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AMENDING EXECUTIVE ORDER 12866: GOOD
GOVERNANCE OR REGULATORY USURPA-
TION?

TUESDAY, FEBRUARY 13, 2007

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON COMMERCIAL
AND ADMINISTRATIVE LAW,
COMMITTEE ON THE JUDICIARY,
Washington, DC.

The Subcommittee met, pursuant to notice, at 2:05 p.m., in Room
2141 of the Rayburn House Office Building, the Honorable Linda
Sanchez (Chairwoman of the Subcommittee) presiding.

Ms. SANCHEZ. The hearing of the Subcommittee on Commercial
and Administrative Law will now come to order.

I would like to begin by welcoming everyone to the first hearing
of this Subcommittee of the 110th Congress, and in particular I
wish to extend warm regards to the Ranking Member of the Sub-
committee, Mr. Cannon. I very much look forward to our working
together. I would also like to welcome the two newest Members to
the Judiciary Committee, Mr. Johnson and Mr. Jordan, to the Sub-
committee.

At the request of a minority Member of the Science Committee,
we moved the starting time of this hearing from 1 to 2 p.m. to ac-
commodate the Science Committee hearing that has just concluded,
and I appreciate the cooperation of our Ranking Member and the
indulgence of our witnesses and attendees.

I will now recognize myself for a short statement.

Over the last several weeks, I have been reading some very dis-
turbing news reports and commentaries about an Executive Order
issued last month by President Bush. The new Order substantially
amends Executive Order 12866, an Order that has guided the OMB
regulatory review process for the last 13 years. This new Order re-
quires agencies to identify specific “market failures” or problems
that warrant a new regulation. Furthermore, agency heads are now
required to designate a presidential appointee as an “agency policy
officer” to control upcoming rulemaking. In a sense, the Executive
Order politicizes regulations, many of which were specifically cre-
ated by experts to protect the health and safety of our citizens. I
am concerned that the main thrust of this new Order appears to
shift control of the regulatory process from the agencies—the enti-
ties that have the most substantive knowledge and experience to
the White House.
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The primary purpose of this regulatory process is to provide
guidance and interpret technical policies, often at the request of in-
dustry. Unfortunately, we don’t know what prompted President
Bush to undertake a major overhaul of this proven process. There
is some speculation as to the Administration’s reasoning. The New
York Times, for example, reported that this new Executive Order
“strengthens the hand of the White House in shaping rules that
have, in the past, often been generated by civil servants and sci-
entific experts.” Others claim that this is just another clandestine
“power grab” by the Administration.

These thoughts and concerns are not just being expressed by the
so-called liberal media or partisan hacks. CRS, for example, says
that the revisions made by Executive Order 13422 “represent a
clear expansion of presidential authority over rulemaking agen-
cies.” CRS also notes that the Order can be viewed as part of a
broader statement of presidential authority presented throughout
the Bush administration—from declining to provide access to Exec-
utive Branch documents and information to creating presidential
signing statements indicating that certain statutory provisions will
be interpreted consistent with the President’s view of the “unitary
executive.”

That is a rather serious observation coming from a preeminently
nonpartisan source. And the fact that Subcommittees from both the
Judiciary and Science Committees are looking into this issue I
think underscores the serious concerns that the Order appears to
present.

To help shed some light on these issues, we have with us today
a truly notable witness panel. We are pleased to have a representa-
tive from the Administration, as well as two former Administration
officials. We also have the author of the CRS report that I men-
tioned earlier, as well as one of the leading academics on presi-
dential review of rulemaking. Accordingly, I very much look for-
ward to hearing their testimony, and appreciate their willingness
to participate.

[The prepared statement of Ms. Sanchez follows:]

PREPARED STATEMENT OF THE HONORABLE LINDA T. SANCHEZ, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF CALIFORNIA, AND CHAIRWOMAN, SUBCOMMITTEE ON
COMMERCIAL AND ADMINISTRATIVE LAW

Over the last several weeks, I've been reading some very disturbing news reports
and commentaries about an executive order issued last month by President Bush.
The new Order substantially amends Executive Order 12866, an order that has
guided the OMB regulatory review process for the last 13 years. This new Order
requires agencies to identify specific “market failures” or problems that warrant a
new regulation. Furthermore, agency heads are now required to designate a presi-
dential appointee as an “agency policy officer” to control upcoming rulemaking.

In a sense, this Executive Order politicizes regulations, many of which were spe-
cifically created by experts to protect the health and safety of our citizens.

I am concerned that the main thrust of this new Order appears to shift control
of the regulatory process from the agencies—the entities that have the most sub-
stantive knowledge and experience—to the White House.

The primary purpose of this regulatory process is to provide guidance and inter-
pret technical policies, often at the request of industry.

Unfortunately, we don’t know what prompted President Bush to undertake a
major overhaul of this proven process.

There is some speculation as to the Administration’s reasoning. The New York
Times, for example, reported that this new Executive Order “strengthens the hand
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of the White House in shaping rules that have, in the past, often been generated
by civil servants and scientific experts.”

Others claim this is just another clandestine “power grab” by the Administration.

These thoughts and concerns are not just being expressed by the so-called liberal
media or partisan hacks. CRS, for example, says the revisions made by Executive
Order 13422 “represent a clear expansion of presidential authority over rulemaking
agencies.”

CRS also notes that the Order “can be viewed as part of a broader statement of
presidential authority presented throughout the Bush Administration—from declin-
ing to provide access to Executive branch documents and information to creating
presidential signing statements indicating that certain statutory provisions will be
interpreted consistent with the President’s view of the ‘unitary executive.””

That’s a rather serious observation coming from a preeminently nonpartisan
source.

And the fact that subcommittees from both the Judiciary and Science Committees
are looking into this issue I think underscores the serious concerns that the Order
appears to present.

To help shed some light on these issues, we have with us today a truly notable
witness panel. We are pleased to have a representative from the Administration as
well as two former Administration officials. We also have the author of the CRS re-
port that I mentioned earlier as well as one of the leading academics on Presidential
review of rulemaking.

Accordingly, I very much look forward to hearing their testimony and appreciate
their willingness to participate.
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ATTACHMENT

Executive Order 12866 as amended by Executive Orders 13258 and 13422

Federal Register: September 30, 1993 (Volume 58)]
[Presidential Documents]
{Page 51735)]

Executive Order 12866 of 30, 1993--Regulatory Planning and Review

The American people deserve a regulatory system that works for them, not against them:
a regulatory system that protects and improves their health, safety, environment, and
well-being and improves the performance of the without i i bl
or unreasonable costs on society; regulatory policies that recogni o that the private sector (Pormattedt underine |
and private markets are the best engine for ic growth; Yy hes that

respect the role of State, local, and tribal governments; and regulanons that are effective,

consistent, sensible, and understandable. We do not have such a regulatory system today.

With this Executive order, the Federal Government begins a program to reform and make

morc efﬁclent thc rcgulamry process. The objectives of this Executive order are to

ion with respect to both new and exlstmg regulations; to

reaffirm the pnmacy of Federal ies in the regulatory decisi ...‘mg process; to
restore the integrity and legitimacy of latory review and oversight; and to make the
process more accessible and open to the public. In pursuing these objectives, the
regulatory process shall be conducted so as to meet applicable statutory requi and

with due regard to the discretion that has been entrusted to the Federal agencies.
Accordingly, by the authority vested in me as President by the Constitution and the laws
of the United States of America, it is hcreby ordered as follows:
Section l S of Regulatory Philosophy and Principles. (a) Thc Regulatory
Phil y. Federal ies should p 1} only such 1 as are ired by
law, are necessary to interpret the la.w, or are made necessary by compelling pubhc need,
such as material faitures 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
shail be understood to include both quanuﬂablc measures (to the fullest extent that these
can be usefully esti d) and quali of costs and benefits that are difficult
to quantify, but nevertheless essential to consider. Further, in choosing among alternative
regulatory approaches agencies should select those approaches that maximize net
beneﬁrs {incl ial economic, envi 1, public health and safety, and other
2 disu'ibulive imp and equity), unless a statute requires another regulatory
approach.
(b) The Principles of Regulation. To ensure that the agencies' regulatory programs are
consistent with the philosophy set forth above, agencies should adhere to the following
principles, to the extent permitted by law and where applicable:

1) Each agency shall identify in writing the specific market failure (suchas -
externalities, market power, fack of information) or other specific problem that

it intends to address (incuding, where applicable, the failures of public Deletad: Euch agency shall identify the
institutions) that warrant new agency action, as well as assess the significance of | Problem that it intends to address

(including. where applicuble, the fuilures.

that problern, to enable assessment of whether any new requlation is warranted.” e of private tnarkets or public tnstiturions
that warvant new agency action) as well
&s ssess the significance of that problem.




(2) Each agency shall examine whether existing regulanons (or other law) have created,
or contributed to, the problem that a new I} is to correct and whether
those regulations (or other law) should be modified to achieve the intended goal of
regulation more effectively.

(3) Each agency shall identify and assess available alternatives to direct regulation,
including providing economic incentives to encourage the desired behavior, such as user
fees or marketable permits, or providing information upon which choices can be made by
the public.

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

jurisdiction.
(5) ‘When an agency d ines that a regulation is the best available method of

ieving the 'y objective, it shall design its regulations in the most cost-effective
manner to achieve Lhe rcgulawry objecnve In doing so, each agency shall consider
incentives for i dictability, the costs of enforcement and

compliance (to the govemmem, regulatsd entities, and the public), flexibility, distributive
impacts, and equity.

(6) Each agency shall assess both the costs and the benefits of the intended regulation
and, recognizing that some costs and benefits are difficult to quantify, propose or adopt a
regulation only upon a reasoned determination that the benefits of the intended regulation

justify its costs.

(7) Each agency shall base its decisions on the best i scientific,
technical, economic, and other information concerning the need for, and consequences of,
the i ded lation_or guidance doel

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

(9) Wherever fcnsnble, agencms shall seek views of appropriate State, local, and tribal

officials before imposing that might significantly or uniquely
affect those governmental entities. Each agency shall assess the effects of Federal
regulations on State, local, and tribal g ifically the availability

of resources to carry out those mAndms and seek to minimize those bu.rdcns that
uniquely or significantly affect such governmental entities, consistent with achieving
regulatory objectives. In addition, as appropriate, agencics shall seek to harmonize
Federal regulatory actions with related State, local, and tribal regulatory and other
governmental functions.

