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| Executive Summary

On January 18, 2007, the Bush White House released two documents
that will take effect in late July. The documents will change the current regula-
tory review process conducted by federal agencies and the Office of Manage-
ment and Budget (OMB). This report describes the changes and analyzes the
potential impacts on the regulatory system.

One document, Executive Order 13422, amends Executive Order
12866, which currently prescribes the review process. The amendments to E.O.
12866 will further centralize regulatory power in OMB’s Office of Information
and Regulatory Affairs (OIRA), shifting it away from agencies that are granted
this power by legislative enactments. Among the changes:

* The executive order shifts the criterion for promulgating regulations from
the identification of a problem like public health or environmental protec-
tion to the identification of a “specific market failure (such as externalities,
market power, lack of information)...that warrant new agency action.”

* It makes the agencies’ Regulatory Policy Officer a presidential appointee
and gives that person the authority to approve any commencement or inclu-
sion of any rulemaking in the Regulatory Plan, unless specifically otherwise
authorized by the agency head.

* [t requires each agency to estimate the “combined aggregate costs and ben-
efits of all its regulations planned for that calendar year to assist with the
identification of priorities.”

* It requires “significant” guidance documents to go through the same OMB
review process as proposed regulations before agencies can issue them.

* It also requires “economically significant” guidance documents (those that
are estimated to have at least a $100 million effect on the economy, among
other criteria) to go through the same OMB review process as “significant”
regulations.

The new Executive Order that results from these amendments will fur-
ther threaten public protections. It codifies regulatory delay, further removes
agency discretion over legislative implementation, and centralizes control over
the regulatory process into a small executive office. It substitutes free market
criteria for public values of health, safety, and environmental protections, and
substitutes executive authority for legislative authority. In the process, it further
tilts the regulatory playing field in favor of corporate interests.

The second document is OMB’s Final Bulletin for Agency Good Guid-
ance Practices. The Bulletin sets forth policy and procedures agencies should
follow internally when formulating guidance documents. The Bulletin works
in concert with the amendments, outlining ways in which agencies can write
guidelines that better meet the new E.O. procedures. This report addresses the
Bulletin in a separate section.



A Failure to Govern

The Federal Rule
Making Process

The growth in the number of
federal agencies during the adminis-
tration of President Franklin D. Roos-
evelt resulted in a proliferation of
rulemaking. Subsequently, Congress
created a framework for regulatory
procedure in 1946: The Administra-
tive Procedure Act (APA).

The APA defines a “rule” as:

[T]he whole or a part of an agency
statement of general or particular
applicability and future effect de-

BACKGROUND

signed to implement, interpret, or
prescribe law or policy or describ-
ing the organization, procedure,
or practice requirements of an
agency...

The APA also outlines two
types of rulemaking; formal and in-
formal. Formal rulemaking calls for
a trial-like, on-the-record proceed-
ing. However, informal rulemaking
is far more common. According to
the APA, the main requirements for
informal rulemaking are:

* Publication of a “Notice of Pro-
posed Rulemaking” (NPRM) in
the Federal Register;

* Opportunity for public partici-
pation by submission of written
comments;

* Consideration by the agency of
the public comments and other
relevant material; and

* Publication of a final rule not less
than 30 days before its effective
date, with a statement explaining
the purpose of the rule.!

In 1981, and again in 1985,
President Ronald Reagan signed
executive orders placing the White
House Office of Management and
Budget (OMB) squarely in the mid-
dle of the federal regulatory process.
The Reagan executive orders called
for regular agendas of agency regula-
tory action; cost-benefit analyses of
proposed  rules
and alternatives;
a detailed re-
view of major
rules performed by OMB’s Office of
Information and Regulatory Affairs
(OIRA); and an annual agenda of pro-
posed regulations that reflected the
administration’s regulatory priorities.
OIRA became the coordinating entity
for these actions. 2

Executive Order
12866

On September 30, 1993, Pres-
ident Bill Clinton signed Executive
Order 12866 — Regulatory Planning
and Review. E.O. 12866 replaced
the two Reagan executive orders by
combining and revising them. E.O.
12866:




» States a regulatory philosophy
and set of principles for the fed-
eral government;

* Defines the regulatory roles of
federal agencies, OMB, and the
Executive Office of the Presi-
dent;

¢ Outlines a process for the coordi-
nation of regulatory priorities;

* Requires of each agency the reg-
ular development of a regulatory
agenda (the Unified Regulatory
Agenda) and a list of planned sig-
nificant regulatory actions (Regu-
latory Plan);

* Calls for the formation of a Regu-
latory Working Group to include
agency, OMB, and Executive Of-
fice personnel;

* Outlines the process by which
OIRA will conduct reviews of
both regulations and significant
regulations; and

* Creates within each agency the
position of Regulatory Policy Of-
ficer to shepherd regulations.

Much like the Reagan execu-
tive orders before it, E.O. 12866 be-
came standard operating procedure
for federal rulemaking. It does not
supplant the Administrative Proce-
dure Act, but adds to it in a way that
allows the White House to exert sub-
stantial influence at various stages in
the rulemaking process.

Industry Influence

Over the past three decades,
there has been a concerted deregulato-
ry effort led by industry and industry
associations. The argument against
regulations is that they are costly, too
burdensome, and hurt the competitive
stance of US companies compared to
international companies. The argu-
ment is much the same today® despite
significant evidence to the contrary.
Nevertheless, the myths about regula-
tory burdens continue to be voiced.
Increasingly, the regulatory process,
especially executive orders that man-
date the development and review of
agency-promulgated regulations, has
become more focused on calculating
regulatory costs to the private sector.

