sector. Although there are no hard rules for defining
significant economic impact on a substantial number of small entities, a proposal that will
impose on 47% of an industry an additional cost of 16% of annual receipts should at least
raise a warning sign for a regulatory agency that the proposal could interfere with profits
and company survival. It should also indicate to the agency that certification may be
improper under the RFA.

8 63 Fed. Reg. 7,335.

8 It should be noted that in the comments Advocacy also commended MMS for the improvement that it
made in its certification process. Instead of an unsupported allegation of no significant economic impact on
a substantial number of small entities, MMS did provide a basis for the certification. MMS has continued to
work with Advocacy to improve its RFA compliance.
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Certification checklist

1. Request for comment on
proposed rules

Look for:
\ A request for comment on the certification; and,
\ A request for comment on the threshold economic analysis
and its underlying assumptions.

2. Description and estimate of
number of small entities to
which the rule applies

Look for:
\ The North American Industry Classification System (NAICS
codes) categories for those entities subject to the regulation;
\ A breakdown of each industry by several entity sizes, which
should include the SBA size standard for each industry;
\ Any alternative operational size definition used to tier
requirements under the rule;
\ For each size category in each industry, information on
revenues, profit or other measures of economic sustainability.

3. Estimate of economic
impacts on small entities

Look for:
\ A set of tables, charts and discussion for a typical entity in
each size category in each industry:
\ Estimates of the cost impacts of the proposal;
\ Estimates of the beneficial impacts of the proposal.

4. Criteria for “significant
economic impacts”

The best analyses will not use a preset criterion, but instead will
examine one or more of the following:
\ Long-term insolvency, measured as regulatory costs
significantly reducing typical profits for the size category;
\ Short-term insolvency, measured as increased operating
expenses or new debt larger than cash reserves and cash
flow can support, causing nonmarginal firms to close;
< Disproportionality, based on whether regulations place
small entities at a significant competitive disadvantage;
\ Inefficiency based on whether the social costs imposed on
small entities outweigh the social benefits of regulating them.
Look for a cogent explanation underlying any conclusionary
statements about preset “criteria.”

5. Criteria for substantial
number

Look for:
\ The North American Industry Classification System (NAICS
codes) of those regulated,;
\ A stratification of each industry by size, which should
include the SBA size standard for each industry;
\ Any alternative operational size definition used to tier
requirements under the rule;
\ Description of size categories demonstrating all entities
within the category share similar economic characteristics;
\ Whether a ‘percentage of entities significantly affected’
approach is used,;
\ Whether a ‘minimum number’ approach is used. (This is
usually arbitrary and probably capricious);
\ Justification of whatever criterion is used.

Typically, if an industry is properly segmented, analysis of a
typical entity within the segment will indicate whether most or
few will be significantly affected, as all within the segment
should have similar economic characteristics.

26




6. Examination of industry
segments with significant
economic impacts

Look for:
\ An estimate of how many segments within an industry will
experience significant impacts: if even one significant
segment will, an IRFA is needed,;
\ An estimate of entities experiencing significant impacts.
Other entities with similar economic characteristics should
also be adversely impacted, and finding any adversely
impacted tends to imply there is a segment that deserves
special attention. The resulting IRFA should materially
address the problems in that segment, recognizing the rest
have few, if any impacts.

7 Disclosure of assumptions

Look for:
\ A discussion on how sensitive underlying assumptions are
to conclusions on whether there is no significant economic
impact on a substantial number of small entities;
\ A discussion on the uncertainty associated with the most
significant underlying assumptions;
\ A presentation on the range of potential findings, as reflects
the underlying uncertainty in assumptions.

8. Certification statement by
the head of the agency

Look for:
\ A finding under 5 U.S.C. § 605, the Regulatory Flexibility
Act, that “the proposed rule, if promulgated, will not have a
significant economic impact on a substantial number of small
entities.”
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During the preparation of a proposed rule, an agency must prepare an initial regulatory
flexibility analysis (IRFA) if it determines that a proposal may impose a significant
economic impact on a substantial number of small entities.® (If the agency determines
that the proposed rule does not have such an impact, it should certify the rule as discussed
in Chapter 1 of this guide.)

The RFA requires agencies to publish the IRFA, or a summary thereof, in the Federal
Register at the same time it publishes the proposed rulemaking.® The IRFA must include
a discussion of each element required by section 603 of the RFA, and the agency must
also send a copy of the IRFA to the Chief Counsel for Advocacy.?’ Executive Order
13272 requires agencies to notify Advocacy when the agency submits a draft proposed or
final rule to the Office of Information and Regulatory Affairs (OIRA) under Executive
Order 12866, or at a reasonable time prior to publication of the rule by the agency.®®
Moreover, the earlier a copy of the IRFA is provided to Advocacy, the more opportunity
exists for constructive involvement and feedback to the agency. If an agency is preparing
a series of closely related rules, it may, to avoid duplicative action, consider them one
rule for the purposes of complying with the IRFA requirement.®

Issues to be addressed in the analysis

Section 603 of the RFA requires agencies to perform a detailed analysis of the potential
impact of the proposed rule on small entities.” In order to perform this analysis, an
agency must enumerate the objectives and goals of the rule, as well any additional
reasons the agency is pursuing the rule.

The agency then must examine the costs and other economic implications for the industry
sectors targeted by the rule.®* Impacts include costs of compliance and economic
implications that derive from additional compliance costs such as economic viability
(including closure), competitiveness, productivity, and employment. The analysis should
identify cost burdens for the industry sector and for the individual small entities affected.
Costs might include engineering and hardware acquisition, maintenance and operation,
employee skill and training, administrative practices (including recordkeeping and
reporting), productivity, and promotion. The agency must also consider alternatives to the
proposed regulation that would accomplish the agency's goals while not
disproportionately burdening small businesses. As part of the discussion of the
alternatives under section 603(c), it is recommended that the agency address, in less
detail than in the proposal, the costs and other economic implications.

8 For a full discussion of "significant economic impact on a substantial number of small entities," and the
requirements of a proper certification statement, see Chapter 1 of this guide.

85 U.S.C. § 603(a).

1d.

8 Exec. Order No. 13,272, § 3(h).

85 U.S.C. § 605(c).

%1d. at § 603(b)-(c).

°1 When such data are unavailable, the agency should state why and request comments.
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Some of the important questions the agency should address in preparing an IRFA are:

e Should the agency redefine “small entity” for purposes of the IRFA?

e Which small entities are affected the most? Are all small entities in an industry
affected equally or do some experience disparate impacts such that aggregation of the
industry would dilute the magnitude of the economic effect on specific subgroups??

e Are all the required elements of an IRFA present, including a clear explanation of the
need for and objectives of the rule?®?

e Has the agency identified and analyzed all major cost factors?

e Has the agency identified all significant alternatives that would allow the agency to
accomplish its regulatory objectives while minimizing the adverse impact or
maximizing the benefits to small entities?

e Can the agency use other statutorily required analyses to supplement or satisfy the
IRFA requirements of the RFA?

e Are there circumstances under which preparation of an IRFA may be waived or
delayed?

e What portion of the problem is attributable to small businesses (i.e., is regulation of
small businesses needed to satisfy the statutory objectives)?

e Does the proposed solution meet the statutory objectives in a more cost-effective or
cost-beneficial manner than any of the alternatives considered?

The results of the analysis should allow interested parties to compare the impacts of
regulatory alternatives on the differing sizes and types of entities affected by the rule. It
will enable direct comparison of small and large entities to determine the degree to which
the alternatives chosen disproportionately affect small entities or a specific subset of
small entities. Further, the analysis will examine whether the alternatives are effectively
designed to achieve the statutory objectives.

The agency must balance the thoroughness of an analysis and practical limits of an
agency's capacity to carry out the analysis. Agencies should consult available information
on how to conduct an economic analysis, such as the guidelines in OMB’s Economic
Analysis of Federal Regulations under Executive Order 12866 and should review small
business data, including data referenced in Appendix C, “Small Business Statistics for
Regulatory Analysis.”

If economic data are available, an agency should utilize the data in preparing an IRFA.
When data are not readily available, the agency should consult with industry sources or
other third parties to collect data. If the data collection is inadequate, then agencies
should solicit the data as part of the proposed rulemaking.

% See discussion on pp. 14-15 of this guide on this issue.
% An agency may want to avoid repeating relevant text by cross-referencing the needs and objectives of the
rule in its IRFA.
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Elements of an IRFA

The preparation of an IRFA should be coordinated with the development of the data and
analysis the agency will use in preparing the proposed rule under the requirements of the
Administrative Procedure Act. In doing so, the agency should be mindful of the
requirements of the RFA and collect data based on size. The development of a rational
rule will require the acquisition of data that describe the scope of the problem, the entities
affected, and the extent of those effects. Without such information, the agency will be
unable to develop a rational rule.*

Under section 603(b) of the RFA, an IRFA must describe the impact of the proposed rule
on small entities and contain the following information:

1. A description of the reasons why the action by the agency is being considered.

2. A succinct statement of the objectives of, and legal basis for, the proposed rule.

3. A description—and, where feasible, an estimate of the number—of small entities
to which the proposed rule will apply.

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

5. An identification, to the extent practicable, of all relevant federal rules that may
duplicate, overlap, or conflict with the proposed rule.

Section 603(c) requires an agency to include a description of any significant alternatives
to the proposed rule that minimize significant economic impacts on small entities while
accomplishing the agency’s objectives. The approach an agency takes while developing
an IRFA depends on such factors as the quality and quantity of available information and
the anticipated severity of a rule's impacts on small entities subject to the rule. Section
607 of the RFA requires agencies to develop a quantitative analysis of the effects of a
rule and its alternatives using available data. If quantification is not practicable or
reliable, agencies may provide general descriptive statements regarding the rule’s
effects.®® This second option is a last resort when it is not practicable for the agency to
complete a significant quantitative analysis.

The principal issues an agency should address in an IRFA are the impact of a proposed
rule on small entities and the comparative effectiveness and costs of alternative
regulatory options. Each of the specific elements of the IRFA is discussed in turn below.

% Bowen v. AHA, 476 U.S. 610, 643 (186); National Ass’n of Home Health Agencies v. Schweiker, 690
F.2d 932, 949 (D.C. Cir. 1982); Chocolate Mfrs. Ass’n v. Block, 755 F.2d 1098, 1103 (4™ Cir. 1985).
*5U.5.C. §607.
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Reasons action is being considered

For the first element of the IRFA, the agency must discuss the reasons it is considering
the proposed rule.*® The agency should list any issue to be addressed in the rulemaking
and should be thorough in listing its reasons as this section provides insight into the need
for the rule.

Generally, the agency addresses this topic in the preamble to the rule. The agency can
summarize its discussion in the rulemaking, if the rulemaking addresses all the reasons
the agency is considering the action. The discussion of the reasons leads directly into the
objectives of the rule, the next element of the IRFA.

Objectives of the proposed rule

For the second element of the IRFA, the agency must list the objectives of the proposed
rule.?” Again, the agency should be thorough when discussing its objectives, as this
discussion conveys to the public the goals of the rulemaking and why the agency is
taking specific actions contained within the proposed rule. This section provides the
justification for the agency’s actions, balancing the compliance requirements against the
need for the rule. Such a discussion should include how the rule is achieving the statutory
objectives. Compliance with this requirement should not be difficult since agencies are
required to explain their proposed actions and the reasons underlying those proposed
actionQ%in order to elicit comment from the public as required by section 553 of the

APA.