(10) Each agency shall avoid regulations and guidance docuiments that are
incompatible, or duplicative with its other regulations and guidance documents ¢
of other Federal agencies

burden on society, including individuals, businesses of dlff:nng sizes, and other entities
(including small communities and governmental entities), consistent with obtaining the
regulatory objectives, taking mto account, among other things, and to the extent

icable, the costs of ve




(12) Each agency shall draft its regulations and guidance documents to be simple and . - { Formatted: Font color: Red
€asy to understand, with the goal of minimizing the potential for uncertainty and

litigation arising from such uncertainty.

Sec. 2. Organization, An efficient regulatory planning and review process is vital to

ensure that the Federal Government's regulatory system best serves the American people.

(a) The Agencies. B Federal ies are the repositories of significant sut ive

pertise and experi they are responsible for developing regulations and guidance _ _ _ .. - { Formattsd: Fork color: Red
documents and assuring that the regulations and guidance documents are consistent with _ _ -

order.
(b) The Office of Management and Budget, Coordinated review of agency rulemaking is
necessary (o ensure that regulations and guidance documents are consistent with . .- { Pormattad: Font color: Red

order, and that decisions made by one agency do not conflict with the policies or actions
taken or planned by another agency. The Office of Management and Budget (OMB) shall
carry out that review function. Within OMB, the Office of Information and Regulatory
Affairs (OIRA) is the repository of expertise concerning regulatory issues, including
methodologies and procedures that affect more than one agency, this Executive order,
and the President's regulatory policies. To the extent permitted by taw, OMB shall
provide guidance to agencies and assist the President, and other regulatory poli
advisors to the President in regulatory planning and shall be the entity that revi
individual regulations and guidance documents, as provided by this Executi
(c)Assistan n fulfilling hig responsibiliti xecuti

shall be assisted by the regulatory policy ady

xecut e Deletad: The Vice President. The Viee
ithi i v President is the principal advisoe to the
within the Executive Office of the A e o o principel v ta
developroent and presentation of
recommend

President and by such agency officials and personnel as the President may,

time, consult. N 0 ftions conceming, regulatory
L. P N [N 3 5 set forth
Sec. 3. Defi For purposes of this order: R R i e iem b3

() "Advisors" refers to such regulatory policy advisors to the President as the President
nay from time (o time consult, including, among others: W

(1) the Director of OMB;

(2) the Chair (or another member) of the Council of Economic Advisers;

(3) the Assistant to the President for Economic Policy;

(4) the Assistant to the President for Domestic Policy;

(5) the Assistant to the President for National Security Affairs;, -

6).the Director of the Office of Science and Technology Policy;

{7)the Deputy Assistant to the President and Director for Interpovernmental Affairs;

(8) the Assistant to the President and Staff Secretary;

(9) the Assistant to the President and Chief of Staff to the Vice President;

(10) the Assistant to the President and Counsel to the President;

(11} the Chairman of the Coyncil on Environmental Quality and Director of the Office of _

Environmental Quality; and T

(12) the Assistant to the President for Homeland Security:

(13) the Administrator of OIRA, who also shall coordinate Eén:nﬁlﬁ;li“c‘at_i(—)ﬂs_r_el‘a-tiﬁ_g o -
this Executive order among the agencies, OMB, the other Advisors, and the Office of the

Vice President.

Deletad: the Assistant to the President
for Intergovermental Affairs
Deleted: the Deputy Assistant to the

President and Directar of the White
House Office on Environmental Policy
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The primary purpose of this regulatory process is to provide
guidance and interpret technical policies, often at the request of in-
dustry. Unfortunately, we don’t know what prompted President
Bush to undertake a major overhaul of this proven process. There
is some speculation as to the Administration’s reasoning. The New
York Times, for example, reported that this new Executive Order
“strengthens the hand of the White House in shaping rules that
have, in the past, often been generated by civil servants and sci-
entific experts.” Others claim that this is just another clandestine
“power grab” by the Administration.

These thoughts and concerns are not just being expressed by the
so-called liberal media or partisan hacks. CRS, for example, says
that the revisions made by Executive Order 13422 “represent a
clear expansion of presidential authority over rulemaking agen-
cies.” CRS also notes that the Order can be viewed as part of a
broader statement of presidential authority presented throughout
the Bush administration—from declining to provide access to Exec-
utive Branch documents and information to creating presidential
signing statements indicating that certain statutory provisions will
be interpreted consistent with the President’s view of the “unitary
executive.”

That is a rather serious observation coming from a preeminently
nonpartisan source. And the fact that Subcommittees from both the
Judiciary and Science Committees are looking into this issue I
think underscores the serious concerns that the Order appears to
present.

To help shed some light on these issues, we have with us today
a truly notable witness panel. We are pleased to have a representa-
tive from the Administration, as well as two former Administration
officials. We also have the author of the CRS report that I men-
tioned earlier, as well as one of the leading academics on presi-
dential review of rulemaking. Accordingly, I very much look for-
ward to hearing their testimony, and appreciate their willingness
to participate.

[The prepared statement of Ms. Sanchez follows:]

PREPARED STATEMENT OF THE HONORABLE LINDA T. SANCHEZ, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF CALIFORNIA, AND CHAIRWOMAN, SUBCOMMITTEE ON
COMMERCIAL AND ADMINISTRATIVE LAW

Over the last several weeks, I've been reading some very disturbing news reports
and commentaries about an executive order issued last month by President Bush.
The new Order substantially amends Executive Order 12866, an order that has
guided the OMB regulatory review process for the last 13 years. This new Order
requires agencies to identify specific “market failures” or problems that warrant a
new regulation. Furthermore, agency heads are now required to designate a presi-
dential appointee as an “agency policy officer” to control upcoming rulemaking.

In a sense, this Executive Order politicizes regulations, many of which were spe-
cifically created by experts to protect the health and safety of our citizens.

I am concerned that the main thrust of this new Order appears to shift control
of the regulatory process from the agencies—the entities that have the most sub-
stantive knowledge and experience—to the White House.

The primary purpose of this regulatory process is to provide guidance and inter-
pret technical policies, often at the request of industry.

Unfortunately, we don’t know what prompted President Bush to undertake a
major overhaul of this proven process.

There is some speculation as to the Administration’s reasoning. The New York
Times, for example, reported that this new Executive Order “strengthens the hand
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of the White House in shaping rules that have, in the past, often been generated
by civil servants and scientific experts.”

Others claim this is just another clandestine “power grab” by the Administration.

These thoughts and concerns are not just being expressed by the so-called liberal
media or partisan hacks. CRS, for example, says the revisions made by Executive
Order 13422 “represent a clear expansion of presidential authority over rulemaking
agencies.”

CRS also notes that the Order “can be viewed as part of a broader statement of
presidential authority presented throughout the Bush Administration—from declin-
ing to provide access to Executive branch documents and information to creating
presidential signing statements indicating that certain statutory provisions will be
interpreted consistent with the President’s view of the ‘unitary executive.””

That’s a rather serious observation coming from a preeminently nonpartisan
source.

And the fact that subcommittees from both the Judiciary and Science Committees
are looking into this issue I think underscores the serious concerns that the Order
appears to present.

To help shed some light on these issues, we have with us today a truly notable
witness panel. We are pleased to have a representative from the Administration as
well as two former Administration officials. We also have the author of the CRS re-
port that I mentioned earlier as well as one of the leading academics on Presidential
review of rulemaking.

Accordingly, I very much look forward to hearing their testimony and appreciate
their willingness to participate.
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ATTACHMENT

Executive Order 12866 as amended by Executive Orders 13258 and 13422

Federal Register: September 30, 1993 (Volume 58)]
[Presidential Documents]
{Page 51735)]

Executive Order 12866 of 30, 1993--Regulatory Planning and Review

The American people deserve a regulatory system that works for them, not against them:
a regulatory system that protects and improves their health, safety, environment, and
well-being and improves the performance of the without i i bl
or unreasonable costs on society; regulatory policies that recogni o that the private sector (Pormattedt underine |
and private markets are the best engine for ic growth; Yy hes that

respect the role of State, local, and tribal governments; and regulanons that are effective,

consistent, sensible, and understandable. We do not have such a regulatory system today.

With this Executive order, the Federal Government begins a program to reform and make

morc efﬁclent thc rcgulamry process. The objectives of this Executive order are to

ion with respect to both new and exlstmg regulations; to

reaffirm the pnmacy of Federal ies in the regulatory decisi ...‘mg process; to
restore the integrity and legitimacy of latory review and oversight; and to make the
process more accessible and open to the public. In pursuing these objectives, the
regulatory process shall be conducted so as to meet applicable statutory requi and

with due regard to the discretion that has been entrusted to the Federal agencies.
Accordingly, by the authority vested in me as President by the Constitution and the laws
of the United States of America, it is hcreby ordered as follows:
Section l S of Regulatory Philosophy and Principles. (a) Thc Regulatory
Phil y. Federal ies should p 1} only such 1 as are ired by
law, are necessary to interpret the la.w, or are made necessary by compelling pubhc need,
such as material faitures 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
shail be understood to include both quanuﬂablc measures (to the fullest extent that these
can be usefully esti d) and quali of costs and benefits that are difficult
to quantify, but nevertheless essential to consider. Further, in choosing among alternative
regulatory approaches agencies should select those approaches that maximize net
beneﬁrs {incl ial economic, envi 1, public health and safety, and other
2 disu'ibulive imp and equity), unless a statute requires another regulatory
approach.
(b) The Principles of Regulation. To ensure that the agencies' regulatory programs are
consistent with the philosophy set forth above, agencies should adhere to the following
principles, to the extent permitted by law and where applicable:

1) Each agency shall identify in writing the specific market failure (suchas -
externalities, market power, fack of information) or other specific problem that

it intends to address (incuding, where applicable, the failures of public Deletad: Euch agency shall identify the
institutions) that warrant new agency action, as well as assess the significance of | Problem that it intends to address

(including. where applicuble, the fuilures.

that problern, to enable assessment of whether any new requlation is warranted.” e of private tnarkets or public tnstiturions
that warvant new agency action) as well
&s ssess the significance of that problem.




(2) Each agency shall examine whether existing regulanons (or other law) have created,
or contributed to, the problem that a new I} is to correct and whether
those regulations (or other law) should be modified to achieve the intended goal of
regulation more effectively.