In addition, OMB Watch,
other public interest groups and the
media have documented the unusu-
ally business-friendly attitude of the
current Bush administration. From
the development of its energy policy
early in its first term by Vice President
Cheney’s Energy Task Force to nomi-
nating and placing industry represen-
tatives in critical regulatory positions,
this administration has opened the
door to allowing regulated interests
control over writing and influencing
regulations.’®

Background
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Introduction to
the Amendments

President George W. Bush’s
administration operated under E.O.
12866 without substantial amend-
ment until January 2007. The admin-
istration made a minor modification
on February 26, 2002, to exclude the
Vice President from regulatory plan-
ning and review, giving those respon-
sibilities to the Director of OMB.
This change did not have a substan-
tive effect on the rulemaking process.

On January 18, 2007, Bush
issued Executive Order 13422, which
amended E.O. 12866. The amend-
ments will change several aspects of
the federal government’s regulatory

process when they take effect in late
July 2007. This report focuses on
four of those changes:

* Increasing the emphasis on the
determination of a “specific mar-
ket failure” before regulating;

* Adding an aggregated costs and
benefits component to the cost-
benefit analyses agencies must
perform for the annual Regula-
tory Plan;

* Expanding the role of agencies’
Regulatory Policy Officer, and
mandating those officers be presi-
dential appointees;

* Expanding OIRA’s influence over
agency guidance documents, in
tandem with the release of OMB’s
Good Guidance Practice Bulle-
tin. (This change is addressed in
the section on “Guidance Docu-
ments” below.)

Market Failure
Criterion

Section One of E.O. 12866
is the “Statement of Regulatory
Philosophy and

AMENDMENTS =
TO E.O. 12866

administration
dictate outlining
when regulation
is necessary and
how agencies should go about devel-
oping and promulgating rules.

The first principle listed in
Section One relates to the identifica-
tion of problems in need of regula-
tion. The identification of problems
is to include “where applicable, the
failures of private markets or public
institutions that warrant new agency
action.” The E.O. gives no further
guidance on identifying problems,
market failures or otherwise.




The Bush amendments al-
tered the first principle of regulation
to state: “Each agency shall identify
in writing the specific market failure
(such as externalities, market power,
lack of informa-
tion) or other

specific problem The original

that it intends E.O. 12866

to address (in-

cluding, where § Each agency shall iden-
applicable, the J tify the problem that it

failures of pub- f intends to address

lic institutions)
that warrant new
agency action.”

(including where ap-
plicable, the failures

of private markets or
public institutions that
warrant agency action)

Impact

The re-
vision places an
added emphasis
on identifying
a market failure
before regulat-
ing. The new
language will institutionalize an
anti-regulatory approach by using a
market failure criterion in place of
actually identifying threats to public
health and safety. It will diminish
standards Congress requires agencies
to use, such as the best control tech-
nology, by elevating a new market
failure standard Congress has never
required.

problem.

The market failure crite-
rion will be yet another layer added
to agency analysis. An agency must
comply with statutory criteria as well
as perform an analysis demonstrat-

as well as assess the
significance of that

Amendments to E.O. 12866

ing market failures. If the agency
meets OMB’s standards for assessing
“whether any new regulation is war-
ranted,” then the agency must also
comply with other standards in the

Amended E.O. 12866

Each agency shall identify in
writing the specific market
failure (such as externalities,
market power, lack of informa-
tion) or other specific prob-
lem that it intends to address

(including, where applicable,
the failures of public insti-
tutions) that warrant new
agency action,

as well as assess the significance
of that problem, to enable as-
sessment of whether any new
regulation is warranted.

E.O., including cost-benefit analy-
sis. This new standard will favor the
regulated community by placing an-
other hurdle for agencies promulgat-
ing health, safety, and environmental
regulations, and creating more delay.

Not only will the market fail-
ure test be a primary consideration,
but the agency’s description of the
problem will be used to “enable as-
sessment of whether new regulation
is warranted.” This clearly will force
the agency to reconsider inaction and
will provide OIRA with another justi-
fication, or assessment, for halting or
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delaying regulations. The regulatory
process set out in prior executive or-
ders applies after Congress has passed
legislation determining that a problem
exists and needs to be addressed. Al-
though Congress may legislate, with-
out implementing regulation, agen-
cies may not be able to enforce the
law. Thus, OIRA will be able to stifle
regulations of which it disapproves
— or at least shape them in ways that
are less objectionable to OMB.

Furthermore, the definition of
“specific market failure” in this con-

The amendments will further substitute
economics for all other values the American
public consistently says are important.

text is unclear. The amendment gives
only examples: externalities, market
power, lack of information. Econom-
ic interpretations of the definition of
market failure vary greatly. Interpre-
tations on when government should
intervene vary as well, ranging from
government action only on free-rider
problems (such as national defense)
to intervention any time the market is
operating with inefficiency.

A number of questions and
concerns are associated with the
market failure criterion. Do market
failures exist when invaluable public
goods, such as civil rights, are threat-
ened? Even if a regulation proves
cost-effective, will agencies be able
to regulate absent a market failure?

OMB Watch believes that the mar-
ket failure criterion is a furtherance
of the economic criteria which OIRA
has increasingly required over three
decades as justification for taking
regulatory action. The amendments
will further substitute economics for
all other values the American public
consistently says are important.