As with the reasons for the proposed rule, the agency is likely to have addressed this
topic in the rulemaking. The agency can draw from the language of the rulemaking to
satisfy this section of the IRFA, as long as it lists all the objectives of the proposed rule
that would entail compliance requirements with a significant economic impact on a
substantial number of small entities.

Description and estimate of the number of small entities

The third element of the IRFA requires the agency to identify the classes of small entities
affected by the proposed rule and provide an estimate of the number of small entities in
each of those classes.® In particular, the agency should pay special attention to small
entities expected to face disproportionate impacts relative to other entities in the industry,
whether those entities are large or small. Classification requires the development of a
profile for the affected industry or industries and categorization by various size classes
within each affected industry. It is crucial that the agency list all industry classes affected
by the rule. Specifically, if the agency imposes a compliance requirement on a class of
small entities, it must identify that class of small entities in this section of the IRFA.

% 1d. at § 603(b)(1).

97 1d. at § 603(b)(2).

% See Spartan Radiocasting v. FCC, 619 F.2d 314, 321 (4™ Cir. 1980).
%¥5U.S.C. § 603(b)(3).
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As a default, section 601 of the RFA requires agencies to use size standards set by the
SBA in determining whether businesses are small businesses. SBA’s Office of Size
Standards set these standards using the North American Industry Classification System
(NAICS).* Agencies must identify each of the affected classes according to their
NAICS code. Once the agency has identified all the affected industries by code, it can use
the NAICS code in combination with the U.S. Census data’®* to gain an estimate of the
number of entities in each class. To help agencies with this element of the IRFA, the
Office of Advocacy provides a full listing of NAICS codes along with the U.S. Census
data for each class on its web page.'®

If the agency determines that the existing SBA size standards for small businesses are not
appropriate, the RFA permits the agency, after notice and comment, to establish one or
more alternative definitions of a small entity that are appropriate for the rule.'®® The RFA
requires an agency to consult with the Office of Advocacy when performing an RFA
analysis using a different small business size standard than that provided by the SBA.'%*

Estimating compliance requirements

For the fourth element of the IRFA, the agency must describe and estimate the
compliance requirements of the proposed rule.'%® This is one of the two most important
elements in the IRFA, because the alternatives the agency examines in the IRFA will be
designed to minimize these compliance burdens. Provision of a list in the IRFA enables
small entities to more easily identify potential burdens and tailor their comments in the
rulemaking process to those burdens that most affect them without wading through many
Federal Register pages.

As stated by the RFA, some of the costs the agency must describe in the IRFA include
the costs of any recordkeeping; professional expertise, such as lawyer, accountant, or
engineering, needed to comply with recordkeeping; and reporting requirements. Section
603 also requires that the agencies examine other compliance requirements, which may
include, for example, the following: (a) capital costs for equipment needed to meet the
regulatory requirements; (b) costs of modifying existing processes and procedures to
comply with the proposed rule; (c) lost sales and profits resulting from the proposed rule;
(d) changes in market competition as a result of the proposed rule and its impact on small
entities or specific submarkets of small entities; (e) extra costs associated with the
payment of taxes or fees associated with the proposed rule; and (f) hiring employees
dedicated to compliance with regulatory requirements.

Since all rules are different and impose different compliance requirements, the RFA
contemplates that agencies will prepare analyses to determine all significant long- and

100 See http:/www.sba.gov/size/.

101 See http:/www.census.gov/.

192 Office of Advocacy, Economic Statistics and Research (visited Sept. 26, 2002),
http://www.sba.gov/advo/stats/us99_n6.pdf.

103 See the size standard discussion in Chapter 1.

%5 U.5.C. § 601(3).

195 |4 at § 603(b)(4).
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short-term compliance costs. Agencies should list the compliance requirements separately
to provide greater transparency.

The IRFA should also, to the extent practicable, compare the costs of compliance for
small and large entities to determine whether the proposed rule affects small entities
disproportionately, to analyze the ability of small entities to pass on these costs in the
form of price increases or user fees, and to assess the effects on firms’ profitability or
their ability to provide services. This should be done in conjunction with an estimation of
the costs of compliance relative to changes in market structure and the competitive status
of various subclasses of small entities as well as the competitive positions of small
entities in comparison with larger entities.*®

Significant alternatives considered

The keystone of the IRFA is the description of any significant alternatives to the
proposed rule that accomplish the stated objectives of applicable statutes and that
minimize the rule’s economic impact on small entities.™’ It is the development and
adoption of these alternatives that provides regulatory relief to small entities.

Analyzing alternatives establishes a process for the agency to evaluate proposals that
achieve the regulatory goals efficiently and effectively without unduly burdening small
entities, erecting barriers to competition, or stifling innovation. This process provides an
additional filter by which the agency conducts rational rulemaking mandated by the APA.
Rather than focus on the overall costs and benefits of a particular regulation (as might be
required by statute, such as the best achievable control technology, or by the regulatory
analysis requirements of E.O. 12866), the RFA requires the agency to undertake an
analysis in order to discover the least costly method of attaining the statutory objectives
of the rulemaking agency. Instead of analyzing the impacts of its regulatory actions on all
relevant sectors of the economy, the IRFA narrows the scope of the particular review to
small entities. The premise underpinning the IRFA is that, everything else being equal,
the most rational alternative is often the one that achieves the objective of the agency at
the lowest cost. Since small entities typically constitute the vast majority of entities in a
particular industry under the SBA size standards, it often makes the most economic sense

108 Competitive status is not relevant when the small entities regulated by the proposed rule are not-for-
profit organizations or governmental jurisdictions. In regulations that are limited to nonprofits or
governmental jurisdictions, changes in regulatory costs should not affect the competitive status of the
entities. However, there are certain nonprofit and governmental jurisdictions that do compete with for-
profit enterprises, such as electric cooperatives. In preparing an IRFA, the agency must be mindful of the
type of small entity regulated and tailor its analytical requirements to those entities.

%75 U.S.C. at § 603(c). Since the RFA is an economically neutral statute, the IRFA should examine
alternatives to ensure that the proposed rule is maximizing any beneficial impact on small entities. In the
case of a rule that has a significant beneficial effect, the failure to consider alternatives that enhance the
beneficial effect means that the agency has not examined alternatives that “minimize” the economic impact
of the proposed rule. For example, if a rule increases revenue to a small entity by $100 and an alternative
exists that meets the statutory objective of the agency and increases revenue by $200, then the agency has
not complied with the RFA if it did not examine the second alternative. The failure to provide the small
entity with a potential extra $100 in revenue in essence does not minimize the economic impact on small
entities.
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to adopt the regulatory strategy that imposes the least cost on small entities because that
generally would represent the most cost-effective strategy meeting the agency’s statutory
objectives.

The kinds of alternatives that are possible will vary based on the particular regulatory
objective and the characteristics of the regulated industry. However, section 603(c) of the
RFA gives agencies some alternatives that they must consider at a minimum:

1. Establishment of different compliance or reporting requirements for small entities
or timetables that take into account the resources available to small entities.

2. Clarification, consolidation, or simplification of compliance and reporting
requirements for small entities.

3. Use of performance rather than design standards.

4. Exemption for certain or all small entities from coverage of the rule, in whole or
in part.

Additional alternatives include adopting different standards for the size of businesses or
modifying the types of equipment that are required for large and small entities. In short,
the agency should consider a variety of mechanisms to reach the regulatory objective
without regard to whether that mechanism is statutorily permitted. In some cases, the
identification of regulatory alternatives that would be beneficial to the economy but
cannot be implemented because of a statutory directive provides Congress with a clear
legislative path. It is critical to remember that the IRFA is designed to explore less
burdensome alternatives and not simply those alternatives it is legally permitted to
implement. Returning to the analogy between RFA and NEPA, Council on
Environmental Quality regulations providing guidance on NEPA compliance expect the
agency to examine a “no-action” alternative even if such alternative would violate the
statutory mandate, such as the need to protect a threatened and endangered species
pursuant to the Endangered Species Act. Similarly, an agency might examine an
exemption of small businesses even if the statute does not permit it because that informs
Congress, the public, and the courts that it understands the implications of its regulatory
action and is taking a less desirable course of action than it wishes. Such an assessment
follows the parallels between the RFA and NEPA while providing information to the
regulated community and decisionmakers in other branches of the federal government.

Agencies are not limited to alternatives that minimize burdens for small entities. As
EPA’s 1992 RFA guidance recognized, cost-effective alternatives for small entities often
are cost-effective for all entities.'® Agencies should identify regulatory alternatives at the
earliest stage of rulemaking and not wait until after the proposed rule is finished to
develop alternatives. This is crucial because otherwise the agency may have already
bought into one particular regulatory solution without considering alternatives. Such
predeterminations by the agency violate the basic tenet of rational rulemaking under the
APA by making the notice and comment process irrelevant. Interpretations of the notice
and comment provisions of the APA contemplate a dialogue between the agency and the

198 See Revised Interim Guidance for EPA Rulewriters, p. 18.

36



regulated community.'®® An agency already predisposed to only one way of thinking
undermines the notice and comment procedure, thereby leaving itself open to a finding by
a court that the agency action was arbitrary, capricious, or otherwise not in accordance
with the law under section 706 of the APA.*'? Thus, the development of alternatives in
the RFA demonstrates to the court that an agency did not in the proposed rule have a
predisposition to rule in a manner that eviscerates the notice and comment process. If an
agency is unable to analyze small business alternatives separately, then alternatives that
reduce the impact for businesses of all sizes must be considered.

Consistent with an agency’s obligations under section 609 of the RFA, agencies should
perform outreach to interested groups to help develop regulatory solutions. In doing so,
agency personnel should recognize that different sectors of an industry may have very
different perspectives on a particular regulatory approach. The agency, before adopting
one approach, should ensure that it contacts small entities and their representatives as
well as large entities and their representatives. This type of communication is not
prohibited by the APA and will help the agency focus on potential benefits and costs of
various approaches to small businesses.

In essence, this outreach is an informal approach to the advance notice of proposed
rulemaking that agencies often undertake to flesh out the parameters of a particular rule.
Except in cases of emergencies or statutory deadlines, the Office of Advocacy strongly
recommends that agencies consider using advance notices of proposed rulemaking for the
most significant rules to identify potentially interested small entities and obtain estimates
on the costs and benefits to small entities of various regulatory options. In particular,
advance notices of proposed rulemaking will be extremely useful in developing
information on the economic and structural characteristics of the industry and small
entities within that industry. Where the agency does not use an advance notice of
proposed rulemaking, it should consider requesting information in the proposal regarding
the economic and structural characteristics of the industry, including such items as the
typical firm size, typical profits and losses, and the marginal costs of production.

Duplicative, overlapping, and conflicting rules

The sixth and final element of the IRFA is to identify any duplicative, overlapping, and
conflicting federal rules.*** Rules are duplicative or overlapping if they are based on the
same or similar reasons for the regulation, the same or similar regulatory goals, and if
they regulate the same classes of industry. Rules are conflicting when they impose two
conflicting regulatory requirements on the same classes of industry.**?

109 See Chocolate Mfrs. Ass’n v. Block, 755 f.2d 1098, 1103 (4" Cir. 1985).

110 See McLouth Steel Prods. v. EPA, 838 F.2d 1317, 1324 (D.C. Cir. 1988); Levesque v. Block,723 F.2d
175, 187 (1 Cir. 1983); United States Steel Corp. v. EPA, 595 F.2d 207, 214 (5™ Cir. 1979).

"5 U.S.C. § 603(b)(5).