(3) Each agency shall identify and assess available alternatives to direct regulation,
including providing economic incentives to encourage the desired behavior, such as user
fees or marketable permits, or providing information upon which choices can be made by
the public.

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

jurisdiction.
(5) ‘When an agency d ines that a regulation is the best available method of

ieving the 'y objective, it shall design its regulations in the most cost-effective
manner to achieve Lhe rcgulawry objecnve In doing so, each agency shall consider
incentives for i dictability, the costs of enforcement and

compliance (to the govemmem, regulatsd entities, and the public), flexibility, distributive
impacts, and equity.

(6) Each agency shall assess both the costs and the benefits of the intended regulation
and, recognizing that some costs and benefits are difficult to quantify, propose or adopt a
regulation only upon a reasoned determination that the benefits of the intended regulation

justify its costs.

(7) Each agency shall base its decisions on the best i scientific,
technical, economic, and other information concerning the need for, and consequences of,
the i ded lation_or guidance doel

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

(9) Wherever fcnsnble, agencms shall seek views of appropriate State, local, and tribal

officials before imposing that might significantly or uniquely
affect those governmental entities. Each agency shall assess the effects of Federal
regulations on State, local, and tribal g ifically the availability

of resources to carry out those mAndms and seek to minimize those bu.rdcns that
uniquely or significantly affect such governmental entities, consistent with achieving
regulatory objectives. In addition, as appropriate, agencics shall seek to harmonize
Federal regulatory actions with related State, local, and tribal regulatory and other
governmental functions.

(10) Each agency shall avoid regulations and guidance docuiments that are
incompatible, or duplicative with its other regulations and guidance documents ¢
of other Federal agencies

burden on society, including individuals, businesses of dlff:nng sizes, and other entities
(including small communities and governmental entities), consistent with obtaining the
regulatory objectives, taking mto account, among other things, and to the extent

icable, the costs of ve




(12) Each agency shall draft its regulations and guidance documents to be simple and . - { Formatted: Font color: Red
€asy to understand, with the goal of minimizing the potential for uncertainty and

litigation arising from such uncertainty.

Sec. 2. Organization, An efficient regulatory planning and review process is vital to

ensure that the Federal Government's regulatory system best serves the American people.

(a) The Agencies. B Federal ies are the repositories of significant sut ive

pertise and experi they are responsible for developing regulations and guidance _ _ _ .. - { Formattsd: Fork color: Red
documents and assuring that the regulations and guidance documents are consistent with _ _ -

order.
(b) The Office of Management and Budget, Coordinated review of agency rulemaking is
necessary (o ensure that regulations and guidance documents are consistent with . .- { Pormattad: Font color: Red

order, and that decisions made by one agency do not conflict with the policies or actions
taken or planned by another agency. The Office of Management and Budget (OMB) shall
carry out that review function. Within OMB, the Office of Information and Regulatory
Affairs (OIRA) is the repository of expertise concerning regulatory issues, including
methodologies and procedures that affect more than one agency, this Executive order,
and the President's regulatory policies. To the extent permitted by taw, OMB shall
provide guidance to agencies and assist the President, and other regulatory poli
advisors to the President in regulatory planning and shall be the entity that revi
individual regulations and guidance documents, as provided by this Executi
(c)Assistan n fulfilling hig responsibiliti xecuti

shall be assisted by the regulatory policy ady

xecut e Deletad: The Vice President. The Viee
ithi i v President is the principal advisoe to the
within the Executive Office of the A e o o principel v ta
developroent and presentation of
recommend

President and by such agency officials and personnel as the President may,

time, consult. N 0 ftions conceming, regulatory
L. P N [N 3 5 set forth
Sec. 3. Defi For purposes of this order: R R i e iem b3

() "Advisors" refers to such regulatory policy advisors to the President as the President
nay from time (o time consult, including, among others: W

(1) the Director of OMB;

(2) the Chair (or another member) of the Council of Economic Advisers;

(3) the Assistant to the President for Economic Policy;

(4) the Assistant to the President for Domestic Policy;

(5) the Assistant to the President for National Security Affairs;, -

6).the Director of the Office of Science and Technology Policy;

{7)the Deputy Assistant to the President and Director for Interpovernmental Affairs;

(8) the Assistant to the President and Staff Secretary;

(9) the Assistant to the President and Chief of Staff to the Vice President;

(10) the Assistant to the President and Counsel to the President;

(11} the Chairman of the Coyncil on Environmental Quality and Director of the Office of _

Environmental Quality; and T

(12) the Assistant to the President for Homeland Security:

(13) the Administrator of OIRA, who also shall coordinate Eén:nﬁlﬁ;li“c‘at_i(—)ﬂs_r_el‘a-tiﬁ_g o -
this Executive order among the agencies, OMB, the other Advisors, and the Office of the

Vice President.

Deletad: the Assistant to the President
for Intergovermental Affairs
Deleted: the Deputy Assistant to the

President and Directar of the White
House Office on Environmental Policy




(b) "Agency,” unless otherwise indicated, means any authority of the United States that is
an "agency” under 44 U.S.C. 3502(1), other than those considered to be independent
regulatory agencies, as defined in 44 U.S.C. 3502(10).

(c) "Director” means the Director of OMB.

which the agency intends to have the force and effect of law, that is designed to
implement, interpret, or prescribe law or policy or to describe the procedure or practice
requirements of an agency. It does not, however, include:

556,557;

(2) Regulations or rules that pertain to a military or foreign affairs function of the United
States, other than p lations and lations involving the import or export
of non-defense articles and services;

matters; or

(4) Any other category of lati pted by the Admini of OIRA.

(e) "Regulatory action” means any substantive action by an agency (normally published
in the Federal Register) that promulgates or is expected to lead to the promulgation of a

notices of proposed rulemaking.
(f) "Significant regulatory action" means any regulatory action that is likely to resultin a
zegulation that may:
(1) Have an annual effect on the economy of $100 million or more or adversely affect in

a material way the economy, a sector of the economy, productivity, competition, jobs, the
environment, public health or safety, or State, local, or tribal governments or
communities;

(2) Create a serious inconsistency or otherwise interfere with an action taken or planned
by another agency;

(3) Materially aiter the budgetary impact of entitl grants, user fees, or loan
programs or the rights and obligations of recipients thereof; or

(4) Raise novel legal or policy issues arising out of legal mandates, the President's
priorities, or the principles set forth in this Executive order.

£g) “Guidance document” means an agency statement of seneral applicabliltly and future
effect, other than regulatory action, that sets forth a policy on a statutory, regulatory, or
1echnical issue or an interpretation of a statutory or regulatory issue.”

{h) “Significant guidance document™

1) Means a guidance document disseminated to repulated entities ot the general public ~

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

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

(B) Create a serious inconsistency or otherwise interfere with an action taken or
Dplanned by another agency;

_ . - { Pormatted: Fonk color: Red

"~ { Pormatted: Indent: Lefi: 0.5*



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

(D) Raise novel legal or policy issues arising out of legal mandates, the President's
priorities. or the principles set forth in this Executive order; and

(2) Does not include:

(A} Guidance documents on regalations issued in accordance with the formal
rulemaking provisions of 5 U.8.C. 556, 557;

(B) Guidance documents that pertain to a military or foreign affairs function of the
United States, other than procurement regulations and regulations involving the import or
export of non-defense articles and services;

€} Guidance documents on tegulations that are limited to agency organization
management, or personnel matters; or

D) Any other category of guidance documents exempted by the Administrator of
OIRA."

Sec. 4. Plannmg Mechamsm In order to have an effecuve regulatory program, to provide

for of w0 ion and the resolution of potential

contlicts at an early stage, to involve the public and its State, local, and tribal officials in

regulatory planning, and to ensure that new or revised regulations promote the President's

priorities and the principles set forth in this Executive order, these procedures shall be

followed, to the extent permitted by law: (a) The Director may convene a meetingof .-

agency heads and other government personnel as appropriate to seek a common

understanding of priorities and to coordinate regulatory efforts to be accomplished in the

upcoming vear. , e ]

(b) Unified Regulatory Agenda “For| purposes of this subsectlon the't term age y" or
"agencies" shall also include those i to be indep as

defined in 44 U.S.C. 3502(10). Each agency shall prepare an ugenda of all regulations

under development or review, at a time and in a manner specified by the Administrator of

OIRA. The description of each regulatory action shall contain, at 2 minimum, a

regulation identifier number, a brief summary of the action, the legal authority for the

action, any legal deadline for the action, and the name and telephone number of a

knowledgeable agency official. Agencies may incorporate the information required under

5U.8.C. 602 and 41 U.S.C. 402 into these agendas.

(c) The Regulatory Plan. For purposcs of thxs snbsecuon, thc term “agency" or "agencies"

shall also include those i to be i ies, as defined in

44 U.S.C. 3502(10). (1) As part of the Umﬁed Regulatory Agenda. beginning in 1994,

each agency shall prepare a Regulatory Plan (Plan) of the most important significant

regulatory actions that the agency reasonably expects to issue in proposed or final form in

Delatad: Agencies' Policy Meeting
Farly in each year's planning cyele. the
Vice President shall convene & mesting of
e Advisors s the bieads of agencies 10
seek i common underssanding of
priorities and to coordinate regulatory
efforts to be accompiished in the
upcoming year.

that fiscal year or thereafter Unless specificaily anthorized by the head of the agency, no _

rulemaking shall commence nor be included on the Plan without the apnmval of the

agency's Regulatory Policy Office, and the Plan shali contain at a minimum, . - - | Daleted: The Plan shall be approved
””””” personally by the agency head and shalt

contain a1 & minimum



(A) A statement of the agency's regulatory objectives and priorities and how they relate
to the President’s priorities;

(B) A summary of each planned signi y action including, to the extent
possible, alternatives to be idered and p i i of the anticip costs
and benefits of each rule as well as the agem.y s best esnmate of the combined aperepate
costs and benefits of all its regulations planned for that calendar vear to assist with the
identification of priorities;

(C) A summary of the legal basis for each such action, including whether any aspect of

the action is required by statute or court order, and specific citation to such statute, order, .

ot other legal awthority”,
(D) A statement of the need for each such action and, if applicable, how the action will
reduce risks to public health, safety, or the environment, as well as how the magnitude of
the risk addressed by the action relates to other risks within the jurisdiction of the agency;
(E) The agency's schedule for action, including a of any applicable statutory or
judicial deadlines; and

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

(2) Each agency shall forward its Plan to OIRA by June 1st of each year.