The language of this revision
may be purposefully vague. The cur-
rent nominee to head OIRA, Susan
Dudley, holds an interpretation of
market failure that falls outside of any
mainstream eco-
nomic definition.
Dudley  rarely
acknowledges
any market inef-
ficiency. She is
more likely to
presume the public has chosen an un-
safe or unhealthy status quo than rec-
ognize the unchecked excesses of the
free market as threatening the public.
If the Senate does not confirm Dud-
ley, the E.O. amendments will be-
come a way to implement her ideas
and, in effect circumvent the will of
Congress.

Presumably, federal agen-
cies are also perplexed over how to
implement the new market failure as-
sessment. Some in the agencies have
wondered whether it will be possible
to prove a market failure or, if that is
not what OMB intends, then exactly
what specific analyses will be re-
quired of them. At least one agency
employee hoped that this requirement




becomes nothing more than submit-
ting boilerplate language to OMB
about the market failure analysis. “It’s
just going to be more paperwork,” the
employee lamented.

Clarity on what OIRA ex-
pects from agencies will likely come
in the form of guidelines on how to
interpret this market failure criterion.
This guidance needs to be closely
monitored when it appears.

The Regulatory
Plan

E.O. 12866 requires each
agency to “prepare a Regulatory Plan
(Plan) of the most important signifi-
cant regulatory actions the agency
reasonably expects to issue in pro-
posed or final form in that fiscal year
or thereafter.” The Plan is included in
the fall publication of the semiannual
Unified Agenda of Federal Regulato-
ry and Deregulatory Actions (Unified
Agenda).

The Plan is more focused than
the Unified Agenda. Whereas the Uni-
fied Agenda is to include “all regula-
tions under development or review,”
the Plan includes only “significant”
regulations. Significant regulations,
those expected to have “an annual
effect on the economy of $100 mil-

Amendments to E.O. 12866

lion or more,” require a more detailed
submission of information to OIRA.
Significant regulations are pared even
further so that only the “most impor-
tant” are included in the Plan. Addi-
tional requirements associated with
each rule in the Plan include a state-
ment of need and may include a sum-
mary of legal basis, alternatives to the
proposed regulation, anticipated costs
and benefits, and risks.

The anticipated costs and
benefits section should provide a brief
description of the impact the regula-
tion is expected to have on agencies,
industry, and the public. When pos-
sible, agencies often include dollar
amounts to quantify these expecta-
tions, and often a quantified net im-
pact on the economy.

Bush’s amendments add
a component to agencies’ work on
anticipating costs and benefits. As
amended, the E.O. will now require
agencies to submit a “best estimate
of the combined aggregate costs and
benefits of all its regulations planned
for that calendar year to assist with
the identification of priorities.”

Agencies will now be re-
quired to develop a summation of the
economic impact of all regulations in-
cluded in the Plan. Presumably, each
agency will quantify a combined net
cost or benefit for all of the regula-
tions the agency proposes to develop
in a given year. OIRA will include
the agencies’ estimates in the Plan
each year.




A Failure to Govern

Impact

Requiring agencies to pre-
pare an “estimate of the combined ag-
gregate costs and benefits” of planned
regulations for the calendar year may
have an impact on agencies’ ability to
develop and promulgate regulations.
This is simply a numbers game with
little relevance to policymakers. The
aggregation of costs and benefits is

OIRA appears to be imposing the early
stages of a regulatory budget policy and,
in doing so, circumventing Congress.

comparing apples to oranges. Each
analysis employs different assump-
tions, methodologies, and time com-
parisons. Many have speculated that
this is merely a political exercise to
generate numbers to be used to at-
tack regulations. Some have noted
that this provides the foundation for
establishing a “regulatory budget,” an
idea long championed by conserva-
tives but opposed in Congress.

The idea of anticipating
costs and benefits of regulations has
been popular for decades. Proponents
present it as a reasonable way of de-
termining whether or not regulations
will benefit the public. However, de-
termining costs and benefits is too
inaccurate a process. The calculation
of benefits of a regulation requires
two separate analyses: an assess-
ment of the risk posed by the harm in
question, and a monetization of the

potential benefits. Both factors are
difficult to calculate: many benefits
resist monetization; and risk assess-
ments can be hindered either through
incomplete datasets or a large degree
of indeterminable factors. In order to
estimate the health effects of a regula-
tion, for example, agencies generally
must rely on laboratory data on other
species or on human experience with
much higher levels of exposure. To
extrapolate from
these data the po-
tential  benefits
of a regulation
requires a large
degree of estima-
tion, and agencies
often come up with wide ranging re-
sults on the potential health benefits.

Furthermore, costs are often
overestimated because the agencies
rely on industry estimates of costs for
unknown requirements, and studies
have shown that compliance costs de-
cline after implementation of regula-
tions.

The estimate of costs and
benefits is a static analysis. The out-
come of regulation may include ben-
efits that inherently cannot be mon-
etized, such as biological diversity,
civil liberties, or the safety and life of
a human. Therefore, a combined as-
sessment of the cost and benefits of
an agency’s entire regulatory agenda
will produce an unreliable product.
By viewing valuation through such an
economic lens, benefits of regulation
are likely to be underestimated.

70




The estimate required by each
agency is a necessary early step in the
development of a regulatory budget.
A regulatory budget is a cap on the im-
pact agencies may levy on the econo-
my when developing and enforcing
regulations. When the cap is reached,
regulations perceived to have a nega-
tive economic impact would have to
be eliminated. Similarly, develop-
ment of new regulations presented as
imposing a net cost would cease.