12 For example, under the now repealed ergonomics rule, OSHA would have forced skilled nursing
facilities to acquire mechanical lifts to move patients. On the other hand, regulations promulgated by the
Centers for Medicare and Medicaid Services (CMS) mandated that patients have a right not to be moved
using mechanical lifts. Thus, the OSHA and CMS regulations would have been at cross purposes with
respect to providing ergonomic protection for employees.
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This section of the IRFA requires the agency to examine the potential conflicting and
duplicative rules that can unnecessarily add cumulative regulatory burdens on small
entities without any gain in regulatory benefits. By identifying overlapping, duplicative,
or inconsistent regulations, the agency might be able to avoid adding an additional
regulatory burden (even one as simple as an additional report that is already filed
elsewhere).*?

Because of the breadth and volume of federal regulations, a review of all existing rules on
a particular industry group can be an onerous task for a federal agency. Nevertheless, it is
important that the agency try to identify potential conflicting, duplicative, and
overlapping regulations. The IRFA should include a request for comments identifying
such rules. At the very least, the agency should review its own rules and identify any
rules that cover the same subject matter and affect the same classes of industry. In fact,
the law already requires such a review under section 610 of the RFA.

Using other analyses to satisfy the IRFA requirements

The RFA permits agencies to prepare IRFASs in conjunction with, or as a part of, other
analyses required by law as long as the RFA’s requirements are satisfied.™* Agencies
need to exercise caution when relying on other analyses to satisfy the RFA, as they may
not necessarily be a complete substitute for a regulatory flexibility analysis. In fact, these
other analyses will prove far more useful as sources for data to be used in the IRFA than
as substitutes for an IRFA. For major rules that require the preparation of a regulatory
impact analysis (RIA) under Executive Order 12866, agencies may prepare the RIA and
the regulatory flexibility analyses together. Nevertheless, the agency must keep in mind
that the RIA is a much broader analysis of benefits and costs and does not focus on the
cost effectiveness of regulatory compliance for small entities. Thus, the focus of the RIA
under the executive order is not a substitute for the IRFA. Agencies can coordinate their
preparation of regulatory flexibility analyses with any other analyses accompanying a
rule.* In doing so, however, agencies should ensure that such analyses describe
explicitly how the requirements of the Regulatory Flexibility Act are satisfied. Similarly,
agencies can develop evaluations of administrative burdens associated with reporting and
recordkeeping requirements in concert with the paperwork burden analysis prepared
under the Paperwork Reduction Act. However, Paperwork Reduction Act analysis is not
a substitute for RFA compliance analysis.

13 1n 1999, EPA relieved hundreds of thousands of facilities—facilities that were already filing federal
underground storage tank forms for gasoline and diesel fuel with local authorities—from filing very similar
reports for the same fuels under the federal community right-to-know law.

45 U.5.C. § 605(a).

15 Many requirements of Exec. Order No. 12,866 parallel those in the RFA. See Chapter 1 for a detailed
discussion.

38



When an IRFA may be waived or delayed

Section 608 of the RFA provides that an agency may waive or delay the completion of
some or all the requirements of section 603 regarding preparation of IRFAs if the agency
is promulgating the rule in response to an emergency that makes compliance with the
RFA impracticable.™® Promulgating agencies must publish the waiver or delay in the
Federal Register no later than the date of publication of the final rule. If a true emergency
exists, the agency must explain clearly why the circumstances constitute an emergency.

The RFA does not specifically allow certifications of proposed (or final) rules issued
pursuant to section 605(b) to be waived or delayed. Certifications must be published at
the time of the proposed or final rule. As discussed in Chapter 1, federal agencies must
make a threshold assessment regarding the impact of proposed rules on small entities and
this assessment, if it results in a certification, is judicially reviewable.

What an IRFA should look like: A real-life example

On the following pages, a satisfactory IRFA by the Federal Trade Commission contains
the elements required by the RFA and a thorough analysis of the regulation’s potential
impact on small entities when insufficient data are available on cost or impact.*!’

185 U.S.C. § 608(a).

7 For an example of a satisfactory IRFA when cost/impact data are available, see the CMS proposed rule
on Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule for Calendar 2003,
67 Fed. Reg. 43,846 (June 28, 2002). For another example, see U.S. Department of Transportation (DOT)
proposed rule on Regulatory Assessment for Changes in Vessel and Facility Response Plans: 2003
Response Requirements, 67 Fed. Reg. 63,331, where DOT properly analyzed alternatives to the rule.
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EXAMPLE OF AN INITIAL REGULATORY FLEXIBILITY ANALYSIS

FEDERAL TRADE COMMISSION

16 CFR PART 312

Children's Online Privacy Protection Rule
AGENCY: Federal Trade Commission

ACTION: Initial Regulatory Flexibility Analysis

SUMMARY: The Commission is publishing this initial regulatory flexibility analysis to aid the
public in commenting upon the small business impact of its proposed rule implementing the
Children's Online Privacy Protection Act (“COPPA” or “the Act”).

DATES: Written comments must be submitted on or before August 6, 1999.

ADDRESSES: Written comments should be submitted to Secretary, Federal Trade Commission,
Room H-159, 600 Pennsylvania Avenue, NW, Washington, DC 20580. The Commission requests
that commenters submit the original plus five copies, if feasible. To enable prompt review and
public access, comments also should be submitted, if possible, in electronic form, on either a 5-
1/4 or a 3-1/2 inch computer disk, with a disk label stating the name of the commenter and the
name and version of the word processing program used to create the document. (Programs based
on DOS or Windows are preferred. Files from other operating systems should be submitted in
ASCII text format.) Alternatively, the Commission will accept comments submitted to the
following e-mail address <kidsrule@ftc.gov>. Individual members of the public filing comments
need not submit multiple copies or comments in electronic form. All submissions should be
captioned: “Children's Online Privacy Protection Rule- IRFA Comment, P994504.” Comments
will be posted on the Commission's Web site: <http://www.ftc.gov>.

FOR FURTHER INFORMATION CONTACT: Toby Milgrom Levin, (202) 326-3156, Loren
G. Thompson, (202) 326-2049, or Jill Samuels, (202) 326-2066, Division of Advertising
Practices, Bureau of Consumer Protection, Federal Trade Commission, 601 Pennsylvania Avenue
NW, Washington, DC 20580.

SUPPLEMENTARY INFORMATION: This notice supplements the Commission's initial
notice of proposed rulemaking, 64 FR 22750 (Apr. 27, 1999), for a Children’s Online Privacy
Protection Rule, 16 CFR Part 312, to implement the requirements of the Children's Online
Privacy Protection Act of 1998 (“the Act”), Title XII1I, Omnibus Consolidated and Emergency
Supplemental Appropriations Act, 1999, Pub. L. 105-277, 1112 Stat. 2681, ___ (Oct. 21, 1998).
The Commission's notice of proposed rulemaking did not include an initial regulatory flexibility
analysis pursuant to the Regulatory Flexibility Act (5 U.S.C. 603) based on a certification that the
proposed rule will not have a significant economic impact on a substantial number of small
entities (5 U.S.C. 605). See 64 FR at 22761.
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In the Notice of Proposed Rulemaking, the Commission concluded that the proposed rule's
requirements are expressly mandated by the COPPA. In the Commission's view, the Act's
requirements account for most, if not, all of the economic impact of the proposed rule, and the
Commission's proposal adds little, if any, additional independent compliance burden to the
statutory requirements. For example, as reiterated below, the proposed rule consistently
incorporates the overall “performance” standards set forth in the statute rather than mandating
any particular compliance method or approach. See 5 U.S.C. 603(c)(3). Moreover, certain
provisions of the rule (e.q., definitions taken directly from the statute, enforceability of rule by the
Commission and the states, severability of the rule's provisions) would appear to have no material
effect on the costs or burdens of compliance under the rule for regulated entities, regardless of
size. Thus, the marginal cost, if any, that would be imposed by the rule on regulated entities,
including small entities, would not be substantial. Since the Regulatory Flexibility Act does not
require an initial (or final) regulatory flexibility analysis when a “rule” will not have a significant
economic impact on a substantial number of small entities (5 U.S.C. 605), such an analysis did
not accompany the proposed rule. Nonetheless, in its Notice of Proposed Rulemaking to
implement the COPPA, the Commission expressly invited public comment on the proposed rule's
effect on the costs, profitability, competitiveness of, and employment in small entities to ensure
that no significant economic impact on a substantial number of small entities would be
overlooked. See 64 FR at 22761.

In response, the Commission received comments suggesting, among other things, that the
Commission publish an initial regulatory flexibility analysis under the Regulatory Flexibility Act.
While the Commission continues to believe that such an analysis is not technically required, the
Commission has decided to publish the following analysis to provide further information and
opportunity for public comment on the small business impact, if any, of the rule. The
Commission notes that it has already afforded a period of public comment on the proposed rule
for such comments, and will be conducting a public workshop on July 20, 1999, on the issue of
obtaining parental consent under the rule. See 64 FR 34595 (June 28, 1999). The workshop will
provide an additional opportunity for public comment on how compliance with that particular
requirement might be achieved, while minimizing the potential impact of the requirement on
regulated entities, including small entities, to the extent the Commission has any discretion on
that issue. The July 30" deadline for comments in response to the initial regulatory flexibility
analysis set forth below is scheduled to coincide with the close of the comment period that will
follow the public workshop described earlier.

Description of the reasons that action by the agency is being considered.

The COPPA requires the Commission to promulgate this rule not later than one year after the date
of enactment of the Act. COPPA § 1303(b)(1).

Succinct statement of the objectives of, and legal basis for, the proposed rule.

To prohibit unfair and deceptive acts and practices in connection with commercial websites' and
online services' collection and use of personal information from and about children by: (1)
enhancing parental involvement in a child's online activities in order to protect the privacy of
children in the online environment; (2) helping to protect the safety of children in online fora such
as chat rooms, home pages, and pen-pal services in which children may make public postings of
identifying information; (3) maintaining the security of children's personal information collected
online; and (4) limiting the collection of personal information without parental consent. The legal
basis for the proposed rule is the COPPA.
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Description of and, where feasible, an estimate of the number of small entities to which the
proposed rule will apply.

In general, the rule will apply to any commercial operator of an online service or Internet website
directed to children or a commercial operator of an online service or Internet website who has
actual knowledge that he or she is collecting personal information from a child. See proposed
Rule § 312.3 (general requirements). The rule does not apply to nonprofit entities. See proposed
Rule § 312.2 (defining “operator”). A precise estimate of the number of small entities that fall
within the rule is not currently feasible because the definition of a website directed to children
turns on a number of factors that will require a factual analysis on a case-by-case basis. The
Commission seeks any information or comment on these issues, as noted below.

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

The statute and proposed rule do not directly impose any “reporting” or “recordkeeping”
requirements within the meaning of the Paperwork Reduction Act, but would require that
operators make certain third-party disclosures to the public, i.e., provide parents with notice of
their privacy policies. See proposed rule 88 312.3 (a) (notice on website or online service),
312.4(a), (b), and (c) (format and contents of notice), 312.5(¢)(3) and (4) (parental notification to
obtain consent), 312.6(a)(1) (parental notification of information being collected on children).
The Commission is seeking clearance from the Office of Management and Budget (OMB) for
these requirements and the Commission's Supporting Statement submitted as part of that process
is being made available on the public record of this rulemaking.