(3) With'm 10 calendar days after OIRA has recelvrd an agencys Plan, OIRA shall

action taken or planmed shall promptly notify, in writing, the Administrator of OIRA,
who shall forward that communication to the issuing agency, the Advisors, and the Vice
President.

(5) If the Administrator of OIRA believes that a planned regulatory action of an agency
may be inconsistent with the President's priorities or the principles set forth in this
Executive order or may be in conflict with any policy or action taken or planned by
another agency, the Administrator of OIRA shall promptly notify, in writing, the affected
agencies, nnd the Advisors.,

in appropriate instances, request further
(7) The Plans developed by the issuing agency shall be publlshcd annually in the October
publication of the Unified Regulatory Agenda. This publication shall be made available
to the Congress; State, local, and tribal govmments, and the public. Any views on any
aspect of any agency Plan, including whether any planned regulatory action might
conflict with any other planned or existing regulation, impose any unintended
consequences on the public, or confer any unclaimed benefits on the pubtic, should be
directed to the issuing agency, with a copy to OIRA,

(d) chulat.ory Working Group. Within 30 days of the date of this Executive order, the

- " Formatted: Font color: Red
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- | Delated: , end the Vice President. §

-| Delebad: end the Vice President.

Delebad: Vice President, with the
Advisors' exsistance

of OIRA shall aRegulatory Working Group ("Working Group“),
which shall consist of representatives of the heads of each agency that the Ad
determines to have significant d i ibility, and Advisors, The

(mcludmg, among others (1) the develop of i y
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methods, efficacy, and utility of comparative risk in regul d

making, and (3) the development of short forms and other streamlined regulatory
approaches for small businesses and other entities). The Working Group shall meet at
least quarterly and may meet as a whole or in subgroups of agencies with an interest in
particular issues or subject areas. To inform its discussions, the Working Group may
commission analytical studies and reports by OIRA, the Administrative Conference of
the United States, or any other agency.

(¢) Conferences. The Administrator of OIRA shall meet quarterly with representatives of
State, local, and tribal governments to identify both existing and proposed regulations
that may uniquely or significantly affect those governmental entities. The Administrator
of OIRA shall also convene, from time to time, conferences with representatives of
businesses, nongovernmental organizations, and the public to discuss regulatory issues of
common concern.

Sec. 5. Existing Regulations. In order to reduce the regulatory burden on the American
people, their families, their communities, their State, local, and tribal governments, and
their industries; to determine whether lati Igated by the ive branch of
the Federal Government have become unjustified or unnecessary as a result of changed
circumstances; to confirm that regulations are both compatible with each other and not
duplicative or inappropriately burd in the to ensure that all regulations
are consistent with the President's priorities and the principles set forth in this Executive
order, within applicable law; and to otherwise improve the effectiveness of existing
regulations: (a) Within 90 days of the date of this Executive order, each agency shall
submit to OIRA a p i with its and regulatory priorities, under
which the agency will periodically review its existing signi lations to d i
‘whether any such regulations should be modified or eliminated so as to make the

agency s regulatory program more effective in achlevmg the regulatory objectives, less

or in greater ali with the President's priorities and the principles set
forth in this ive order. Any signi lations selected for review shall be
included in the agency's annual Plan. The agency shall also identify any legislative
mandates that require the agency to p 1 or inue to impose lations that the

agency believes are unnecessary or outdated by reason of changed circumstances.

(b) The Administrator of OIRA shall work with the Regulatory Working Group and other
interested entities to pursue the objectives of this section. State, local, and tribal
governments are specifically encouraged to assist in the identification of regulations that
impose significant or unique burdens on those governmental entities and that appear to
have outllved t.hen- Jusuﬁcmon or be otherwxse mconststem wnh the publlc interest.

appmpmte agency or agencies other existing regulations of an agen groups of
regulations of more than one agency that affect a particular group, industry, or sector of
the economy, or may identify legislative mandates that may be appropriate for
reconsideration by the Congress.

Sec. 6. Centralized Review of Regulations. The guidelines set forth below shall apply to
all regulatury actlons for both new and exlstmg regulations, by agencies other than those
d by the Administrator of OIRA.

lly
(a) Agency Responsibilities,
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(1) Each agency shall (consxslcnt wnth its own rules, regulations, or procedures) provide
the public with ingful participation in the latory process. In particular, before
issuing a notice of proposed rulemaking, each agency shou]d where appropriate, seck the
involvement of those who are intended to benefit from and those expected to be burdened
by any regulation (including, specifically, State, local, and tribal officials). In addition,
each agency should afford the public a meaningful opportunity to comment on any
proposed regulation, which in most cases should include a comment period of not less
than 60 days. Jn consultation with OIRA, each agency may also consider whetherto

utilize formal rulemaking procedures under 5 U.S.C. 556 and 557 for the resolution of
complex dctemmanons Bach agency also is dlmclecl to explore and, whcre appropnate.
use for

- (Farma ot o o]

@Wﬂ%‘mw
one of the agency's Presidential Appointees to be its Regulatory Policy Officer. advise
QMBS of such designation, and annually update OMB on the status of this designation, _
(3) In addition to adhering to its own rules and p i and to the requi of the
i ive P dure Act, the Regulatory Flexlbl.hty Act, the Paperwork Reduction
Act, and other applicable law, each agency shall develop its regulatory actions in a timely
fashion and adhere to the following procedures with respect to a regulatory action:
(A) Each agency shall provide OIRA, at such times and in the manner specified by the
Administrator of OIRA, with a list of its planned regulatory actions, indicating those
which the agency believes are significant regulatory actions within the meaning of this
Executive order. Absent a material change in the development of the planned regulatory
action, those not designated as significant will not be subject to review under this section
unless, within 10 working days of receipt of the list, the Administrator of OIRA nouﬁes
the agency that OIRA has determined that a planned lation is a signi y
action within the meaning of this Executive order. The Administrator of OIRA may
waive review of any planned regulatory action designated by the agency as significant, in
which case the agency need not further comply with subsection (a)(3)(B) or subsection
{a)(3)(C) of this section.
(B) For each matter identified as, or determined by the Administrator of OIRA to be, a
significant regulatory action, the issuing agency shall provide to OIRA:
(i) The text of the draft regulatory action, together with a reasonably detailed description
of the need for the regulatory action and an explanation of how the regulatory action will
meet that need; and
(ii) An assessment of the potential costs and benefits of the regulatory action, including
an explanation of the manner in which the regulatory action is consistent with a statutory
mandate and, to the extent permitted by law, p the President's priorities and
avoids undue interference with State, local, and tribal governments in the exercise of their
govemnmental functions.
(C) For those matters identified as, or ined by the Admini of OIRA to be, a
significant regulatory action within the scope of section 3(f)(1), the agency shall also
provide to OIRA the following additional information developed as part of the agency's
decision-making process (unless prohibited by law):
(i) An assessment, including the underlying analysis, of benefits anticipated from the
regulatory action (such as, but not limited to, the promotion of the efficient functioning of
the economy and private markets, the enhancement of health and safety, the protection of

‘[W:mehr:m

Ddud wmmwu;namea.uuf

head.
ummmnmmofm
‘procet io foster the
Geveloprnt of eetive movaive, a0
least burdensome regulations and to
further the principies set forth in thic
Executive order
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the natural envi and the etimination or reduction of discrimination or bias)
together with, to the extent feasible, a quantification of those benefits;

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

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

(D) In emergency situations or when an agency is obligated by law to act more quickly
than normal review procedures allow, the agency shall notify OIRA as soon as possible
and, to the extent practicable, comply with subsections (a)(3)(B) and (C) of this section.
For those regulatory actions that are governed by a statutory or court-imposed deadline,
the agency shall, to the extent icable, sch rulemaking p dings so as to
permit sufficient time for OIRA to conduct its review, as set forth below in subsection
(b)(2) through (4} of this section.

(E) After the regulatory action has been published in the Federal Register or otherwise
issued to the public, the agency shall:

(i) Make available to the public the information set forth in subsections (a)(3)(B) and (C);
(ii) Identify for the public, in a complete, clear, and simple manner, the substantive
changes between the draft submitted to OIRA for review and the action subsequently
announced; and

(iii} Identify for the public those changes in the regulatory action that were made at the
suggestion or recommendation of OIRA.

(F) All information provided to the public by the agency shall be in plain, understandable
language.

(b) OIRA R ibilities. The Admini of OIRA shall provide meaningful
guidance and oversight 5o that each agency's regulatory actions are consistent with
applicable law, the President's priorities, and the principles set forth in this Executive
order and do not conflict with the policies or actions of another agency. OIRA shall, to
the extent permitted by law, adhere to the following guidelines:

(1) OIRA may review only actions identified by the agency or by OIRA as significant
regulatory actions under subsection (a)(3)(A) of this section.

(2) OIRA shall waive review or notify the agency in writing of the results of its review
within the following time periods:

{A) For any notices of inquiry, advance notices of proposed rulemaking, or other
preliminary regulatory actions prior to a Notice of Proposed Rulemaking, within 10
working days after the date of submission of the draft action to OIRA;

(B) For all other regulatory actions, within 90 calendar days after the date of submission
of the information set forth in subsections (a)(3)(B) and (C) of this section, unless OIRA
has previously reviewed this information and, since that review, there has been no
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material change in the facts and circumstances upon which the regulatory action is based,
in which case, OIRA shall complete its review within 45 days; and
(C) The review process may be extended (1) once by no more than 30 calendar days upon
the written approval of the Director and (2) at the request of the agency head.
(3) For each regulatory action that the Administrator of OIRA returns to an agency for
further consideration of some or ali of its provisions, the Administrator of OIRA shall
pmVlde the i |ssumg agency a written explanation for such return, setting forth the

P of this E: ive order on which OIRA is relying. If the agency head
dlsagrees with some or all of the bases for the return, the agency head shall so inform the
Administrator of OIRA in writing,
(4) Except as atherwise provided by law or required by a Court, in order to ensure greater

ibility, and bility in the latory review process, OIRA shall

be governed by the following discl
(A) Only the Administrator of OIRA (or a parucu]ar designee) shall receive oral
communications initiated by persons not employed by the executive branch of the Federal

Government ding the of a regulatory action under OIRA review;
(B) All substantive communications between OIRA persmmel and persons not employed
by the executive branch of the Federal G y action under

review shall be governed by the following guidelines: (i) A representauve from the

issuing agency shall be invited to any meeting between OIRA personnel and such

person(s);

(ii) OIRA shall forward to the issuing agency, within 10 working days of receipt of the
ion(s), all written dless of format, between OIRA

personnel and any person who is not employed by the executive branch of the Federal

Govemmem, and thc dates and names of individuals involved in all substantive oral

(incl i to Wthh an agency representatlve was invited, but

did not attend, and teleph t OIRA p 1 and any such

persons); and

(iii) OIRA shall publicly disclose relevant information about such communication(s), as

set forth below in subsection (b)(d)(C) of this section.