Determining costs imposed
on the economy for comparison to a
regulatory budget cap would require
an aggregation of the costs and ben-
efits of all federal regulations in order
to derive a net monetization. Gath-
ering the “combined aggregate costs
and benefits” of regulation may lead
to such a federal-wide evaluation.
Again, regulatory decisions are based
on economics, without regard to
health and safety issues.

Recently, there have been
two major efforts to impose a federal
regulatory budget through legislation.
The first came in 1995 as a part of the
Republican Contract with America.
Under the plan, the cap would have
been set as a percentage of GDP. That
percentage would then have been re-
duced by a set amount each year — an
automatic annual regulatory budget
cut. The second came in 2003 when
Rep. Doug Ose (R-CA) introduced
legislation to create regulatory budget
pilot programs in several agencies.
Neither bill became law.

Amendments to E.O. 12866

With Congress now in Demo-
cratic control, passage of such legisla-
tion is unlikely. Through this amend-
ment to E.O. 12866, OIRA appears
to be imposing the early stages of a
regulatory budget policy and, in do-
ing so, circumventing Congress.

The Regulatory
Policy Officer

E.O. 12866 created the Regu-
latory Policy Officer (RPO) within
each federal agency who reports gen-
erally to the agency head. The E.O.
states:

“The Regulatory Policy Officer
shall be involved at each stage of
the regulatory process to foster the
development of effective, innova-
tive, and least burdensome regula-
tions and to further the principles
set forth in this Executive order.”

The role of the RPO envi-
sioned in E.O. 12866 is to coordinate
and carry out agency responsibili-
ties in regard to regulatory planning
and the OIRA review of regulations.
These responsibilities include: allow-
ing “meaningful” public participation
in the regulatory process; informing
stakeholders of pertinent regulations;
providing OIRA with a list of planned
regulatory actions; providing OIRA

17
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with cost benefit analyses for signifi-
cant regulatory actions; and making
available to the public information on
proposed and final regulations.

In practice, the role of the
RPO evolved in a somewhat different
fashion. Currently, not every agency
maintains one designated RPO. In the
case of the Department of Agriculture
(USDA), various officials serve as
de facto RPOs. Familiarity with the
issue is likely to determine where re-
sponsibilities lie on a specific regula-
tion. In the Department of Energy,
the RPO also functions as an agency
counselor. The RPO is not necessar-
ily a political appointee, but the final
regulatory decisions within an agency

The [RPO] amendments suggest a further
politicization of the regulatory process:

are in the hands of a political appoin-
tee, usually the agency head or his or
her designee.

Two of President Bush’s
amendments impact the Regulatory
Policy Officer. Agencies are now
required to designate a political ap-
pointee as their RPO, and are to do so
within 60 days of the issuance of the
amendments. New text also requires
OMB to verify this designation.

In addition to changing
the requirements of the designated
RPO, the Officer’s responsibilities
are increased. The RPO will now be

charged with approving an agency’s
Regulatory Plan, a responsibility pre-
viously given to the agency head. The
amendments state that “no rulemak-
ing shall commence nor be included”
for consideration in the agency’s
regulatory plan without the political
appointee’s approval. The Regula-
tory Plan includes the most important
regulations which an agency plans in
a given year.

Impact

Installing a political appoin-
tee as the Regulatory Policy Officer
and increasing the responsibilities of
the RPO may significantly affect an
agency’s ability to
regulate. Bush’s
amendments will
solidify the posi-
tion of RPO as
the sole regula-
tory manager within each agency. By
requiring the Officer to be a political
appointee, and approved by OMB, the
amendments suggest a further politi-
cization of the regulatory process.

In some agencies, the amend-
ments related to the RPO may have
little to no effect. In the case of the
Department of Energy, the RPO is al-
ready a political appointee. The White
House is unlikely to have a greater or
lesser impact on the way in which
regulations are formulated within that
agency. Similarly, the process in the
Department of Labor is likely to go
unchanged.

L




In other agencies, however,
the RPO amendments may central-
ize the regulatory process and allow
OIRA to exert greater influence. In the
case of USDA, the RPO amendments,
if followed, will
end the process
of dividing regu-
latory  authority
based upon ex-
perience and ex-
pertise. Instead,
the RPO will ulti-
mately be responsible for all regula-
tory decision making and be involved
in regulatory discussions from the
beginning of agency considerations.
Furthermore, installing a political ap-
pointee where one did not previously
exist will facilitate White House input
in agency regulatory matters.

A similar approach was at-
tempted by President Reagan through
his E.O. 12498, the Regulatory Plan-
ning Process, issued January 4, 1985.
Under E.O. 12498, agencies were to
get approval from OMB prior to start-
ing a rulemaking — a pre-rulemaking
review. Many in the business commu-
nity thought this would be an effective
approach for choking off agency ideas
in their earliest stage. That approach,
however, proved too cumbersome and
difficult to administer.

The new Bush E.O. amend-
ments have the same objective, but
will put the chokehold in the agen-
cies, instead of at OMB. To ensure
that the process works, the amend-
ments grant authority to these new

Amendments to E.O. 12866

political appointees to be the eyes and
ears for OMB. And it again mounts
a challenge to congressional author-
ity. When writing legislation, Con-
gress often directs agencies to initiate

Installing a political appointee where one
did not previously exist will facilitate White
House input in agency regulatory matters:

a rulemaking. The presence in the
agencies of these appointees by whom
rulemaking must now be initiated will
create a process that works as if Con-
gress had not directed the agencies to
act, or as if that direction is irrelevant
if the White House appointees dis-
agree with it.