The statute and proposed rule also contain a number of compliance requirements not subject to
the Paperwork Reduction Act, including but not limited to obtaining verifiable parental consent to
collect personal information from children, § 312.5(b); allowing parents to have the opportunity
to review and make changes to information provided by their children, § 312.6; and developing
and implementing methods for maintaining the confidentiality, security, and integrity of personal
information collected from children, § 312.8. These statutorily mandated obligations do not
require operators to file reports or maintain records within the meaning of the Paperwork
Reduction Act, although the Commission recognizes that there are potential compliance costs
associated with these requirements. As noted above, the only class of small entities that would be
subject to the above-described compliance requirements would be commercial operators of
websites or online services directed to children or those commercial operators who have actual
knowledge that they are collecting information from children, as discussed earlier.

Since the rule does not directly mandate “reporting” or “recordkeeping” within the meaning of
the Paperwork Reduction Act, the rule does not require professional skills for the preparation of
“reports” or “records” under that Act. The statute and rule do require that certain third-party
disclosures (i.e., privacy policy notices) may initially require professional attorney and computer
programmer time to develop and post. For purposes of its Supporting Statement to OMB under
the Paperwork Reduction Act, the Commission estimated approximately 60 hours per site (83
percent attorney hours, 17 percent programmer hours) in the first year and six hours per web site
in subsequent years. However, the Commission, as noted below, seeks further comment on the
actual costs or expenditures, if any, of developing and posting the required privacy policy notices,
and the extent to which these costs may differ or vary for small entities. (See the Supporting
Statement submitted by the Commission to OMB at
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<http://www.ftc.gov/0s/1999/9906/childprivsup>) It is important to note, however, that the
Commission anticipates that any expenditures for professional attorney or programmer time may
be significantly reduced or eliminated if websites avail themselves of software or other
compliance tools or kits that make it easier and less costly to meet the rule's notice requirements.
A number of industry groups have already developed privacy policy toolkits which are available
online as part of their self-regulatory efforts in the privacy area. The Commission seeks further
comment on this issue.

Certain of the statute's and rule's other non-Paperwork Reduction Act requirements may require
some clerical or computer programmer time for compliance. For example, an employee may be
required to review parental responses to the operator's requests for consent. Depending on the
method chosen by the operator to seek parental consent, some employee training may be required,
e.g., training an employee manning a toll-free telephone number to recognize whether a child or
adult is on the line. Similar skills would be required of employees responsible for handling
requests from parents who want to review the information provided by their children. Finally,
computer programming and security expertise will be required to ensure that the operator
maintains the confidentiality, security, and integrity of the data collected from children. Because
the Commission currently has no basis on which to determine the number of hours required to
conduct such tasks and as these requirements are not subject to the Paperwork Reduction Act, the
Commission has not attempted here to provide an estimate in terms of burden hours, but is
instead seeking reliable information and comment on costs and burdens for small entities.

Identification, to the extent practicable, of all relevant federal rules that may duplicate, overlap or
conflict with the proposed rule.

The Commission is unaware of any duplicative, overlapping, or conflicting federal rules. As
noted below, the Commission seeks comments and information about any such rules, as well as
any other state, local, or industry rules or policies that require website operators and online
services to implement business practices (e.g., notification, parental consent, security measures,
etc.) that would comply with the requirements of the Commission's proposed rule.

Description of any significant alternatives to the proposed rule that accomplish the stated
objectives of applicable statutes and that minimize any significant economic impact of the
proposed rule on small entities, including alternatives considered, such as: (1) establishment of
differing compliance or reporting requirements or timetables that take into account the resources
available to small entities; (2) clarification, consolidation, or simplification of compliance and
reporting requirements under the rule for such small entities; (3) use of performance rather than
design standards; (4) any exemption from coverage of the rule, or any part thereof, for such small
entities.

Under the proposed rule, subject operators will be free to choose one or more methods to achieve
the goals of the rule based on their individual business models and needs. In many instances the
proposed rule utilizes a performance standard to permit as much flexibility as possible for website
operators to comply with the rule. For example, proposed Rule § 3.12.4(b) minimizes the burden
on website operators and online service providers by permitting the notice to be posted by
providing “links” to notices, rather than requiring complete texts of the notice, on each “page” or
other location(s) where personal information is collected from children. Likewise, the
requirements for parental notice (proposed Rule § 312.4(c)) are flexible and open-ended for all
entities, not just small entities, requiring simply that the operator make “reasonable efforts, taking
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into account available technology, to ensure” that notice reaches parents. See also proposed Rule
8§ 312.5 regarding parental consent.

Although these rules impose some costs, it is important to recognize that the requirements of
notice, consent, access and security are mandated by the COPPA itself. Although the Commission
has sought to minimize the burden on all businesses, including small entities, by incorporating the
statute's flexible “performance” standards, the Commission does not have the discretion to
provide for exemptions from the COPPA based on size of the operator. Likewise, the proposed
rule attempts to clarify, consolidate, and simplify the statutory requirements for all entities,
including small entities, but the Commission has little discretion, if any, to mandate different
compliance methods or schedules for small entities that might “take into account the resources
available to small entities” but not comply with the statutory requirements. For example, the
COPPA requires the posting of privacy policies by websites and online services before
information is collected from children and a waiver for small entities of that prior notice
requirement (e.g., by permitting notice after the fact) would be inconsistent with the statutory
mandate. See COPPA, Pub. L. No. 105-277, § 1303(b)(1)(A)(i) and (ii).

Nevertheless, the Commission is seeking to address the variability of online businesses and to
devise performance standards to allow for flexibility and innovation to achieve compliance with
the mandated COPPA protections. Throughout the rulemaking proceeding, the Commission has
made every effort to gather information regarding the economic impact of the COPPA's parental
notice and consent requirements on all operators, including small entities. Thus, the Federal
Register notice announcing the proposed rule included a number of questions for public comment
regarding the costs and benefits associated with these key requirements with respect to small
entities.

In addition, the agenda for the July 20th public workshop includes topics designed to elicit
economic impact information, particularly as it would affect small businesses. The workshop will
examine a wide range of mechanisms to implement parental consent so as to obtain a rich record
of how operators, including small entities, can comply with the statutory requirement.

QUESTIONS FOR COMMENT TO ASSIST REGULATORY FLEXIBILITY ANALYSIS:
1. Please provide comment on any or all of the provisions in the proposed rule with regard to (a)
the impact of the provision(s) (including any benefits and costs), if any, and (b) what alternatives,
if any, the Commission should consider, as well as the costs and benefits of those alternatives,
paying specific attention to the effect of the rule on small entities in light of the above analysis. In
particular, please provide the above information with regard to the following sections of the
proposed rule:

a. the requirement that notice be placed on the website, § 312.4(b);

b. the requirement that notice be provided to parents, § 312.4(c);

c. the requirement that operators obtain verifiable parental consent, § 312.5;

d. the requirement that parents be allowed to review and correct personal information
provided by their children, § 312.6;
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e. the requirement that operators take steps to ensure the confidentiality, safety, and
integrity of the information provided to them, § 312.8; and

f. any other requirement not mentioned above.

Costs to “implement and comply” with the rule include expenditures of time and money for: any
employee training; attorney, computer programmer, or other professional time; preparing relevant
materials; processing materials, including, for example, processing parental consent materials or
requests for access to information; and recordkeeping.

2. Please describe ways in which the rule could be modified to reduce any costs or burdens for
small entities consistent with the COPPA's mandated requirements.

3. Please describe whether and how technological developments (such as the development and
implementation of digital signatures) could reduce the costs of implementing and complying with
the rule for small entities or other operators.

4. Please provide any information quantifying the economic benefits to website operators of
collecting personal information from or about children, including any information showing:
advertising revenues based in part upon the number of children registered at a site; revenue
derived from the sale or rental of children's personal or aggregate information to others;
efficiencies resulting from marketing to a targeted audience; or revenue resulting from designing
a customized and appealing site.

5. Please identify all relevant federal, state or local rules that may duplicate, overlap or conflict
with the proposed rule. In addition, please identify any industry rules or policies that require
website operators and online services to implement business practices (e.g., notification, parental
consent, security measures, etc.) that would already comply with the requirements of the
Commission's proposed rule.

By direction of the Commission.

Donald S. Clark
Secretary
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When promulgating a final rule, agencies must prepare a final regulatory flexibility
analysis (FRFA) unless the agency finds that the final rule will not have a significant
economic impact on a substantial number of small entities or the final rule is issued under
the APA provision allowing for good cause to forego notice and comment rulemaking.**®
When the agency publishes its final rule, it must also publish the FRFA, or a summary of
the FRFA, in the Federal Register.™® Draft final rules that are not certified must be
submitted to Advocacy before publication in the Federal Register.'?° The agency must
also make copies of the FRFA available to the public. These published FRFAs are then
subject to judicial review.? If agencies are uncertain, they may obtain Advocacy
input/comments on the FRFA prior to its publication in the Federal Register.

The RFA mandates that agencies revise their initial regulatory flexibility analysis based
on the public comments received. Agencies routinely create a summary of the public’s
comments to be published along with the final rules. In developing this summary, the
agency should specifically summarize comments from small entities even if the
comments of the small entities do not relate to the RFA. This will help the agency
prepare a more accurate FRFA or demonstrate support for a certification. Once the
agency determines that it cannot certify the final rule under section 605(b), the agency
must prepare a FRFA. If the agency determines that the rulemaking will not result in a
significant economic impact on a substantial number of small entities, the head of the
agency may so certify under section 605(b) of the RFA, and provide a copy of the
certification to the Chief Counsel for Advocacy.*?

Issues to be addressed in the analysis

Section 604(a) of the RFA outlines the central issues the agency must address in the
FRFA. In short, agencies must evaluate the impact of a rule on small entities and describe
their efforts to minimize the adverse impact. To the extent that the final regulation has
significant beneficial economic impacts, the agency should describe efforts to ensure that
the benefits of the final rule maximize benefits to small businesses and minimize adverse
economic impacts.

1185 U.S.C. § 604 and 605(b). The APA provision is found in 5 U.S.C. § 553 (b)(B).

191d. at § 604(b). Since the actual FRFA usually more accurately informs the public of the agency’s efforts
to analyze costs and alternatives, it is good practice to include the actual FRFA in the final rule as
published in the Federal Register.

120 Exec. Order No. 13,272, 67 Fed. Reg. 53,462 (Aug. 16, 2002).

?'5U.5.C. § 611.

122 ps indicated earlier in the discussion concerning certifications, RFA § 605(b) requires that the
certification appear in either the proposed or final rule. Although it is fairly clear that the certification must
appear in the final rule if there is no certification in the proposed rule, it is not clear whether the
certification must be duplicated in the final rule if it already appears in the proposed rule. The Office of
Advocacy believes that, given the emphasis in the law on public notice, the certification should also appear
in the final rule even though there may have already been a certification in the proposed rule. Doing so will
help demonstrate the continued validity of the certification after receipt of public comments. For a more
detailed discussion of certifications, see Chapter 1 of this guide.
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The requirements for a FRFA are somewhat different than those for an IRFA. The
requirements for the FRFA are very similar to the requirements that the courts impose on
the development of a statement of basis and purpose for a final rule under section 553 of
the APA.**® The only additional requirements are those that relate to ensuring the items
in the FRFA are easily identifiable to small entities without having to search the entire
Federal Register notice. The agency should coordinate the preparation of the FRFA with
development of the basis and purpose statement in the preamble. The preparation of a
basis and purpose statement is not a substitute for a FRFA or for real agency
consideration of significant alternatives that are more cost-effective to small entities but
still achieve the objectives of the agency. The requirements, outlined in section
604(a)(1)—(5), are highlighted in italics below:

1) A succinct statement of the need for, and objectives of, the rule. The agency can
cross-reference to a similar succinct statement in the supplementary information if
the cross reference enables small entities to easily identify the need for and
objectives of the rule.