(C) OIRA shall maintain a publicly available log that shall contain, at a minimum, the

following i ion pertinent to regulatory actions under review:

[6)) The status of all regulamry actions, including if (and if so, when and by whom)

(ii) A notation of all written communications forwarded to an issuing agency under
subsection (b)(4)(B)(ii) of this section; and
(m) The dates and names of mdmduals involved in all sub ive oral

between OIR A personnel and any
person not employcd by the executive branch of the Federal Government, and the subject
matter d d during such

(D) After the regulatory action has been published in the Federal Register or otherwise
issued to the public, or after the agency has announced its decision not ta publish or issue
the regulatory action, OIRA shall make available to the public all documents exchanged
between OIRA and the agency during the review by OIRA under this section.

(5) All information provided to the public by OIRA shail be in plain, understandable
language.
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Sec. 7. Resolution of Conflicts.
() To the extent permitted by law, disagreements or conflicts between or among agency
heads or between OMB and any agency that cannot be resolved by the Administrator of

OIRA shall be resolved by the President with the assistance of the Chief of Staff. with the .-
relevant agency head (and, as appropriate, other interested government officials). acting t the reques of the Presidens,
Presidential consideration of such disagreements may be initiated onfy by the Director, .-

by the head of the issuing agency, or by the head of an agency that has a significant
interest in the regulatory action at issue. Such review will not be undertaken at the request

Chief of Staff, after consul
or personnel whose respon:
The of these
review has been requested.
{(S)During the Presidential review |
by the Federal Government relating to the substance of the regulatory action under
review and directed to the Advisors or their staffs or to the staff of the Chief of Staff shall .
be in writing and shall be forwarded by the recipient to the affected agency(ies) for
inclusion in the public docket(s). When the communication is not in writing, such
Advisors or staff members shall inform the outside party that the matter is under review
and that any comments should be submitted in writing.

{d) At the end of this review process, the President, or the Chief of Staffactingatthe .-
request of the President, shall notify the affected agency and the Administrator of OIRA -
of the President’s decision with respect to the matter.

Sec. 8. Publication. Except to the extent required by law, an agency shall not publish in

the Federal Register or otherwise issue to the public any regulatory action that is subject

to review under section 6 of this Executive order until (1) the Administrator of OIRA

notifies the agency that OIRA has waived its review of the action or has completed its

review without any requests for further ideration, or (2) the icable time period in

section 6(b)(2) expires without OIRA having notified the agency that it is returning the

regulatory action for further consideration under section 6(b)(3), whichever occurs first.

If the terms of the preceding sentence have not been satisfied and an agency wants to

publish or otherwise issue a regulatory action, the head of that agency may request

Presidential consideration through the Director, -
‘Upon receipt of this request, the, Director shall .

guidelines and time period set forth in section 7 shall apply to the publication

regulatory actions for which Presidential consideration has been sought.

Sec. 9. Significant Guidance Documents. Each agency shall provide OIRA. atsuch - {Deetsss ]
times and in the manner specified by the Administrator of OIRA, with advance i
natification of any significant guidance documents. Each agency shall take such steps as

are necessary for its Regulatory Polic fficer to ensure the agency's compliance with the

requirements of this section. Upon the request of the Administrator, for each matter

identified as, or determined by the Administrator to be, a significant guidance document,

the issuing agency shall provide 1o OIRA the content of the draft guidance document,

together with a brief explanation of the need for the guidance document and how it wiil
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meet that need. The OIR A Administrator shall notify the agency when additional
consultation will be required before the issuance of the significant guidance document.
Sec. 10, Preservation of Agency Authority. Nothing in this order shall be construedto

impair or otherwise affect the authority vested by law in an agency or the head thereof.
including the authority of the Auomey General relatmg to litigation. ,

N T ——
" Fomattnd ot o g

Deloted: Agency Authority. Nothingin |

Sec, L1, Judicial Revie: any thia onder shali be construed as displacing |
available § ntended only to iw lnnn:d mw o responsibilities,
improve the internal management of v.he Federal Government and does not create any o Fork cof

right or benefit, sub veorp at law or equity by a party against
the United States, its agencies or instrumentalities, its officers or employees, or any other
person

Execuuve orders; all guidelines issued undet those orders; and any exemptions from
those orders heretofore granted for any category of rule are revoked.
GeorgeW.Bwh .. -

THE WHITE HOUSE,
anuary 18, 2007.

Delated: Editorial Note: For the
President's remarks on signing this
EBxecutive order, see issue 39 of the
‘Weekly Compilation of Presidentinl
Docurments.

1993 WL 388305

1
Exec. Order No. 12866, 58 FR 51735,
(Pres)
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Ms. SANCHEZ. At this time, I would now like to recognize my col-
league, Mr. Cannon, the distinguished Ranking Member of my Sub-
committee, for his opening remarks.

Mr. CANNON. Thank you, and welcome, Madame Chairman.

This is—Ilet me just say briefly to begin that we had a few prob-
lems, I think, with notice on the hearing today, and the rule re-
quires a week’s notice for hearings. I don’t mean to be petty about
this, but my understanding is that we have been assured by the
Majority in the future any significant aspects of hearings won’t be
changed without the explicit sign-off of the Subcommittee Ranking
Member. I appreciate this and look forward to working with you on
this and other issues.

Welcome to the world of—through the looking glass, what do we
call this? The world of the APA, the Administrative Procedure Act.
And let me just say that the concerns you have raised are very im-
portant, and this is the Committee where we get to work these
things through. And I would hope that we would continue the proc-
ess of looking at this. I think it is not so much a partisan process
as it is a very important process for how we govern ourselves here
in America.

Let me just say that government in the sunshine is an improved
process for the development of coordination of potential regulations
and significant guidance documents and hands-on management of
that process by accountable public officials are the heart and soul
of OMB’s new amendments to Executive Order 12866. They are to
be celebrated and they are what this hearing really should be
about: good governance and assuring that regulation is guided by
officials accountable to the people through the political process and
not usurped by unaccountable Federal agency employees.

The Executive Order amendments are about government in the
sunshine because they are part of OMB’s commendable and sus-
tained effort to bring about government by guidance without suffi-
cient notice and comment by the public under control. They are
also about government in the sunshine because they are specifi-
cally related to a noted and comment proceeding which provides
every interested party in the Nation an opportunity to tell OMB
whether they thought OMB’s good guidance proposals were good or
bad ones.

The response was clear. The vast majority of comments sup-
ported the effort. OMB’s Executive Order, amendments, and the
final bulletin for agency good guidance practices that the amend-
ments accompanies contemporaneously formed the capstone of that
process. The importance of these developments to good government
should not be underestimated, as the D.C. circuit trenchantly ob-
served in 2000 when it addressed the troubled and widespread use
of government by guidance in its Appalachian Power decision “The
phenomenon we see in this case is familiar. Congress passes a
broadly worded statute. The agency follows with regulations con-
taining broad language, open-ended phrases, ambiguous standards,
and the like. Then as years passed, the agency issues circulars or
guidance or memoranda explaining, interpreting, defining, and
often expanding the commands in regulations. One guidance docu-
ment may yield another, and then another and so on. Several
words in a regulation may spawn hundreds of pages of text as the
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agency offers more and more detail regarding what its regulations
demand of regulated entities. Laws made without notice and com-
ment, without public participation, and without publication in the
Federal Register or the Code of Federal Regulations.” Appalachian
Power Company, VEPA, et cetera.

The Executive Order amendments in OMB’s Good Guidance Bul-
letin are the latest positive steps toward turning that around.
What better way to begin to stem this tide than to bring significant
guidance statements under increased management by the account-
able and responsive political process, and to assure that that same
process remains engaged through the planning and development
phases of regulations and significant guidance.

Those are the key innovations of the Executive Order amend-
ments and OMB should be praised for adopting them. Indeed, that
praise should be high praise.

What kind of guidance are we talking about bringing under the
Executive Orders procedures? Guidance that may reasonably be an-
ticipated to (1), lead to an annual effect of $100 million or more;
to create serious inconsistency or otherwise interfere with an action
taken or planned by another agency; to materially alter the budg-
etary impact of entitlement grants, user fees, or loan programs,
and to raise novel, legal, or policy issues arising out of legal man-
dates, the President’s priorities or the principles set forth in this
Executive Order. These are key examples. Bringing these kinds of
truly significant guidance documents under increased and stand-
ardized review by accountable officials is a large step forward in
good governance and should not be questioned.

The only better approach would be for this Committee to proceed
with its Administrative Procedure Act review, and solve many of
these problems with clear legislation. Beyond these major improve-
ments, the amendments largely provide useful refinements to a
process where the procedure is already present in Executive Order
12866, which was issued by the Clinton administration. For exam-
ple, the original Order required agencies to identify what market
failure or other problem they are proposing to address. The amend-
ments have only made that requirement more specific, to make
clear that the identification must be in writing and to make clear
that the purpose of the identification is to enable assessment of
whether any new regulation is warranted. That is, no seen change
in the Order’s terms, but it can be expected to help better govern-
ance. In addition, the amendments allow more flexibility in the
timing and use of regulatory prioritization and coordination meet-
ings with agency heads. They also sensibly call not just for a cost
benefit analysis for each planned regulation, but also for a cumu-
lative cost benefit analysis of all regulations planned for a calendar
year. That is intended to assist with the identification of priorities,
clearly a salutary step.

There have been allegations that the Executive Order amend-
ments somehow usurp the regulatory process, taking it out of the
hands of bureaucrats and placing it in the hands of political offi-
cials. That is not correct. The agency’s authority to regulate is an
authority delegated to the agencies by Congress. OMB steps to as-
sure that Congress’s delegated authority is watchfully overseen by
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officials that are accountable through the political process, are con-
sistent with the source of the agency’s authority.