Moreover, a requirement that
has political appointees overseeing
all regulatory matters raises a public
perception concern. When a politi-
cal appointee instructs scientists and
agency experts to change what they
are doing, it will raise questions about
whether politics is superseding sci-
ence.

I
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Introduction to
Guidance Documents

Agencies issue guidance doc-
uments in order to clarify regulatory
obligations to industry, explain com-
plex technical issues or otherwise of-
fer clarification or guidance on agen-
cy policies. Because the regulatory
process has become so encumbered
over the past several decades with in-
creased analytical burdens, agencies
have turned more frequently to guid-
ance documents as a way of providing
direction to regulated communities
without being subjected to a lengthy
and onerous rulemaking process. Un-
like a regulation, guidance is not le-
gally binding and therefore imposes
no mandates on regulated entities.

On January 18, the White
House put forward two pronounce-
ments aimed at applying greater lev-
els of scrutiny to agency’s issuance

GUIDANCE
DOCUMENTS

of regulatory guidance. First, E.O.
13422, in addition to the regulatory
changes described above, requires re-
view of economically significant guid-
ance documents by OIRA. Second,
the Final Bulletin for Agency Good
Guidance Practices issued by the Of-
fice of Management and Budget (with

authority under the Data Quality Act)
requires internal review of significant
guidance documents by senior agency
officials as well as public notice-and-
comment on guidance documents
deemed “economically significant.”

Amendments to
E.O. 12866 on
Guidance Documents

The amendments issued to
E.O. 12866 require review by OIRA
of agencies’ guidance documents for
the first time.

Definitions added

Section 3(g) is added to E.O.
12866 and defines a guidance docu-
ment as “an agency statement of gen-
eral applicability
and future effect,
other than a reg-
ulatory  action,
that sets forth a
policy on a statu-
tory, regulatory,
or technical issue or an interpre-
tation of a statutory or regulatory
issue.”

Section 3(h) defines a sig-
nificant guidance document as “a
guidance document disseminated
to regulated entities or the general

14




public that, for purposes of this order,
may reasonably be anticipated to:

(A) Lead to an annual effect of
$100 million or more or adversely
affect in a material way the econ-
omy, a sector of the economy,
productivity, competition, jobs,
the environment, public health
or safety, or State, local, or tribal
governments or communities;

(B) Create a serious inconsistency
or otherwise interfere with an ac-
tion taken or planned by another
agency;

(C) Materially alter the budget-
ary impact of entitlements, grants,
user fees, or loan programs or the
rights or obligations of recipients
thereof; or

(D) Raise novel legal or policy is-
sues arising out of legal mandates,
the President’s priorities, or the
principles set forth in this Execu-
tive order”.

Beyond this definitional sec-
tion, a new section is added to the end
of the E.O.:

Sec. 9. Significant Guidance
Documents. Each agency shall
provide OIRA, at such times and
in the manner specified by the
Administrator of OIRA, with ad-
vance notification of any signifi-
cant guidance documents. Each
agency shall take such steps as
are necessary for its Regulatory
Policy Officer to ensure the agen-

Guidance Documents

cy’s compliance with the require-
ments of this section. Upon the
request of the Administrator, for
each matter identified as, or deter-
mined by the Administrator to be,
a significant guidance document,
the issuing agency shall provide
to OIRA the content of the draft
guidance document, together with
a brief explanation of the need for
the guidance document and how
it will meet that need. The OIRA
Administrator shall notify the
agency when additional consulta-
tion will be required before the is-
suance of the significant guidance
document.

Good Guidance
Practices Bulletin

On Jan. 18, the White House
Office of Management and Budget
issued its Final Bulletin for Agency
Good Guidance Practices (Bulle-
tin). The Bulletin further clarifies
the definition of significant guidance
documents as well as instructs agen-
cies on “policies and procedures for
the development, issuance, and use of
significant guidance documents.”

The Bulletin’s release was
not as surprising as that of the E.O.
amendments. In fact, a draft E.O.
had been circulating within the agen-
cies that appeared to focus only on

7
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the Bulletin changes. However, it
appears the E.O. changed to include
other items discussed in this paper af-
ter agency reviews of the drafts.

The Bulletin first appeared
in its proposed form late in 2005. It
was announced in the Federal Regis-
ter on Nov. 30, 2005, and was opened
for public comment.” In those com-
ments, public interest groups (includ-
ing OMB Watch) criticized the Bul-
letin for its potential to allow OMB
to interfere unnecessarily in agency
practices. Industry organizations ex-
pressed their support for the Bulletin,
citing their desire for OIRA to review
guidance documents in the same way
it reviews regulations.

Definitions Added

The Bulletin defines guid-
ance documents to include “interpre-
tive memoranda, policy statements,
guidances (sic), manuals, circulars,
memoranda, bulletins, advisories,
and the like.” Federal agencies is-
sue thousands of guidance documents
each year relating to hundreds of dif-
ferent types of activities.

As Section 9 of the amended
E.O. also clearly states, the OIRA
administrator has the power to deter-
mine which guidance documents are
significant, thus submitting them to
the review process, as well as when
“additional consultation” is needed
before a document can be issued.
Section 1(4) provides that the head of
an agency, “in consultation and con-

currence” with the OIRA administra-
tor, may exempt categories of signifi-
cant documents from the Bulletin’s
requirements.