2) A summary of the significant issues raised by the public comments in response
to the IRFA, 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.
Under the APA, agencies are required to respond to comments addressing
relevant statutory considerations.*** Since the RFA constitutes a relevant statutory
consideration, the agency is obligated under the APA to respond to comments on
the RFA and relate how it changed the proposal, if at all, in response to the
comments.

3) A description 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.

4) A description of the projected reporting, recordkeeping, and other compliance
requirements of the rule, including an estimate of the classes of small entities that
will be subject to the requirement and the types of professional skills necessary
for preparation of the report or record.

5) A description of the steps the agency has taken to minimize the significant
adverse 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 of the other
significant alternatives to the rule considered by the agency was rejected. Again

12 £ g., Troy Corp. v. Browner, 120 F.3d 277, 289 (D.C. Cir. 1997); Lloyd Noland Hosp. v. Heckler, 762
F.2d 1561, 1566-67 (11" Cir. 1985); United States v. Nova Scotia Foods, 568 F.2d 240, 252 (2d Cir. 1977);
Portland Cement Ass’n v. Ruckelshaus, 486 F.2d 375, 393 (D.C. Cir. 1973), cert. denied, 417 U.S. 921
£214974); Automotive Parts & Accessories Ass’n v. Boyd, 4057 F.2d 330, 338 (D.C. Cir. 1968).

Id.
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this requirement already is mandated by the rational rulemaking requirements of
the APA. '

Additional questions to be addressed in a FRFA
A number of important questions will assist the agency in preparing a FRFA:
Have all significant issues been assessed?

Have all significant issues raised in the public comments regarding the IRFA been
summarized and assessed, and have any changes been made since the publication of the
proposed rule as a result of those comments? The RFA does not require agencies to
address every issue raised during the public comment period—only the significant ones.
The RFA does require agencies to assess (and not just present) the significant issues
raised by interested stakeholders. Agencies are also required to publish in the final rule
the specific changes that were made to the proposed rule in response to the public
comments. Although there is no requirement to do so, some agencies include in their
FRFAs the number of times a particular comment was raised.

Has the number of small entities been estimated?

Is it possible to estimate the number of small entities to which the rule will apply? If not,
why not? The RFA requires that during its IRFA preparation, the agency must estimate
the number of small entities affected. An additional FRFA requirement is that if no
estimates of the number of affected small entities are available, agencies must explain
why. An agency must have a strong argument that it cannot estimate the number of small
entities, as in the case of a regulation affecting an emerging industry about which little is
known.

If an agency is uncertain about how to proceed in the absence of firm data, Advocacy
advises agencies to construct public records that reflect aggressive and meaningful public
outreach. Agencies should compile economic data on the industries/organizational sectors
to be regulated and the economic impacts on small entities within those sectors. If such
efforts produce inconclusive data or fail entirely, the agency may demonstrate its efforts
to comply with the requirements of the RFA and explain why such data were not
available. Moreover, this will demonstrate to the courts that the agency was conducting
rational rulemaking by determining the universe of affected entities.

Has the adverse economic impact on small entities been minimized?

Agencies must consider, and may adopt, one or more significant alternatives to minimize
the rule’s burden on small entities.**® Some of the traditional alternatives may include

125 See American Textile Mfrs. Inst. v. Donovan, 452 U.S. 490, 539-41 (1981).
126 The outcome of a rulemaking would be superior if the agency adopted a standard that achieves its
objectives but reduces burdens or increases benefits to small entities. Development of regulations that have
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lengthening the time for compliance; tiering the compliance requirements based on the
size of the business or degree to which small entities contribute to the problem; providing
for exemptions for parts of the rule or the entire rule for small entities; timing compliance
to correspond with other statutory deadlines with related requirements; allowing for
increased flexibility in the methods used for achieving the agency’s objectives (for
example, using a performance standard instead of requiring a specific technology);
making requirements less prescriptive; etc. Such alternatives also include providing
regulatory relief to all regulated entities, such as lowering the overall stringency of a
standard or changing the regulatory threshold. In the first instance, it remains the
obligation of the agency to develop significant alternatives pursuant to the RFA.
Otherwise the agency is transferring its statutory RFA mandate to those entities that can
least afford or have the least expertise in rulemaking processes to craft alternatives—
small entities. Even after the agency has crafted alternatives, it should, as a matter of
course, in the proposed rule and IRFA, specifically request whether any other alternatives
exist that the agency has not considered. Small entities may be able to provide additional
alternatives based on the analysis already performed by the agency, i.e., it may spark
ideas that small entities may not have thought of absent such analysis. Adoption of this
procedure will ensure that agencies have met their obligation to consider alternatives to
the final regulatory solution as mandated by the RFA.

Have all significant alternatives been reviewed?

Has the statement of factual, policy, and legal reasons for selecting the alternative
adopted in the final rule, and the reasons for rejecting other significant alternatives, been
included or appropriately cross-referenced for easy identification by small entities? The
Small Business Regulatory Enforcement Fairness Act (SBREFA)**" made significant
changes to this section of the RFA with respect to compliance requirements. Prior to
1996, an agency needed only state the alternatives and the reason (or reasons) for
rejecting a particular alternative. As a result of the amendments, an agency must now
include a statement of the factual, policy, and legal reasons for selecting the alternative
adopted in the final rule. This explanation already is required under the APA, and the
FRFA will help the agency demonstrate compliance with the APA’s rulemaking
procedures through the clarification of the reasons for selecting or rejecting particular
alternatives. In addition to educating the courts, the rationales might spur action by
Congress to correct a flaw that the agency identified. Thus, the FRFA, if done correctly,
can play a key role in the development of public policy. The agency must also detail for
the public record why each of the other significant alternatives was rejected; again, this is
a requirement of APA rulemaking requiring the agency to explain how it considered all

small entity orientation will be beneficial in the long run to the agency. Since most regulated entities are
small, rules that have a small entity orientation will likely garner greater support from that community,
increased compliance, reduced penalties, and quicker achievement of the agency’s statutory objective. A
regulation that does not have such small entity orientation will face resistance from the regulated
community, force the agency to increase enforcement, and delay accomplishment of whatever goal the
agency was attempting to reach. For example, if the OSHA ergonomics rule had gone into effect, it is
unlikely that many small entities could have complied. The Department of Labor would have expended
scarce resources to obtain compliance without accomplishing the goal of increasing worker safety.

275 U.S.C. § 604(a)(5).
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relevant statutory criteria including those mandated by the RFA. The changes indicate
that agencies were not providing specific explanations of their final actions. There should
be significant articulable and supportable reasons for rejecting alternatives. The
development and consideration of alternatives is subject to judicial review.?®

Permissible delays in publication

Section 608(b) of the RFA provides that an agency may delay, but not waive, the
completion of a FRFA if the rule is being promulgated in response to an emergency that
makes compliance with the RFA impracticable. Under this provision, the agency must
publish its reasons for the delay upon publication in the Federal Register. The delay may
not exceed 180 days after the final rule is published; otherwise the rule lapses and has no
effect. The rule cannot be re-promulgated until a FRFA has been completed. This section
is also subject to judicial review.

What a FRFA should look like: A real-life example

On the following pages is an example of a satisfactory FRFA released by the National
Highway Traffic Safety Administration (NHTSA). This FRFA contains each of the
elements required by the RFA and presents a thorough analysis of the regulation’s impact
on small entities.**°

128 See National Ass’n of Psychiatric Health Sys. v. Shalala, 120 F. Supp. 2d 33 (D.D.C. 2000), in which
the court ordered HHS to complete a FRFA that discussed less burdensome alternatives considered and
rejected in order to comply with the RFA.

129 For an additional example of a satisfactory FRFA, see the Environmental Protection Agency final rule
for Effluent Guidelines and Standards for the Organic Chemicals, Plastics, and Synthetic Fibers Industry,
58 Fed. Reg. 36,872-01.
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FINAL ECONOMIC ASSESSMENT
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FMVSS No. 213
FMVSS No. 225
Child Restraint Systems,
Child Restraint Anchorage Systems

Office of Regulatory Analysis
Plans and Policy
February 1998
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FINAL REGULATORY FLEXIBILITY ANALYSIS

The Regulatory Flexibility Act of 1980 (Public Law 96-354) requires agencies to evaluate the
potential effects of their proposed and final rules on small businesses, small organizations and
small governmental jurisdictions.

Section 603 of the Act requires agencies to prepare and make available for public comment a
final regulatory flexibility analysis (FRFA) describing the impact of final rules on small entities.
Section 603(b) of the Act specifies the content of a FRFA. Each FRFA must contain:

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

the final rule will apply;

. A description of the projected reporting, record keeping and other compliance
requirements of the final 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,;

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

° Each final regulatory flexibility analysis shall also contain a description of any significant
alternatives to the final rule which accomplish the stated objectives of applicable statutes
and which minimize any significant economic impact of the final rule on small entities.

1. Description of the reasons why action by the agency is being considered

NHTSA is considering this action to improve compatibility between child restraints and vehicle
safety belts and increase the correct installation of child restraints.

The correct use of child restraints is important because of the number of children killed and
injured in vehicle accidents. Annually, about 600 children less than five years of age are killed
and over 70,000 are injured as occupants in motor vehicle crashes.

While child restraints are highly effective in reducing the likelihood of death or serious injury in
motor vehicle crashes, the degree of their effectiveness depends on how they are installed.
NHTSA estimates that the potential effectiveness of child restraints, when correctly used, is 71
percent. However, it is estimated that imperfect securing of children in the child restraints and/or
the child restraints in vehicles reduce that effectiveness from the potential 71 percent to an actual
59 percent.

Child restraint effectiveness is affected by limitations imposed by vehicle belt design, and by belt

anchorage locations. Some belt systems can be used to secure a child restraint only when used
with an accessory item that impedes movement of the belt or child restraint in a crash, such as a
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locking clip or supplemental strap. Some belt systems, such as an automatic seat belt, may not be
compatible with a child restraint at all.

The agency recognizes the difficulty of designing vehicle seat belts to restrain both child restraint
systems and a wide range of weights and sizes of individuals. Some vehicle seats have the seat
belt anchorage positioned far forward of the vehicle “seat bight” (the intersection of the seat
cushion and the seat back). Forward-mounted anchor points may better protect an adult using the
vehicle seat belt system by drawing the vehicle belt low across the pelvis where the body can best
tolerate the forces in a crash. However, when used with a child restraint, the belt anchor is too far
forward of the seat bight to adequately resist the initial forward motion of the child restraint,
which can result in a greater likelihood of a head impact.

Child restraint effectiveness is also reduced by incorrect securing of children and child restraints
due to the complexities of adapting vehicle belts to those purposes and due to failure to follow
instructions. A four-state study done for NHTSA in 1996 examined people who use child restraint
systems and found that approximately 80 percent of the persons made at least one significant
error in using the systems. Observed misuse due to a locking clip being incorrectly used or not
used when necessary was 72 percent, and misuse due to the vehicle safety belt incorrectly used
with a child restraint (unbuckled, disconnected, misrouted, or untightened) or used with a child
too small to fit the belts was 17 percent.

2. Obijectives of, and legal basis for, the final rule

This document requires that motor vehicles and add-on child restraints be equipped with a means
independent of vehicle safety belts for securing child restraints to vehicle seats.