It appears that this hearing is an attempt to show that the Ad-
ministration is placing politics over good policy. That is not the
case. Executive Order amendments are good policy. I commend
OMB for its efforts and I look forward to future hearings that focus
more directly on policy solutions to the problems that concern the
American people, such as updating the Administrative Procedure
Act and covering some of these issues.

I look forward to the hearing for all of the witnesses, and again,
Madame Chairman, congratulations, welcome, and I yield back.

Ms. SANCHEZ. I thank the gentleman.

It is now my pleasure to recognize at this time Mr. Conyers, the
Chairman of the Judiciary Committee and a Member of this Sub-
committee, for his opening statement.

Mr. CONYERS. Thank you very much. I enjoy referring to the
gentlelady from California, Linda Sanchez, as the Chair of the Sub-
committee on Commercial and Administrative Law, and my old
friend, Chris Cannon, as the Ranking Member of this very impor-
tant Committee on the occasion of your very first hearing, and I am
very proud to be here with you all.

This is an important item of the President’s Executive Order, a
recent one altering the procedure for administrative rulemaking.
To me, in effect the President has created a new obstacle to agen-
cies doing their jobs under the law by requiring for the first time
a political appointee to approve any, and maybe all, agency guid-
ance.

Now, this is, from a wider view I say to the distinguished wit-
nesses who have been invited here, a part of this unprecedented
reach for power on the part of this White House, an attempt to con-
trol the institutions that could challenge it: the courts, the Con-
gress, and the press, and maybe a move to upset the balance of
power among the three branches of Government. In my view, the
Executive Order that we are looking at today represents yet an-
other attempt to bring more authority into the Executive Branch,
and it deserves and warrants the scrutiny of this Committee on be-
half of the American people.

Policies and regulations that are created to protect public health,
safety, the environment, civil rights, and privacy should be created
by experts in the field and in my view, not by political appointees.
This deviation from past process only serves to compromise the
protection of the public while enhancing presidential power.

Executive Order 13422 has a requirement that a market failure
or problem to identified to justify governmental intervention also
marks a serious increase of regulatory control by the White House.
It is often at the request of the industry that the agencies issue
best practices and policies. To make them more complicated only
seems to further interfere with the regulatory process.

And so I am concerned that Orders like this will serve as yet an-
other barrier to oppose consumer protection, specifically against ex-
posure to harmful environmental pollutants and other safety and
health requirements. A number of companies have already stated
the regulatory rules have a significant impact on their business
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practices, while numerous consumer groups have complained about
the Orders impact on public health and safety.

And so this hearing starts this Subcommittee, its Chairman,
Ranking Member, and Members of the Subcommittee to a very aus-
picious and important issue, and I congratulate you all for being
here today.

I thank you for the time.

Ms. SANCHEZ. I thank the gentleman for his statement, and I
would like to acknowledge that we have been joined by Mr. Feeney
and Ms. Lofgren.

In the interest of time, I would ask that other Members submit
their statements for the record by close of business Friday. Without
objection, all opening statements will be placed in the record.

Without objection, the Chair will be authorized to declare a re-
cess of the hearing at any point.

We have been informed that our Administration witness, Mr.
Aitken, has a tight schedule this afternoon and may need to leave
before our hearing is concluded. We will hear from him first and
proceed with a round of questions for him before turning to our
other witnesses. Mr. Aitken is invited to stay with us as long as
he is able to do so.

Mr. CANNON. Madame Chairman, could we inquire of Mr. Aitken
what his timeframe is, because I think that his insights through
the course of the answering of other questions would be very im-
portant.

Mr. AITKEN. I do believe that when I was coming to the hearing
that I received an e-mail saying that OPM had told Government
employees to go home, so I suspect since nobody will be back in the
office when I arrive there that my schedule will permit me to stay
longer.

Mr. CONYERS. You don’t have to go home, do you, Mr. Aitken?

Mr. AITKEN. No.

Mr. CANNON. That is our gain and your loss, I suppose.

Ms. SANCHEZ. Okay. That being the case, we will proceed as we
normally do under our normal hearing schedule. We will allow all
the witnesses to testify and then we will begin a round of 5-minute
questions from the Members who are present.

I am now pleased and honored to introduce the witnesses for to-
day’s hearing. Our first witness is Steven Aitken, who has been the
Acting Administrator of OMB’s Office of Information and Regu-
latory Affairs since 2006. Prior to that appointment, Mr. Aitken
was deputy general counsel at OMB, and before that he was an as-
sistant general counsel at OMB. In total, he has worked at OMB
for 17 years. Mr. Aitken also was a trial attorney in the civil and
antitrust divisions of the Department of Justice. Mr. Aitken ob-
tained his bachelor’s degree in government from Harvard College,
and a law degree from Harvard Law School. We appreciate your
participation at today’s hearing, Mr. Aitken, and look forward to
your testimony.

Our second witness is Sally Katzen. Professor Katzen is pres-
ently an adjunct professor and public interest-public service faculty
fellow at the University of Michigan Law School. Prior to this as-
signment, she has been a visiting professor and lecturer at various
other educational institutions. Prior to joining academia, Professor
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Katzen served nearly 8 years in the Clinton administration, first
as the OIRA administrator, then as deputy assistant to the Presi-
dent for economic policy, and deputy director of the National Eco-
nomic Council in the White House, and finally as the deputy direc-
tor for management at OMB. Professor Katzen graduated magna
cum laude from the University of Michigan Law School. Following
graduation from law school, she clerked for Judge J. Skelly Wright
of the United States Court of Appeals for the District of Columbia
circuit. I should also note that Professor Katzen has testified on
several occasions before this Subcommittee, and has contributed
her expertise to the Judiciary Committee’s ongoing Administrative
Law Project, for which we are grateful. Welcome back, Professor
Katzen.

Our third witness is Dr. Curtis Copeland, a Specialist in Amer-
ican Government at CRS. Dr. Copeland’s expertise, appropriately
relevant to today’s hearing, is Federal rulemaking and regulatory
policy. Dr. Copeland has previously testified before this Sub-
committee, and he is one of three CRS experts who are assisting
the Subcommittee in the conduct of its Administrative Law Project.
His contributions to the project are deeply appreciated. Prior to
joining CRS, Dr. Copeland held a variety of positions at the Gov-
ernment Accountability Office over a 23-year period. He received
his Ph.D. from the University of North Texas.

Paul Noe is our next witness. Mr. Noe is a partner with C&M
Capitolink LLC and also provides legal services to clients as coun-
sel in Crowell & Moring’s Environment and Natural Resources
Group. He works on the policy, legal, political, and technical as-
pects of regulatory and legislative issues. Mr. Noe earned his un-
dergraduate degree from Williams College and his law degree from
Georgetown in 1990.

Our final witness is Professor Peter Strauss. Professor Strauss is
the Betts Professor of Law at Columbia University School of Law.
A renowned scholar of administrative law, Professor Strauss has
taught that subject at Columbia Law School for the past 36 years.
After obtaining his undergraduate degree from Harvard College,
Professor Strauss received his law degree from Yale Law School.
He thereafter clerked for Associate Justice William Brennan and
Chief Judge David Bazelon of the United States Court of Appeals
for the District of Columbia. It is an honor to have you with us,
Professor Strauss.

At this point, I would like to extend to each of the witnesses my
warm regards and appreciation for your willingness to participate
at today’s hearing. Without objection, your written statements will
be placed into the record. Since you have submitted written state-
ments that will be included in the hearing record, I request that
you all limit your oral remarks to 5 minutes. You will note that we
have a lighting system that starts with a green light. After 4 min-
utes it turns to a yellow light, and then after a minute longer it
turns to a red light. If you could please finish your testimony by
the time the red light turns on, I would appreciate that.

After the witnesses have presented their testimony, the Sub-
committee Members will be permitted to ask one round of ques-
tions, subject to the 5-minute limit.

Mr. Aitken, you are invited to now begin your testimony.
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TESTIMONY OF STEVEN D. AITKEN, ACTING ADMINISTRATOR,
OFFICE OF INFORMATION AND REGULATORY AFFAIRS, OF-
FICE OF MANAGEMENT AND BUDGET

Mr. AITKEN. Chairman Sanchez, Ranking Member Cannon,
Chairman Conyers, and distinguished Members of the Sub-
committee, thank you for giving me the opportunity to testify be-
fore you today on the recently-issued Executive Order 13422.

A few weeks ago, the OMB Director issued a bulletin for agency
good guidance practices. On that same day, the President issued
Executive Order 13422, which amended Executive Order 12866.
The bulletin and Executive Order share a common good govern-
ment goal: to improve the way that the Federal Government does
business by increasing the quality, accountability, and trans-
parency of agency guidance documents, including providing the
public an opportunity to review and comment on guidance.

OMB recognizes the enormous value of the guidance documents
that Federal agencies issue, but as Congress, the Courts, and oth-
ers have recognized, guidance documents can sometimes have far-
reaching effects, but they are not always developed, issued, and
used in a transparent and accountable manner that includes an op-
portunity for the public to comment on the guidance.

In order to improve the transparency, public participation, and
accountability of guidance documents, OMB in 2005 issued for pub-
lic comment a draft bulletin that identified good guidance practices.
These practices were based on those already being used by the
Food and Drug Administration. OMB recently issued the final
version of that bulletin.

The good government improvements that are made by the bul-
letin are reinforced by the recent Executive Order which provides
for a relatively informal process whereby some, but by no means
all, of the significant guidance documents that are developed by
Federal agencies will be submitted to OMB for interagency review.

The recent Executive Order makes several additional Good Gov-
ernment improvements. There has been some confusion in the
press and elsewhere about these changes, and I would like to ad-
dress that. First, concerns have been raised about the Order’s pro-
visions regarding regulatory policy officers. First, these officers are
not new. When President Clinton issued Executive Order 12866 in
13?3, he directed each agency head to designate a regulatory policy
officer.

Second, while the recent Executive Order specifies that these
regulatory policy officers will be presidential appointees, the case
is that for most departments and agencies, the regulatory policy of-
ficers already are presidential appointees, subject to Senate con-
firmation. In addition, concerns have been raised that the recent
Executive Order may require each agency to establish a new regu-
latory policy office that would be headed by the agency’s regulatory
policy officer. This reference to an office was a typographical error.
The reference should have been to an officer. The Executive Order
will be implemented accordingly.