Section I(5) of the Bulletin
adds a further category of guidance
document, the economically signifi-
cant guidance document which is:

“a significant guidance document
that may reasonably be antici-
pated to lead to an annual effect
on the economy of $100 million
or more or adversely affect in a
material way the economy or a
sector of the economy, except that
economically significant guidance
documents do not include guid-
ance documents on Federal ex-
penditures and receipts.”

The definitions of both sig-
nificant and economically significant
guidance documents include docu-
ments that “may reasonably be antici-
pated to lead to” certain conditions.
This language applies to all four con-
ditions in the definition of significant
guidance document, and the Bulletin
“makes clear that the impacts of guid-
ance often will be more indirect and
attenuated than binding legislative
rules.”

Impact

The new policies will place
agency guidance documents squarely
under the authority of the administra-
tion via OIRA. By subsuming guid-
ance documents to a review process
almost identical to the review process
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OIRA uses to review and approve reg-
ulations, the extent of OIRA’s reach
into agencies’ responsibilities will be
at an all-time high, as will the influ-
ence and access of regulated sectors.
All of the documents deemed signifi-
cant will now come under review by
OIRA’s staff of 55 people.

The fourth part of this defini-
tion, raising ‘“novel legal or policy is-
sues arising out of legal mandates, the
President’s priorities, or principles set
forth in this Ex-
ecutive  order,”
is nearly broad
enough to permit
OIRA to sweep
into its review
any guidance it
wishes to review. As a result, the ad-
ministration has redefined the APA,
which specifically exempts interpre-
tive rules and policy statements from
the notice-and comment process.

Reasons for Incorporating Guidance
Documents into OMB Regulatory
Process

The Bulletin provides the
justifications for including guidance
documents. One reason is that too
many of the documents are “poorly
designed or improperly implement-
ed,” and they “may not receive the
benefit of careful consideration” that
would come from the equivalent of
the regulatory review process. At the
least, this is judging the documents
by a different standard — OIRA’s
standard — and not the standard that

Guidance Documents

experts in the agencies might use. At
the worst, it impugns the competence
of those agency employees respon-
sible for developing guidance.

Another justification is that
because “it is procedurally easier to
issue guidance documents, there also
may be an incentive for regulators
to issue guidance documents in lieu
of regulations.” From the agencies’
perspective, this might occur because
it presents the opportunity to have

Subjecting guidance documents to require-
ments similar to the rulemaking process
will undermine much of [their] utility.

people knowledgeable about the issue
provide guidance to those being regu-
lated. This differs from the regulatory
process because of OIRA’s interven-
tion in and monitoring of the devel-
opment of rules. Subjecting guidance
documents to requirements similar to
the rulemaking process will under-
mine much of the utility of guidance
documents without addressing the
reasons agencies are turning to guid-
ance rather than using the convoluted
regulatory process.

Implications on Agency Practices

Furthermore, according to
the Bulletin, the “relevant economic
impacts include those that may be
[emphasis added] imposed by Federal
agencies, state, or local governments,
or foreign governments that affect the
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U.S. economy, as well as impacts that
could arise from private sector con-
duct.” This creates a largely specula-
tive analysis to be conducted by the
agencies, even assuming reasonably
anticipated effects by the third par-
ties. The Bulletin does not, however,
require a formal regulatory impact
analysis, so it is unclear just how this
determination is to be conducted.

The language defining sig-
nificant and economically signifi-
cant guidance documents — those
that “may reasonably be anticipated
to lead to” the four conditions in the

QIRA will have the potential to keep the
agencies in an endless loop of analysis
and lead to endless regulatory delays!

definition — will allow OIRA to in-
clude in its review and/or will re-
quire agencies to analyze nearly any
significant guidance document OIRA
wishes to review, hinder, or stop. In
other words, it will be even easier to
reasonably anticipate that a guidance
document will have a significant ef-
fect on the economy than will a regu-
lation. The reasonable people doing
the anticipating no doubt work for
OIRA or regulated industries. Cou-
pled with the “economic impacts”
language described above, OIRA will
have the potential to keep the agen-
cies in an endless loop of analysis and
lead to endless regulatory delays.

During the public comment
period, several commenters won-
dered what might be an example of an
“economically significant guidance
document.” The Bulletin provides
this example:

Similarly, an agency might make
a pronouncement about the con-
ditions under which it believes a
particular substance or product is
unsafe. While not legally binding,
such a statement could reasonably
be anticipated to lead to changes
in behavior by the private sector
or governmental authorities such
that it would lead
to a significant
economic effect.
Unless the guid-
ance document
is exempted due
to an emergency
or other appropriate consideration,
the agency should observe the no-
tice-and-comment procedures of
section I'V.

Determining the safety of a
substance or product involves some
scientific assessment. In reviewing
scientific conclusions, OIRA will
have the opportunity to substitute an
economic analysis for a scientific one,
and manipulate the scientific findings
in the process. This substitution, or
even second-guessing the scientific
judgment, could lead to substantial
delays in protecting the public.

For example, the Centers
for Disease Control and Prevention
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(CDC) recently issued guidance re-
garding actions businesses, urban gov-
ernments, and school districts should
take if an influenza pandemic occurs
before a vaccine becomes available.
The CDC planning document’s wide-
ranging recommendations could eas-
ily have a significant economic im-
pact, which would trigger a review
by OIRA under the new requirements
and cause months of delays. If OIRA
so chooses, the impacts of delaying
regulations and guidance could affect
a broad range of public protections.