The difficulty with using vehicle safety belts to attach child restraints arises from the fact that
those belts are primarily designed to restrain and protect larger and older vehicle occupants.
Given the inability to change vehicle belt design and anchorage location because of this purpose,
the agency is seeking a means of securing a child restraint that is independent of the safety belt.

This final rule reduces allowable head excursion to effectively require child restraints to be
equipped with an upper tether strap, and requires vehicles to have two factory-installed, user-
ready anchor points for attaching the tether. It also requires vehicles to have two rear vehicle
seating positions equipped with a specialized lower anchorage system, and requires child
restraints to be equipped with means of attaching to that system.

NHTSA has issued this final rule under the authority of 49 U.S.C. 322, 30111, 30115, 30117 and
30166; delegation of authority at 49 CFR 1.50. The agency is authorized to issue Federal motor
vehicle safety standards that meet the need for motor vehicle safety.

3. Description and estimate of the number of small entities to which the final rule will apply

The final rule affects motor vehicle manufacturers, almost all of which would not qualify as small
businesses, and aftermarket child restraint manufacturers. NHTSA estimates there to be about 10
manufacturers of aftermarket child restraints, four of which could be small businesses.

Business entities are generally defined as small businesses by Standard Industrial Classification
(SIC) code, for the purposes of receiving Small Business Administration assistance. One of the
criteria for determining size, as stated in 13 CFR 121.601, is the number of employees in the firm.
There is no separate SIC code for child restraints, or even a category that they fit into well.
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However, in order to qualify as a small business in all of the SIC codes that the child restraint
manufacturers currently are listed under, including those business ventures other than child
restraints, in the Standard and Poor's Reqister of Corporations, Directors and Executives, 1995,
the firm must have fewer than 500 employees. In addition, to qualify as a small business in the
Motor Vehicle Parts and Accessories category (SIC 3714), the firm must have fewer than 500
employees. Thus, it is assumed that any child restraint manufacturer with fewer than 500
employees would be considered a small business. Several of the child restraint manufacturers
(Table 19) are subsidiaries of larger corporations. In this case, the total number of employees of
the corporation are considered in relation to the 500 employee limit to qualify as a small business.

4. Description of the projected reporting, record keeping and other compliance requirements for
small entities

The final rule sets new performance requirements that would enhance the safety of child
restraints. Child restraint manufacturers must certify that their products comply with the final
rule. Manufacturers could use any means to determine that their products comply, so long as they
exercise due care in making their certification. Manufacturers of child restraints should be
familiar with the final test responsibilities because the test is almost identical to current test
requirements.

The final rule will result in new designs for child restraints and an increase in the price of child
restraints, which may have a significant economic impact on a substantial number of small
businesses. If the price elasticity of demand for child restraints were somewhat elastic, an
increase in the price of a child restraint could lead to a decrease in demand for the product,
notwithstanding the restraint use laws. NHTSA does not know the specific elasticity of demand
for child restraints, but believes it is highly inelastic. Based on comments submitted to the
NPRM, it would appear that the elasticity of demand for child restraints might be inelastic.
NHTSA believes that an increase in the price ($9.62) of a child restraint will not lead to any
significant decrease in demand for the product.

An increase in child restraint prices may also affect loaner and giveaway programs. While such a
program could have fewer seats available, comments submitted to the NPRM indicate that if the
new seats perform as projected, there would be minor effect on the loaner programs.

There are no additional reporting or record keeping requirements in this final rule for child
restraint manufacturers or small businesses.

5. Duplication with other Federal rules

There are no relevant Federal rules which may duplicate, overlap or conflict with the final rule.

6. Description of any significant alternatives to the Final rule

NHTSA tentatively believes that there are no alternatives to the final rule which would
accomplish the stated objectives of 49 U.S.C. §30101 et seq. and which would minimize any
significant economic impact of the final rule on small entities. As discussed in the preamble to
this final rule, NHTSA considered a number of other approaches to minimize or eliminate
compatibility problems between child restraints and vehicle seats.

56



Table 19
Employment of Child Restraint Manufacturers*
(less than 500 employees qualifies as a small business)

Manufacturer
Babyhood Manufacturing Co.

Century

COSCO (Dorel Company)

Early Development Co. has less than 10 employees,
However, it is partly owned and a joint venture with Takata of Japan

Evenflo itself has 250 employees, but
Evenflo is a division of Spalding & Evenflo Co. Inc.

Ferno-Washington, Inc.

Gerry is a product of Evenflo, which has 250 employees,
But Evenflo is a subdivision of Spalding & Evenflo Co. Inc.

Kolcraft

Safeline Children's Products Co.

Little Cargo, Inc.

* Source: Standard and Poor's Register of Corporations, Directors, and Executives, 1995.

Number of
Employees

10

1,000

1,000

large
company

2,600

515

2,600

500

<10

<10
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SAE Recommended Practice J1819, “Securing Child Restraint Systems in Motor Vehicle Rear
Seats,” provides voluntary design guidelines that designers of both the vehicle and child restraint
can evaluate each product for compatibility. However, J1819 alone has not solved the
compatibility problems. It is a tool for evaluating compatibility problems, not a requirement that
vehicle seats and child restraints must be compatible. NHTSA believes it is very difficult for a
single system to optimize the safety protection for adults of all ranges and child restraints of
different types.

Another alternative is the current “lockability” requirement, which requires vehicle lap belts or
the lap belt portion of lap/shoulder belts to be capable of being used to tightly secure child
restraints, without the need to attach a locking clip or any other device to the vehicle’s seat belt
webbing. NHTSA tentatively believes that the lockability requirement is insufficient alone in
addressing compatibility problems. While the requirement ostensibly makes a locking clip
obsolete, it still depends on the user knowing enough and making the effort to manipulate the belt
system. Also, the vehicle belt must be routed correctly through the child restraint, which may not
be an easy task in all cases. Further, the lockability requirement does not address compatibility
problems arising from forward-mounted seat belt anchors. Thus, excessive forward movement of
a child restraint can still occur, even if the feature is engaged and the belt is “locked.”

Another alternative discussed in the preamble is the “Car Seat Only (CSQO)” system suggested by
Cosco. The CSO system consists of a simple lap belt installed for a vehicle seating position. No
changes are needed to child restraint systems.

NHTSA is concerned that the CSO system might not make attaching a child restraint significantly
easier than it is today. The CSO belt would have to be correctly routed through the child restraint,
which is a problem occurring with present seats. In some cases, it appears that it might be
difficult to cinch up the belt with the CSO system. Another concern relates to the potential that
the CSO belt would be inadvertently used by an adult occupant as a restraint, particularly in a
seating position equipped with a lap belt, even if the CSO belt were labeled.

As discussed and analyzed throughout this assessment, the agency considered requiring a rigid to
rigid system or a nonrigid to nonrigid system. The agency finally decided to require a rigid 6 mm
bar anchorage system in the vehicle, but allow the child restraint manufacturers to use any type of
connector they wanted to connect to the rigid bars. Certainly for the small business child restraint
manufacturers, the final rule provides the most flexibility possible of the alternatives considered.
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CHAPTER 4 REGULATORY PANELS

In 1996, SBREFA amended the RFA to include a number of important provisions. One of
those was section 609, which requires, among other things, that certain agencies conduct
special outreach efforts to ensure that small entity views are carefully considered prior to
the issuance of a proposed rule. This outreach is accomplished through the work of small
business advocacy review panels, often referred to as SBREFA panels.

Who must hold SBREFA panels?

The statute requires that the Environmental Protection Agency (EPA) and the
Occupational Safety and Health Administration (OSHA) evaluate their regulatory
proposals to determine whether SBREFA panels should be convened. The requirement
for SBREFA panels may appear to impose additional steps for EPA and OSHA in their
rulemaking processes. However, the panel process only formalizes the outreach
requirements and analyses that the Administrative Procedure Act and the RFA already
mandate for all new rules that affect small businesses. Any additional work that may be
needed in this special early outreach effort should be offset by time saved at the other end
of the regulatory process. When problems are resolved before a proposed rule is
published, objections from the public are reduced. Experience has shown that the panel
process results in better rules, better compliance and reduced litigation. In at least one
instance, EPA withdrew a regulatory proposal based on work performed in connection
with the panel process.*®

How is the decision to hold a SBREFA panel made?

For each proposed rule, the RFA requires that an agency either certify that the proposal
has no significant economic impact on a substantial number of small entities, or prepare
an initial regulatory flexibility analysis (IRFA) on the proposal.'** Whenever EPA or
OSHA determines that a regulatory proposal may have a significant economic impact on
a substantial number of small entities, the law further requires that the agency convene a
SBREFA panel. This SBREFA panel outreach must take place before the publication of
the proposed rule. SBREFA panels are required for all EPA and OSHA rules for which
an IRFA is required. However, the Chief Counsel for Advocacy may waive the panel
requirement upon the request of EPA or OSHA under certain conditions. To waive the
panel requirement, the Chief Counsel must find that convening a panel would not
advance the effective participation of small entities in the rulemaking process. Section
609(e) of the RFA lays out several factors in making this determination, including
consideration of whether small entities have already been consulted in the rulemaking
process and whether special circumstances warrant the prompt issuance of a rule.

130 See EPAs Effluent Limitations Guidelines for Industrial Laundries; 64 Fed. Reg. 45071, withdrawn by
EPA on August 18, 1997.

131 See Chapter 1 for a detailed discussion of how to certify a proposed rule and Chapter 2 on how to
prepare an initial regulatory flexibility analysis.
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How does a SBREFA panel work?

A SBREFA panel consists of a representative or representatives from the rulemaking
agency, the Office of Management and Budget’s Office of Information and Regulatory
Affairs (OIRA) and the Chief Counsel for Advocacy.

The panel solicits information and advice from small entity representatives (SERs), who
are individuals that represent small entities affected by the proposal. SERs help the panel
better understand the ramifications of the proposed rule. Invariably, the participation of
SERs provides extremely valuable information on the real-world impacts and compliance
costs of agency proposals.

The law requires that a SBREFA panel be convened and complete its report with
recommendations within a 60-day period. The formal panel process begins with the
convening of the panel by the rulemaking agency. The date is normally fixed after
consultation with both Advocacy and OIRA. Before convening, the three agencies
usually work together to discuss regulatory alternatives and their advantages and
disadvantages. The rulemaking agency usually has preliminary discussions with small
entities about its draft proposal before the panel is formally convened. These preparations
ensure that the panel process can be completed during the statutorily specified 60-day
period.

The product of a SBREFA panel’s work is its panel report on the regulatory proposal
under review. The panel completes its final report, including its recommendations, early
in a rule’s developmental stages, so that the agency has the benefit of the report’s
findings prior to publication of a proposed rule. The panel report also becomes part of the
official docket for the proposed rule.

The purpose of the panel process is threefold. First, the panel process ensures that small
entities that would be affected by a regulatory proposal are consulted about the pending
action and offered an opportunity to provide information on its potential effects. Second,
a panel can develop, consider, and recommend less burdensome alternatives to a
regulatory proposal when warranted. Finally, the rulemaking agency has the benefit of
input from both real-world small entities and the panel’s report and analysis prior to
publication.