In addition, the recent Executive Order increases the trans-
parency of Executive Order 12866 regarding that Order’s discus-
sion of market failure. Before explaining what this amendment
does do, I would like to explain first what it does not do.
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First, the concept of market failure is not new to Executive Order
12866, but instead has been an integral part of that Order since
President Clinton issued it in 1993, when he not once, but twice,
referred in the Order to the “failures of private markets” as a jus-
tification for regulatory action.

Second, the recent Executive Order does not make a market fail-
ure the only basis on which a Federal agency can justify regulatory
action. To the contrary, the recent Order expressly allows agencies
to identify as a justification for regulatory action any “other signifi-
cant problem it intends to address.” That is what the Executive
Order does not do.

What it does do is to include in the text of Executive Order
12866 three classic examples of what is a market failure. These ex-
amples are not new to the implementation of Executive Order
12866. In fact, in 1996, the OIRA Administrator issued best prac-
tice guidelines for agency use in implementing Executive Order
12866. The 1996 guidelines included a separate discussion of mar-
ket failure and the 1996 guidelines discuss the three classic exam-
ples of market failure that are referenced in the recent Executive
Order.

Some have expressed concern that the recent Order could pre-
vent agencies from issuing regulations to protect public health and
safety, but this is not correct. Many of the most significant regula-
tions that agencies issue are, in fact, responses to market failures.
For example, environmental pollution is the classic textbook exam-
ple of the market failure of externality. In response to this type of
market failure, this Administration issued the Clean Air Interstate
Rule, the CAIR rule, which will have major environmental benefits
by reducing pollution.

Ms. SANCHEZ. Mr. Aitken, you hit your time, but if you could just
summarize briefly.

Mr. AITKEN. Another type of market failure stems from lack of
information. In response to this kind of market failure, the Food
and Drug Administration recently issued regulations that require
packaged foods to include in their nutritional labeling the amount
of trans fats that are in the food. This addresses another type of
market failure.

This concludes my opening statement. I would welcome any
questions the Subcommittee has.

[The prepared statement of Mr. Aitken follows:]
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PREPARED STATEMENT OF STEVEN D. AITKEN

STATEMENT OF STEVEN D. AITKEN
ACTING ADMINISTRATOR
OFFICE OF INFORMATION AND REGULATORY AFFAIRS
OFFICE OF MANAGEMENT AND BUDGET
BEFORE THE
SUBCOMMITTEE ON COMMERCIAL AND ADMINISTRATIVE LAW
OF THE
COMMITTEE ON THE JUDICIARY
UNITED STATES HOUSE OF REPRESENTATIVES
February 13, 2007

Chairman Sanchez, Ranking Member Cannon, and distinguished Members of this
Subcommittee, thank you for inviting me to this hearing and for giving me the opportunity to
testify before you today on the recently issued Executive Order 13422 and the related OMB
Bulletin on Agency Good Guidance Practices.

I am Steven D. Aitken, the Acting Administrator of the Office of Information and
Regulatory Affairs (OIRA), an office within the Office of Management and Budget (OMB).
T have worked at OMB for nearly 18 years. Except for the past eight months when T have served
as OIRA’s Acting Administrator, [ have served in the Office of General Counsel at OMB, first as
an Assistant General Counsel and then as Deputy General Counsel.

A few weeks ago, on January 18th, the President issued Executive Order 13422, which
made several amendments to Executive Order 12866 on “Regulatory Planning and Review.”
The most important of these amendments relate, not to the regulations that Federal agencies

develop, but rather to the gnidance that Federal agencies develop and provide to the public. In

addition, also on January 18th, the OMB Director issued the OMB Bulletin for Agency Good
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Guidance Practices. This is the final version of the bulletin that OMB issued in proposed form
for public comment in November 2005."

As T will go on to explain, the Bulletin and the recent Executive Order share a common
goal: namely, the good-government objective of improving the way that the Federal government
does business — by increasing the quality, public participation, and accountability of agency
guidance documents and their development and use. Moreover, as | will further explain, the
Bulletin and the new Executive Order will operate in a complementary fashion to improve
agency guidance documents. For this reason, in order to explain the Executive Order’s guidance
provision, it is first necessary to explain the common background for both the Bulletin and the
Executive Order and then to explain how the Bulletin is designed to improve the way that agency
guidance documents are developed, issued and used. I will then provide a description and
explanation of the Executive Order’s guidance provision.

Following that, I will discuss the recent Executive Order’s other non-guidance
provisions. The first four that I will discuss are (1) its requirement that the already-existing
Regulatory Policy Officer in each agency be designated by the agency head from among the
agency’s Presidential appointees (most of the agencies’ Regulatory Policy Officers were already
Presidential appointees, and also subject to Senate confirmation), and its typographical-error
reference to a Regulatory Policy “Office” rather than “Officer”; (2) its requirement that an
agency’s commencement of a rulemaking either be authorized by the agency head or be

approved by the agency’s Regulatory Policy Officer (which will mean in practice that, in most if

! Bxecutive Order 13422 and the Final Bulletin are published in the Federal Register at, respectively, 72 FR 2763
(January 23, 2007), and 72 FR 3432 (January 25, 2007). OMB requested public comment on the proposed bulletin
at 70 FR 71866 (November 30, 2005), and extended the comment period at 70 FR 76333 (December 23, 2005).
These documents, along with the public comments that OMB received on the proposal and the OMB Director’s
memorandum issuing the Bulletin (Memorandum M-07-07), are available on OMB’s website. The original version
of Executive Order 12866, issued in 1993, was published in the Federal Register at 58 FR 51735 (October 4, 1993).
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not all cases, an agency’s commencement of a rulemaking will be authorized or approved by an
agency official who is subject to Senate confirmation); (3) requirement that each agency
aggregate the costs and benefits of the individual rules in the agency’s section of the annual
Regulatory Plan (Executive Order 12866 already required the agencies to include in the
Regulatory Plan the estimated costs and benefits for each rule, and thus the only new feature is
that the agency — rather than the public — will do the summing-up of the already-reported costs
and benefits); and (4) its encouragement of agencies to consider using the Administrative
Procedure Act’s formal (rather than informal) rulemaking procedures for the agency’s resolution
of complex determinations.

Finally, I will discuss the recent Executive Order’s amendment regarding “market
failure,” and I will seek to correct the misunderstandings that have arisen regarding this
amendment. In sum, as I will explain further, the recent Executive Order does not introduce the
concept of a market failure into Executive Order 12866; that concept has been a prominent
feature of Executive Order 12866 since it was originally issued by President Clinton in 1993, In
addition, the recent Executive Order does rot make the identification of a market failure the only
basis on which a Federal agency can justify regulatory action. Rather, the recent Executive
Order expressly states that an agency can justify a regulation by reference to an “other specific
problem that [the agency] intends to address.” Moreaver, the recent Executive Order leaves
untouched the provision in Executive Order 12866 that expressly directs Federal agencies to
“promulgate . . . such regulations as are required by law, [or] are necessary to interpret the law.”

In many cases, when a Federal agency is issuing a regulation, the agency is doing so for just

Executive Order 12866 was previously amended once, in 2002, by Executive Order 13258, which was published in
the Federal Register at 67 FR 9385 (February 26, 2002).

_3-
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those law-based reasons, and this will continue to be the case; nothing in Executive Order 13422
changes this.

Having explained what the new “market failure” langnage does not do, I will then explain
what it actually does do. which is two modest things.

First, Executive Order 13422 states that the agency “shall identify in writing” the
problem -- whether it is a market failure “or other specific problem” — that the agency “intends to
address” through regulatory action. Stating explicitly that Federal agencies shall identify “in
writing” the problem that the agency is seeking to remedy through regulatory action does not
impose a new requirement on rulemaking agencies. Even if an agency did not identify in writing
the precise nature of the problem that the agency is seeking to remedy through regulatory action
(in order to assist the agency in its own analysis of whether regulatory action is warranted and, if
so, which regulatory alternatives would best accomplish the agency’s intended result), the
agency should be doing so in the preamble to the proposed rule (to assist the public in
understanding the agency’s proposal and in offering their comments on it} and in the preamble to
the final rule (to persuade the public, Congress, and the courts that the agency has exercised its
regulatory authority in a reasonable and well-considered manner).

Second, in order to increase the transparency of Executive Order 12866, the recent
Executive Order incorporates into Executive Order 12866 a reference to three classic examples
of what constitutes a “market failure” — namely, externalities (which justify, ¢.g., the regulation
of pollution), market power (which justify, e.g., the regulation of natural monopolies), and lack
of information (which justity, e.g.. the nutritional labeling of packaged foods). These three
examples are not new to the implementation of Executive Order 12866. These examples were

found in the discussion of “market failure™ that was contained in the 1996 “Economic Analysis
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of Federal Regulations under Executive Order No. 12866 document that former OTRA
Administrator Sally Katzen (working with the former Chairman of the Council of Economic
Adpvisers, Joseph Stiglitz) issued to Federal agencies three years after President Clinton issued
Executive Order 12866. Moreover, these three examples were contained in the draft Circular on
regulatory cost-benefit analysis that OMB issued for public comment in 2003 and are contained

in the final Circular A-4 that OMB issued later that year (and which remains in effect).

Background on the Good Guidance Provisions of the Bulletin and Executive Order:

As OMB has previously stated, agency guidance documents can have “enormous value.”
As OMB explained in 2002: “As the scope and complexity of regulation and the problems it
addresses have grown, so too has the need for government agencies to inform the public and
provide direction to their staffs. To meet these challenges, agencies have relied increasingly on
issuing guidance documents.™ Guidance documents are issued by agencies throughout the
Federal Government, and they address the wide range of societal activities that are affected, in
one way or the other, by the Federal Government and its programs. Thus, it is not surprising
that, depending on the situation, agency guidance can be addressed to individuals, businesses
(both small and large), organizations, State, local, and tribal governments, and others.

For instance, guidance can take the form of an agency explaining to members of the
public how they can participate in a Federal program. An example of this kind of guidance is the
Medicare and You handbook that the Centers for Medicare and Medicaid Services (CMS)

distribute to Medicare beneficiaries annually.

? Office of Management and Budget, Stimulating Smarter Regulation: 2002 Report to Congress on the Costs and
Benefits of I'ederal Regulations (2002), p. 72.