After internal approval, the
agency will send drafts of significant
guidance documents to OIRA for re-
view. Unlike the detailed procedures
for OIRA’s review of regulations, the
procedures for OIRA’s review of guid-
ance is relatively vague. The Regula-
tory Policy Officer is responsible for
ensuring that the agency sends a draft
of the significant guidance to OIRA,
along with an explanation of the need
for the guidance and how the guid-
ance document will meet that need.
OIRA will “notify the agency when
additional consultation is required be-
fore the issuance of a significant guid-
ance document.”

Beyond this grant of author-
ity, there is little explanation in the
Bulletin of OIRA’s role in the review
process. There are no timelines for
completing the review, and there is
vague language about the administra-
tor’s ability to exempt guidance for an
emergency or “other appropriate con-
sideration.”
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While the Bulletin itself is
relatively vague, OMB hints as to
how it plans to enforce the bulletin in
the preamble. For instance,

* OMB states that the term “guid-
ance document” “is not limited
only to written guidance materi-
als and should not be construed
as such. Online databases, power
point presentations or other mate-
rials used to communicate guide-
lines would also be subjected to

the bulletin.”

* OMB excludes “opinion letters
or letters of interpretation pre-
pared for or in response to an in-
quiry from an individual person
or entity” from the definition of
significant guidance, such as let-
ters sent by the Department of
Labor’s Wage and Hour Division
to employers seeking advice on
wage and hour laws. OMB also
excludes service announcements
from the National Weather Ser-
vice. However, the definition of
significant guidance put forward
in the bulletin would still seem to
include these categories of guid-
ance, and it would be up to the
discretion of OIRA to disqualify
them as such.

* More startling, OMB declares
that agency pronouncements on
substance or product safety could
constitute “economically signifi-
cant guidance.” This assessment
could set a dangerous standard,
forcing agencies to go through
burdensome procedures before
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alerting the public to a potential
health or safety hazard. How
OMB decides that Weather Ser-
vice announcements don’t require
significant review but consumer
product warnings do is unclear.

* OMB also suggests that the agen-
cy might decide to go through
multiple drafts before issuing a fi-
nal guidance, potentially extend-
ing the process indefinitely:

After providing an opportunity for
comment, an agency may decide,
in its discretion, that it is appro-
priate to issue another draft of the
significant guidance document.
The agency may again solicit
comment by publishing a notice
in the Federal Register, posting a
draft on the Internet and making
the draft available in hard copy. . .
In addition, the response-to-com-
ments document should address
the additional comments received
on the revised draft.

In the end, the review of guid-
ance documents by OIRA will simply
result in more delay and more White
House control over the substantive
work of the agencies. It will inevita-
bly lead to a usurpation of agencies’
authority.

Public Participation

The public feedback sec-
tion of the Bulletin creates an agency
notice-and-comment procedure for
significant guidance documents that

parallels the procedure used for regu-
lations. Each agency must establish
an electronic means of allowing pub-
lic comment and requesting changes
to significant and economically sig-
nificant guidance documents, and
provide a complaints office where
concerns over “problematic guidance
documents” can be directed. “At any
time, the public also may request that
an agency modify or rescind an exist-
ing significant guidance document.”
Although a formal response to com-
ments is not required, the agency may
“in consultation with the Administra-
tor” of OIRA decide to respond to
comments by “updating or altering
the significant guidance document.”

The notice-and-comment
procedures don’t have to be used,
however, even though the public may
request changes. The procedures pro-
vide regulated industries especially
with a chance to argue against or to
modify guidance. With its superior
resources and access to electronic pro-
cedures, the Bulletin builds in access
advantages for the regulated indus-
tries as it has done with the regulatory
process. The Bulletin urges agen-
cies to provide “pre-adoption notice-
and-comment procedures” because
“providing pre-adoption opportunity
for comment on significant guidance
documents can increase the quality of
the guidance and provide for greater
public confidence in and acceptance
of the ultimate agency judgments.”
No doubt OIRA will recommend
a notice-and-comment opportunity
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when it wants to delay issuance even
if the agency thinks it’s unnecessary
or impractical.

The process for economically
significant guidance documents re-
quires a notice-and-comment proce-
dure and a “robust response-to-com-
ments document”. Unlike the process
for significant guidance, this section
requires an APA-like process. If an
agency decides “in its discretion” to
issue another draft of the economi-
cally significant guidance, then pub-
lication, notice-and-comment, and
response-to-comments  procedures
commence again.
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The Bush administration has
further reduced public protections
by putting special interests’ concerns
above the general public’s concerns.
For six years, administration appoin-
tees have manipulated how agencies
use regulatory tools such as cost-ben-
efit analysis and peer review. They
have delayed, diminished or destroyed
regulations Congress mandated agen-
cies to promulgate.

The administration has consis-
tently attacked the quality of scientific
information, the scientific expertise of

CONCLUSION

agency professionals, and the integrity
of the scientific process at large.

The executive order amend-
ments, coupled with the good guidance
practices bulletin, have further concen-
trated control of the regulatory process
inthe White House, especially in OIRA,
at the expense of both the separation of
powers and agency discretion.