Suggested SBREFA panel timeline

The RFA provides that the formal panel process must be concluded within 60 days from
the formal convening of the panel to the completion of its report. Experience has shown
that the panel process works best if agencies and panel members accomplish as much
preliminary work as possible before the formal convening of the panel. A suggested
timeline follows, although panel members have flexibility to adjust their pre-panel work
schedules to ensure the best outcome for each individual rule.
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CHAPTER 5 RFA LITIGATION: WHAT THE COURTS HAVE SAID

This chapter examines litigation regarding the Regulatory Flexibility Act and is
organized in sections corresponding to those of the compliance guide overall. The section
does not reflect the Office of Advocacy’s opinion of the cases; rather, it is intended to
provide the reader with information on specific case law and what the courts have held
regarding agency compliance with the RFA.

Where do we begin? First steps of RFA rule analysis
Does the RFA apply?

An agency must first consider whether the RFA applies to the regulatory proposal at
issue. An appropriate consideration begins with an examination of the Administrative
Procedure Act (APA) as it relates to the RFA.

If, under the APA or any rule of general applicability governing federal grants to state
and local governments, the agency is required to publish a general notice of proposed
rulemaking (NPRM), the RFA must be considered.*** Significantly, some agencies, such
as the Rural Utilities Service, have their own administrative rules that require notice and
comment even though the agency’s rules may be exempt from the APA. If an NPRM is
not required, the RFA does not apply.

Further, only actions that qualify as rulemaking under the APA that affect small entities
or small entity concerns trigger the protections of the RFA.*** Small entities whose
concerns must be accounted for include small businesses, small not-for-profit
organizations, and small governmental jurisdictions—cities, counties, towns, townships,
villages, school districts, or special districts, with a population of less than 50,000.%%*

What qualifies as a rulemaking under the APA?

Rules are exempt from APA requirements, and therefore from the RFA requirements,
when any of the following is involved:
1. Military or foreign affairs functions of the United States.

2. Matters relating to agency management or personnel or to public property, loans,
grants, benefits, or contracts.

3. Rates, wages, corporate or financial structures or reorganization thereof, prices,
facilities, appliances, services or allowances.**

1325 U.S.C. § 604(a).

133 Atlantic Fish Spotters Ass’n v. Evans, 206 F. Supp. 2F.d 81, 93 (D. Mass. 2002).

1345 U.S.C. § 601(3)-(5). See also Chapter 1 of this guide for a discussion of what qualifies as a small
entity.

% 5U.S.C. §553(a).
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Also exempt from the APA requirement for notice and comment rulemaking are
interpretative rules.™® Interpretative rules generally require no judgments and little by the
agency on implementation, but rather interpret the language or intent expressed by
Congress. Legislative rules require judgments and great discretion; an example is setting
a clean air standard for the nation.

Exemptions under the APA

The D.C. District Court has addressed exemptions under the APA in determining whether
the action qualifies as a rulemaking requiring notice and comment. In the following cases
the courts held that the RFA did not apply because the APA requirements for notice and
comment are inapplicable:

Military or foreign affairs functions of the United States. In reviewing the early RFA
case, In re Sealed Case,™’ the D.C. District Court held that regulations such as those
delineating the products subject to the ban on importation into the United States of
uranium ore, uranium oxide, textiles, and coal from South Africa, fell under the foreign
affairs function of the United States; thus, the provisions of the Administrative Procedure
Act, 5 U.S.C. 553, requiring notice of proposed rulemaking and opportunity for public
participation were inapplicable. Because a notice of proposed rulemaking is not required
for this rule, the Regulatory Flexibility Act, 5 U.S.C. §601 et seq., did not apply.**®

Interpretative rules. In the more recent case of National Association for Home Care v.
Shalala,™*® the plaintiffs argued that the Department of Health and Human Services failed
to consider alternatives to the proposed rule as required by the RFA. The agency,
however, asserted that the Balanced Budget Act (BBA) did not grant the Secretary any
discretion in implementing the Interim Payment System (IPS). The court agreed, holding
that the BBA was an interpretative rather than substantive rule, given its high degree of
specificity regarding the implementation of the IPS. As an interpretative rule, the BBA
need not comply with the RFA. The court stated generally that the RFA does not apply to
interpretative rules which merely clarify or explain existing laws or regulations.**°

Publications not subject to the APA and rate exemptions. In American Moving and
Storage Association, Inc., v. DOD, *** the D.C. District Court examined a notice
published in the Federal Register by the Department of Defense announcing a significant
change in procurement policy regarding its source for distance calculations for payments
and audits in its transportation programs from a previously used official mileage table to
a new computer software program. The plaintiffs asserted that the change would have a
significant economic impact on small carriers, requiring RFA compliance. DOD asserted
that the policy change was not a “rule” as defined by the RFA, and therefore, it did not

13 SBREFA amended the RFA to bring certain interpretative rulemakings of the Internal Revenue Service
within coverage of the RFA. The law now applies to those IRS rules published in the Federal Register that
would normally be exempt from the RFA as interpretative rules, but that impose a “collection of
information” requirement on small entities. For a more detailed discussion, see Chapter 1.
g In re Sealed Case, 666 F. Supp. 231, 236 (D.D.C. 1987).

Id.
119) National Ass’n for Home Care v. Shalala, 135 F. Supp. 2d 161, 165 (D.D.C. 2001).

Id.

11 American Moving and Storage Ass’n v. DOD, 91 F. Supp. 2d 132, 136 (D.D.C. 2000).
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have to comply with the RFA. The court agreed with the agency and held that the
procurement policy change was not a “rule” for RFA purposes. The court further found
that even if the RFA definition of a rule included some procurement policy changes, the
calculations for payments and audits were exempt from the definition by the APA
exception relating to rates.*** As a result, the RFA did not apply.***

The certification statement

The decision process

An agency may certify that no regulatory flexibility analysis is necessary when it
determines that the rule will not have a significant economic impact on a substantial
number of small entities that are subject to the requirements of the rule. However, an
agency must provide a factual basis for the certification. A mere statement that there will
be no effect is not sufficient. The agency must conduct an analysis demonstrating that it
has considered the potential effects of the regulation.**

Cases in which the certification violated the RFA. In a number of cases, the
certification was found to have violated the RFA.

In Northwest Mining Association v. Babbitt, **° the Bureau of Land Management (BLM)
published a final rule in February 1997 that would impose a bonding requirement on
hardrock mining. The rule was originally proposed in 1991. While the original proposal
would have set a limit on bonding requirements, the final rule contained burdensome
provisions not included in the proposal—provisions on which the public, therefore, had
no opportunity to comment. The BLM certified that the rule would not have a significant
economic impact on a substantial number of small entities. However, the agency failed to
substantiate its conclusions. In remanding the rule, the court stated that the final rule’s
certification violated the RFA because the factual basis for the certification that the
agency provided failed to incorporate the correct definition of small entity.*°

In North Carolina Fisheries Association v. Daley,**’ the District Court for the Eastern
District of Virginia found that NMFS violated the RFA when it certified that there would
not be a significant economic impact on a substantial number of small entities, because
the fishing quota would remain unchanged. The court remanded the matter to NMFS with
instructions to perform a proper analysis because even though the quota was the same,
the agency provided no data to show that the quota was still valid.

125 U.S.C. § 553(b) (1996).

13 1d. at 136.

144 North Carolina Fisheries Ass’n v. Daley, 16 F. Supp. 2d 647, 652 (E.D. Va. 1997).
145 Northwest Mining Ass’n v. Babbitt, 5 F. Supp. 2d 9, 14 (D.D.C. 1998).

1% 1d. at 652.

7 North Carolina Fisheries Ass’n v. Daley, 16 F. Supp. 2d 647 (E.D. Va. 1997).
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In Harlan Land Co. v. United States Department of Agriculture, **® the District Court for
the Eastern District of California found the certification analysis performed by the
Animal and Plant Health Inspection Services (APHIS) of the U.S. Department of
Agriculture (USDA) was inadequate. APHIS had published a final rule allowing the
importation of lemons, grapefruit and oranges from various areas in Argentina. APHIS
prepared an economic analysis of the rule and determined that the rule would not have a
significant economic impact on a substantial number of small entities. Based on that
determination, APHIS did not prepare an RFA analysis.**® Citrus growers brought suit
against the USDA and APHIS, arguing that the agency violated both the APA and the
RFA in issuing the rule. The economic analysis in the final rule focused on the impact
that the Argentine imports would have on the supply and prices of citrus fruit in the
United States and the resulting costs and benefits to domestic growers, etc. The analysis
failed to consider what the costs would be if Argentine plant pests were introduced into
U.S. citrus orchards. The court found that APHIS’ determination of a lack of significant
economic impact on a substantial number of small entities was based on its conclusion
that there was a negligible risk of pest introduction. The court considered the risk
assessment to be flawed and thus remanded the final rule to the defendants for
consideration of the economic impact that the importation of Argentine citrus will have
on small businesses.

Where the court found that certification was appropriate. In Associated Builders and
Contractors, Inc., v. Herman, the Department of Labor suspended a revised class of
employees called “helpers” on federal construction sites in 1993 and reinstated former
helper regulations pursuant to a congressional mandate.™° Regarding the RFA, the
Department of Labor certified that the rule would not have a significant economic impact
on a substantial number of small entities. Although the agency did not prepare a final
regulatory flexibility analysis (FRFA), the court held that the Department of Labor
properly published a certification in the Federal Register along with a statement of
reasons.

Size standards

It is important that an agency use the size standard contained in the Small Business
Administration’s small business size standard regulations,®* promulgated by the SBA
under the Small Business Act, or follow the consultation procedures outlined in section
601(3) of the RFA.

Incorrect size standard. In Northwest Mining Association v. Babbitt, discussed above,
the court held that BLM violated the RFA because the agency failed to use the

appropriate size standard as defined by the Small Business Administration (SBA). The
court noted that “the RFA requires agencies to use the Small Business Administration's

148 Harlan Land Co. v. United States Dept. of Agric., 186 F. Supp. 2d 1076 (E.D. Cal. 2001).
191d. at 1097.
150 Associated Builders and Contractors, Inc., v. Herman, 976 F. Supp. 1 (D.D.C. 1997).
151
Id.
5213 C.F.R. § 121.201 (1996).

66



definition of small entity.”*>* Continuing, the court stated that “section 601 of the RFA
sets forth, in relevant part, ‘[f]or the purposes of this chapter ... the term 'small entity'
shall have the same meaning as the term 'small business' ....””*** The term “small
business” has the same meaning as the term “small business concern” under section 3 of
the Small Business Act.*® The SBA publishes these small business definitions in 13
C.F.R. 8 121.201. Division B of section 121.201 provides, in pertinent part, that mining
concerns must have 500 or fewer employees to be considered “small.”**® Therefore, the
standard for “small miner” which the BLM must use when performing an initial or final
regulatory flexibility analysis or when certifying “no significant impact” is a 500 or fewer
employee standard. By using a definition other than the SBA's, the BLM violated the
procedure of law mandated by the statute. The court found that the definitions section of
the RFA uses phrases such as “ 'small entity' shall have the same meaning ...” and *“'small
business' has the same meaning ...” **" (emphasis added). The court concluded that words
such as those do not leave room for alternate interpretations by the agency. The rule was
remanded to the agency.

Use of Incorrect Size Standard Cured. In Small Business in Telecommunications v. the
Federal Communications Commission (FCC), **® the FCC adopted its own definition of
“small business” regarding its Lower Channel Report and Order concerning a regulatory
scheme for specialized mobile radio (SMR) service in the 800 to 900 MHz range. The
Court of Appeals for the District of Columbia Circuit held that although the FCC failed to
seek approval from the SBA for its definition, the omission did not nullify the entire
rulemaking, since SBA did ultimately approve the definition prior to commencement of
the lower channel auction.™® If the agency modifies a small business size standard in the
implementation of a rule, it must seek approval from the SBA Administrator.'®

The agency must conduct an adequate analysis before certifying

The landmark legal decision recognizing an agency’s failure to adequately examine the
impact on affected entities before certification is the 1998 case, Southern Offshore
Fishing Association v. Daley.'®! In that matter, the National Marine Fisheries Service
(NMFS) published a proposed rulemaking to institute a 50 percent reduction in the shark
fishing industry. NMFS certified that the rule would not have a significant economic
impact on a substantial number of small entities. Although the agency published a FRFA
at the time it finalized the rule, the court found that the agency certified without making a
“reasonable, good-faith effort,” prior to issuance of the final rule, to inform the public
about the potential adverse effects of its proposals and about less harmful alternatives.

153 Northwest Mining Ass’n, 5 F. Supp. 2d at 15. See chapter 1 for detail on exceptions to using SBA size
standards.

1545 U.S.C. § 601(6).

15515 U.5.C. § 632; 5 U.S.C. § 601(3).

156 |d

"5 U.S.C. § 601.

%8 1d. at § 605(b).

159 Small Businesses in Telecomm. v. FCC, 251 F.3d 1015, 1025 (D.C. Cir. 2001).

1%01d. at 1025.

161 southern Offshore Fishing, 995 F. Supp. at 1437.
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The agency continued to deny that its proposal would likely have a significant impact on
a substantial number of small entities after receiving public comments challenging the
certification. The court concluded that the preparing of a FRFA constituted “an attempt to
agreeably decorate a stubborn conclusion” that there was no significant impact on a
substantial number of small entities. The court remanded the agency’s certification
determination, requiring it to “undertake a rational consideration of the economic effects
and potential [regulatory] alternatives.”'%?

North Carolina Fisheries. The North Carolina Fisheries cases provide further guidance
on what constitutes adequate analysis prior to certification that there will be no
significant economic impact on a substantial number of small entities.

The first case arose in 1997.%° There, the National Marine Fisheries Service (NMFS) set
the 1997 quota for flounder fishing by continuing the quota from the previous year. In
doing so, NMFS did not perform a regulatory flexibility analysis. Instead, the agency
certified that the rule would not have a significant impact on a substantial number of
small businesses because the quota remained the same from 1996 to 1997. There was no
record showing that the agency did any comparison between conditions in 1996 and
1997. The court stated that “a simple conclusory statement that, because the quota was
the same in 1997 as it was in 1996, there would be no significant economic impact, is not
an analysis.”*®* The court remanded the issue to the agency with orders to “undertake
enough analysis to determine whether the quota had a significant economic impact on the
North Carolina Fishery.”*® The court further ordered the department to “include in [the]
analysis whether the adjusted quota will have a significant economic impact on small
entities in North Carolina.”**®

The issue returned to the court in 1998.°" The issue before the court on remand was
whether the Secretary of Commerce had discharged his responsibilities under the RFA
and under National Standard 8 of the Magnuson Act to perform an economic analysis.*®®
After review, the court concluded that “the Secretary of Commerce acted arbitrarily and
capriciously in failing to give any meaningful consideration to the economic impact of
the 1997 quota regulations on North Carolina fishing communities. Instead, the Secretary
has produced a so-called economic report that obviously is designed to justify a prior
determination.”*®® The court further stated that as part of an adequate analysis before
certification, the agency must consider alternatives less burdensome to small entities.*”
The court concluded that “Congress has not intended for administrative agencies to
circumvent the fundamental purposes of the RFA by invocation of the certification
provision.” The court felt that Secretary Daley’s certification in this instance amounted to

162
Id.
183 North Carolina Fisheries, 16 F. Supp. 2d at 647.
' 1d at 653.
165 Id
166 Id
187 North Carolina Fisheries Ass’n v. Daley, 27 F. Supp. 2d 650 (E.D. Va. 1998).
168
Id. at 660.
9 1d. at 668.
0 1d. at 660.
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an effort to avoid the requirements of the RFA, specifically the requirement to consider
alternative ways to minimize economic impacts. Because the court found that the
Secretary and the agency did not uphold their responsibilities under the law, it set aside
the 1997 summer flounder quota and imposed a penalty against the NMFS.

Court cases have held that the agency must account for the public comments it received
challenging the initial determination that no significant economic impact was likely.*"* In
Northwest Mining Association v. Babbitt,'"? the court addressed the Bureau of Land
Management (BLM) claims that the Northwest Mining Association (NWMA) did not
have standing to object to its final rule under either the APA or the RFA because it did
not submit comments during the notice and comment period. The NWMA asserted that it
did not need to submit comments during the notice and comment period because the
BLM's original rule proposal did not properly inform it that its interests were at stake.
The court agreed with the NWMA, holding that because there was no way the NWMA
could have submitted comments regarding issues on which it was not informed were at
stake, the agency must consider even comments not submitted during the formal notice
and comment period.*"

Direct versus indirect impact on small entities

Must the agency consider the indirect effects of the proposed regulation? It was first
held in Mid-Tex Electric Cooperative, Inc., v. Federal Energy Regulatory Commission
(FERC) that a regulatory flexibility analysis is required when an agency determines that
the rule will have a significant economic impact on a substantial number of small entities
that are subject to the requirements of the rule.*’* In that case, FERC proposed a rule that
allowed electric utilities to include in their rate bases amounts equal to 50 percent of their
investments in construction work in progress. In response to an argument that FERC
“should have considered the impact of the proposed rule on wholesale and retail
customers of the jurisdictional entities subject to rate regulation by the Commission,”
FERC stated that “the RFA does not require the Commission to consider the effect of this
rule, a feq%al rate standard, on nonjurisdictional entities whose rates are not subject to
the rule.”

The court agreed, reasoning that “Congress did not intend to require that every agency
consider every indirect effect that any regulation might have on small businesses in any
stratum of the national economy.”*"® The court concluded that “an agency may properly
certify that no regulatory flexibility analysis is necessary when it determines that the rule
will not have a significant economic impact on a substantial number of small entities that
are subject to the requirements of the rule.”*"”

171 See generally, National Truck Equip. Ass’n v. NHTSA, 919 F.2d 1148 (6th Cir. 1990); Northwest
Mining Ass’n v. Babbitt, 5 F. Supp. 2d 9 (D.D.C. 1998).

172 Northwest Mining Ass’n, 5 F. Supp. 2d 9.

% 1d at 13.

174 Mid-Tex Elec. Coop v. FERC, 773 F.2d 327, 342 (D.C. Cir. 1985).

% 1d. at 341.

176 |d

Y7 1d. at 343.
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In viewing this decision, the same court later held in United Distribution Companies. v.
FERC'® that an agency is under no obligation to conduct a small entity impact analysis
of effects on entities it does not regulate. Because in this case FERC had no jurisdiction
to regulate the local distribution of natural gas, it could not be required to conduct a
regull%tory flexibility analysis for those entities engaged in the local distribution of the
gas.

Although Mid-Tex occurred prior to the passage of the Small Business Regulatory
Enforcement Fairness Act (SBREFA) of 1996, post-SBREFA courts have upheld its
reasoning. For example, in Motor and Equipment Manufacturers Ass’n v. Nichols,*® the
court found that because the deemed-to-comply rule did not subject any aftermarket
businesses to regulation, EPA was not required to conduct a regulatory flexibility
analysis as to small aftermarket businesses. It was only obliged to consider the impact of
the rule on small automobile manufacturers subject to the rule, and it met that obligation.
A number of other cases have held similarly.*®*

Likewise in American Trucking Associations v. EPA,*® EPA established a primary
national ambient air quality standard (NAAQS) for ozone and particulate matter. At the
time of the rulemaking, EPA certified the rule pursuant to 5 USC § 605(b). The basis of
the certification was that EPA had concluded that small entities were not subject to the
rule because the NAAQS only regulated small entities indirectly through the state
implementation plans.'*® Although the court remanded the rule to the agency for non-
RFA reasons, the court found that EPA had complied with the requirements of the RFA.

Similarly, in Michigan v. EPA,*®* EPA certified that its revised NAAQS would not have
a significant economic impact within the meaning of the RFA. According to the EPA, the
NAAQS itself imposed no regulations upon small entities. Instead, several states regulate
small entities through the state implementation plans they are required by the Clean Air
Act to develop. Because the NAAQS regulated small entities only indirectly—that is,
insofar as it affected the planning decisions of the states—the EPA concluded that small
entities were not “subject to the proposed regulation.” The court agreed, stating that states
have broad discretion in determining the manner in which they will achieve compliance
with the NAAQS. In conclusion, the court stated that “a State may, if it chooses, avoid
imposing upon small entities any of the burdens of complying with a revised
NAAQS.”

1;2 United Dist. Cos. v. FERC, 88 F.3d 1105, 1170 (D.C. Cir. 1996).
Id.
180 Motor and Equip. Mfrs. Ass’n v. Nichols, 142 F.3d 449,467 (D.C. Cir. 1998).
181 See American Trucking Ass’ns. v. EPA, 175 F.3d at 1044; Michigan v. EPA, 213 F.3d 663, 689 (D.C.
Cir. 2000); Cement Kiln Recycling Coalition v. EPA, 255 F.3d 855, 868 (D.C. Cir. 2001).
182 American Trucking, 175 F.3d at 1027.
183
Id.
184 Michigan v. EPA, 213 F.3d at 689.
185
Id.
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The court in Cement Kiln Recycling Coalition v. EPA® further bolstered the notion that
indirect impacts should be disregarded by noting that the RFA is not intended to apply to
every entity that may be targeted by the proposed regulation. The fact that the rule will
have economic impacts in many sectors of the economy does not change this. The court
reasoned that “requiring an agency to assess the impact on all of the nation's small
businesses possibly affected by a rule would be to convert every rulemaking process into
a massive exercise in economic modeling, an approach we have already rejected.”*®

An entity can otherwise experience indirect impacts through its dealings with the entity
that experiences direct impacts, such as through increased after-market prices or newly
required modifications to necessary equipment. Some courts have stated that this impact
would likewise not require a regulatory flexibility analysis.*®®

The initial regulatory flexibility analysis

Because an agency’s initial regulatory flexibility analysis cannot be the subject of
litigation, *® case law provides a detailed discussion only for the final regulatory
flexibility analysis. It is important to note that although the IRFA is not judicially
reviewable, a proper IRFA is necessary to provide the foundation for a good FRFA. An
agency cannot develop an adequate FRFA if the IRFA did not lay the proper foundation
for eliciting public comments and seeking additional economic data and information on
the regulated industry’s profile and regulatory impacts. Further, without an adequate
IRFA, small entities cannot provide informed comments on regulatory alternatives that
are not adequately addressed in the IRFA.*®

In Allied Local and Regional Manufacturers Caucus v. EPA, paint manufacturers and
associations of manufacturers and distributors of architectural coatings petitioned for
review of EPA’s regulations limiting the content of volatile organic compounds (VOCs)
in consumer and commercial products such as architectural coatings, including paints.
Plaintiffs alleged that EPA failed to comply with the RFA by failing to discuss the
economic impact of “stigmatic harm” arising from the agency’s suggestion that it may
impose more stringent VOCs in the future, and of asset devaluation, in that the coatings
rule allegedly will render existing product formulas valueless. The court ruled that
section 603 of the RFA, which discusses IRFAs, was not subject to judicial review
pursuant to section 611(c). However, the court did have the jurisdiction to determine
whether the agency had met the overall requirement that the decisionmaking not be
arbitrary and capricious. The court found that the EPA examined alternatives to product
reformulat