By bringing agency guidance
documents under OIRA review, these
amendments to the E.O. will lead to
further delay of regulatory implemen-
tation. They will place the technical
interpretations of legislative mandates
not with the agencies but with OIRA—a
clear usurpation of agencies’ authority.

The real loser, however, is
the public. In the end, less regula-
tion means less protection. Instead
of a regulatory cop on the beat, we
have none. Instead of addressing
regulatory gaps, we operate based on
whether these gaps have political con-

sequences. Unfortunately, there are
real consequences from these actions
and inactions for public protections.
Our government should be doing
more, not less, to protect the public.
The amended E.O. and guidance bul-
letin move the regulatory process in
the wrong direction.

Every year, more than 40,000
people die on our nation’s highways.
Foodborne illnesses kill an estimated
5,000 and sicken 76 million. Nearly
6,000 workers die as a result of injury
on the job, with an additional 50,000 to
60,000 killed by
occupational dis-
ease. And asthma
— linked to air pol-
lution — is rising dramatically, afflict-
ing 17 million, including six million
children.

The amendments and the
guidance bulletin go into effect in late
July, and only then will we be able to
gauge the full impacts of the changes.
In the meantime, look for OIRA to
issue guidance to agencies clarifying
the new amendments, probably by
amending Circular A-4, Regulatory
Analysis, which is the current direc-
tive used by the agencies. We urge
Congress to give tough scrutiny to
any new directive OIRA releases and
continue oversight of these important
regulatory issues.

There is real danger to our
constitutional system from this arro-
gation of power. Equally significant,
in our opinion, is the real danger pre-
sented to the American public from
the delay or refusal to regulate dan-
gerous activities.
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| Endnotes
1. OMB Watch, Through the Corridors of Power, 1987

2. OIRA was created by the 1980 Paperwork Reduction Act (PRA). Although
established by law to implement the PRA, from its first day it also had re-
sponsibility for implementing regulatory review functions as prescribed by the
president.

3. See for example, the testimony of William L. Kovacs, Vice President,
U.S. Chamber of Commerce, at a Joint Hearing Before the Subcommittee on
Investigations and Oversight, Committee on Science and Technology, and the
Subcommittee on Commercial and Administrative Law, Committee on the
Judiciary, U.S. House of Representatives, Amending Executive Order 12866
Good Governance or Regulatory Usurpation? February 13, 2007. Available
at: http://democrats.science.house.gov/Media/File/Commdocs/hearings/2007/
oversight/13feb/kovacs_testimony.pdf

4. OMB Watch, Regulation and Competitiveness: Regulatory Policy issue
Brief, February 2006. The brief cites the considerable body of literature which
counters these industry arguments. Available at: http://www.ombwatch.org/
regs/compete/regandcompetitiveness.pdf.

5. OMB Watch has documented this on-going process. (See http://www.
ombwatch.org/article/archive/235). See for example, The New York Times
(http://www.nytimes.com/2007/03/09/business/09tax.html) about tax regu-
lations being outsourced to the regulated industry, and The Washington

Post (http://www.washingtonpost.com/wp-dyn/content/article/2007/03/11/
AR2007031101197.html) about the financial industry fighting regulations in
the post-Enron era.

6. This philosophy was evident in her comments on airbags while employed
by the Mercatus Center: “If air bags protect lives, and consumers demand
them, it is reasonable to assume that automobile manufacturers would have
installed air bags in the absence of federal requirements to do so.” Dudley
believes the free market should be given time to correct problems even when
a simple regulation, such as requiring airbags in new cars, could quickly and
dramatically improve public safety. (From: Susan E. Dudley, Regulatory
Studies Program Comments: Advanced Air Bags 7 (Dec. 17, 1998), available
at: http://mercatus.org/repository/docLib/MC RSP PIC1998-04 NHTSAA-
irBags 981130.pdf. Document no longer available; see Public Citizen and
OMB Watch , The Cost is Too High: How Susan Dudley Threatens Public
Protections. (Sept. 2006), p. 17, available at: http://www.ombwatch.org/
regs/2006/dudleyreport.pdf’)

7. The proposed bulletin is available at: http://www.ombwatch.org/regs/2005/
guidancebulletin_draft.pdf. Comments on the bulletin made by Citizens for
Sensible Safeguards (a coalition run by OMB Watch) are available at: http://



| List of External Appendices

APPENDIX 1: Text of E.O. 12866 as amended by E.O. 13422

Executive Order 12866 of September 30, 1993, as amended by E.O. 13258
of February 26, 2002 and E.O. 13422 of January 18, 2007: REGULATORY
PLANNING AND REVIEW (http://www.sba.gov/advo/laws/eo12866.pdf)

APPENDIX 2: Text of E.O. 12866 with all parts stricken and parts added
highlighted

Executive Order 12866 of September 30, 1993, as amended by E.O. 13258 of
February 26, 2002 and E.O. 13422 of January 18, 2007. The original text of
E.O. 12866 remains, with parts stricken and parts added by the two subsequent
executive orders highlighted. (http://www.ombwatch.org/regs/PDFs/
EOchangeshighlighted.pdf)

APPENDIX 3: Text of E.O. 13422

Executive Order: Further Amendment to Executive Order 12866 on Regula-
tory Planning and Review (http://www.whitehouse.gov/news/
releases/2007/01/20070118.html)

APPENDIX 4: Text of Good Guidance Practices Bulletin

Final Bulletin for Agency Good Guidance Practices (January 25, 2007) (http://
www.whitehouse.gov/omb/fedreg/2007/012507 good guidance.pdf)
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