* Office of Management and Budget, Draft 2002 Report to Congress on the Costs and Benefits of Federal
Regulations, 67 FR 15014, 15034 (March 28, 2002).
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Guidance can also take the form of an agency providing advice and assistance to
members of the public about recommended actions to ensure that they are in compliance with
Federal laws and regulations. One element of this guidance can be explaining to the regulated
community how the agency interprets or intends to enforce certain laws and regulations. In
addition to providing advice and assistance to the regulated community on how to comply with
the agency’s regulations, such guidance also furthers consistency and fairness in an agency’s
enforcement of its regulations.* Depending on the context, the audience for this guidance can
include individuals, small entities (such as small businesses and organizations, as well as local
governments), large corporations, and/or State governments.

Examples of this type of guidance are the compliance-assistance guides that Federal
agencies prepare and make available to small businesses. Congress has required Federal
agencies to prepare and issue such guidance in the Small Business Regulatory Enforcement
Fairness Act of 1996,° In addition, Congress in the Small Business Paperwork Relisf Act of
2002° assigned to OMB the responsibility, which is carried out by OIRA, of publishing annually
in the Federal Register a notice that refers to small business the internet site where they can
locate the compliance assistance resources that Federal agencies have prepared for their use.
OIRA published the 2006 notice last summer,” where OIRA explained that small businesses can

go to one Internet address (www.business.gov/sbpra) and find the compliance-assistance

resources that are available from the 15 Cabinet Departments and 25 other Federal agencies.

* “Guidance documents, used properly, can channel the discretion of agency employees, increase efficiency by
simplifying and expediting agency enforcement efforts, and enhance faimess by providing the public clear notice of
the line between permissible and impermissible conduct while ensuring equal treatment of similarly situated
parties.” Office of Management and Budget, Draft 2002 Report to Congress on the Costs and Benefits of Federal
Regulations, id., 67 FR at 15034.

* P.L. 104-121, Title IT, Subtitle A; 5 U.S.C. § 601 note.

° PL. 107-198, Section 2(a); 44 U.S.C. § 3504(c)(6).

7 71 FR 39691 {July 13, 2006).
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In sum, agency guidance documents are intended to -- and do -- have an impact on
society. Depending on the situation, this impact can be relatively small or can be very
substantial. As a result, while it is the case that guidance documents (unlike regulations) are not
legally binding on the public, agency guidance documents nevertheless can potentially have an
impact on society that is of comparable magnitude to the impact that regulations have on society.

In recognition of the impact that its guidance has on society, the Food and Drug
Administration (FDA) in February 1997 issued a “Good Guidance Practices” document to
govern how the FDA develops, issues, and uses its own guidance documents.® Later that year,
and building on this FDA policy, Congress in the Food and Drug Administration Modernization
Act of 1997 directed the FDA to follow several procedures in its development, issuance, and
use of its guidance documents.

One of the principal congressional requirements in the 1997 Act is that FDA “develop
guidance documents with public participation and ensure that information identifying the
existence of such documents and the documents themselves are made available to the public both

210

in written form and, as feasible, through electronic means. To this end, Congress directed

FDA to provide the public with an opportunity to comment on its guidance, either before or after

* 62 FR 8961 (February 27, 1997).

® P.L.105-115, § 405; 21 U.S.C. § 371(),

Y oruse. § 371(h)(1)(A). This direction was consistent with prior recommendations by the Administrative
Conference of the United States and the American Bar Association that agencies provide the public with an
opportunity to comment on guidance documents. See Administrative Conference of the United States, Rec, 92-2, 1
C.F.R.305.92-2 (1992) (agencies should afford the public a fair opportunity to challenge the legality or wisdom of
policy statements and to suggest alternative choices); American Bar Association, Annual Report Including
Proceedings of the Fifty-Eighth Annual Meeting, August 10-11, 1993, Vol, 118, No. 2, at 57 (“the American Bar
Association recommends that: Before an agency adopts a nonlegislative rule that is likely to have a significant
impact on the public, the agency provide an opportunity for members of the public to comment on the proposed rule
and to recommend alternative policies or interpretations, provided that it is practical to do so; when nonlegislative
rules are adopted without prior public participation, immediately following adoption, the agency afford the public an
opportunity for post-adoption comment and give notice of this opportunity.”).
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its issuance, depending on the level of significance of the particular guidance document.'' “For
guidance documents that set forth initial interpretations of a statute or regulation, changes in
interpretation or policy that are of more than a minor nature, complex scientific issues, or highly
controversial issues, [FDA] shall ensure public participation prior to implementation of guidance
documents, unless [FDA] determines that such prior public participation is not feasible or
appropriate. In such cases, [FDA] shall provide for public comment upon implementation and
take such comment into account.”"* By contrast, “[f]or guidance documents that set forth
existing practices or minor changes in policy, [FDA] shall provide for public comment upon
implementation.”"

Congress also directed FDA to follow several additional requirements. For example,
FDA “shall ensure . . . uniform internal procedures for approval of [guidance] documents™* and
“shall ensure that employees of [FDA] do not deviate from [FDA’s] guidance without

»15

appropriate justification and supervisory concurrence,”” In addition, FDA “shall maintain
electronically and update and publish periodically in the Federal Register a list of guidance
documents,” and *“[a]ll such documents shall be made available to the public.”'®

Finally, Congress directed FDA, following the agency’s review of the effectiveness of its

previously-issued Good Guidance Practices document, to promulgate a regulation in 2000

“consistent with [the statute] specifying the policies and procedures of the [FDA] for the

! For the legislative history of this provision, see “Food and Drug Administration Modemization and
Accountability Act of 1997, §. Rep. No. 105-43, at 26 (1997) (raising concerns about public knowledge of, and
access to, FDA guidance documents, lack of a systematic process for adoption of guidance documents and for
allowing public input, and inconsistency in the use of guidance documents).

721 1U.S.C. § 371 (h)(1)(C).

B 1d. § 371(h)(1%{D).

H1d § 371(h)(2).

P 1d. § 371 1XB).

d )

14§ 371(h)(3).
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development, issuance, and use of guidance documents.”"’ Following this directive, FDA in
early 2000 issued for public comment a proposed rule on Good Guidance Practices.'® After it
reviewed and considered the public comments, FDA finalized the rule later that year."
The FDA’s Good Guidance Practices regulation is found at 21 CF.R. § 10.115.
Following the congressional direction in the 1997 Act, the FDA regulation provides that FDA,
among other things —
s shall seek public comment on its guidance documents, either before or after their
issuance (depending on their level of significance) and consider the comments;”

o shall make its guidance documents easily available to the public by posting it on the
lntern-et;21

s “must not include [in its guidance documents] mandatory language such as ‘shall,”
‘must,” ‘required,’ or ‘requirement,’ unless FDA is using these words to describe a
statutory or regulatory requirement”;*>

s “must have written procedures” in each FDA center and office “for the approval of

guidance documents,” which procedures “must ensure that issuance of all documents is

approved by appropriate senior FDA officials™; > and

Y 1d. § 371(h)(5).

¥ 65 FR 7321 (February 14, 2000) (proposed ruls).

65 FR 56468 (September 19, 2000) (final rule).

21 CFR §10.115(g).

1 1d. This direction is consistent with the 2001 recommendation by the American Bar Association. 3 American
Bar Association, “Recommendation on Federal Agency Web Pages” (August 2001} (agencies should maximize the
availability and searchability of existing law and policy on their websites and include their governing statutes, rules
and regulations, and all important policies, interpretations, and other like matters on which members of the public
are likely to request).

2 1d.§ 10.115(i)2).

214§ 10.115().
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o must provide members of the public with an opportunity to submit and seck resolution of
a complaint “that someone at FDA did not follow the requirements in [the regulation] or
... treated a guidance document as a binding requirement.”24
These FDA regulations went into effect in October 2000, and therefore have now been in
operation for six years.

In sum, as I have just outlined, the Congress and the FDA both recognized that, because
of the impact that FDA’s guidance can have on society, it was important that FDA’s guidance be
subject to public comment (before or after its issuance); be readily available to the public; be
developed through agency procedures that ensure the review and approval of appropriate agency
officials before it is issued; be followed in practice by agency employees; and avoid the inclusion
of language that would suggest to the public that the document is mandatory rather than what it
actually is — namely, guidance.?® Tt should also be noted that these requirements, in particular
the requirements for internal-agency review and approval and for public comment, help to ensure
that guidance documents are of high quality.

The FDA Good Guidance Practices regulation also addresses concerns that courts have
raised about the improper development and use of agency guidance documents. In its 2000
decision in the Appalachian Power case, the United States Court of Appeals for the District of
Columbia Circuit discussed these concerns:

“The phenomenon we see in this case is familiar. Congress passes a broadly

worded statute. The agency follows with regulations containing broad language,
open-ended phrases, ambiguous standards and the like. Then as years pass, the

> 1d. § 10.115(0).

? Congressional interest in, and concern about, agency guidance documents is also reflected in House Committee
on Government Reform, “Non-Binding Legal Effect of Agency Guidance Documents,” H. Rep. No. 106-1009
(106th Cong., 2d Sess. 2000) (criticizing “back-door” regulation), and the Congressional Accountability for
Regulatory Information Act, HR. 3521, 106thCong., § 4 (2000} (proposing to require agencies to notify the public
of the non-binding effect of guidance documents).
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agency issues circulars or guidance or memoranda, explaining, interpreting,
defining and often expanding the commands in regulations. One guidance
document may yield another and then another and so on. Several words in a
regulation may spawn hundreds of pages of text as the agency offers more and
more detail regarding what its regulations demand of regulated entities. Law is
made, without notice and comment, without public participation, and without
publication in the Federal Register or the Code of Federal Regulations.”

Appalachian Power Co. v. EPA, 208 F.3d 1015, 1019 (D.C. Cir. 2000) (striking down emissions

monitoring guidance as legislative rule requiring notice and comment). See also Gen. Elec. Co.

v. BEPA, 290 F.3d 377 (D.C. Cir. 2002) (striking down PCB risk assessment guidance as

legislative rule requiring notice and comment); Chamber of Commerce v. Dep’t of Labor, 174

F.3d 206 (D.C. Cir. 1999) (striking down OSHA Directive as legislative rule requiring notice and

comment).

OMB’s Issnance of the Proposed and Final Bulletin:

OMB believes that Federal agency guidance should be developed, issued and used
through an agency’s adherence to procedures that ensure quality, transparency, public
participation, coordination, and accountability. For this reason, OMB developed (in consultation
with Federal agencies) a draft OMB Bulletin that would establish as government-wide policy a
set of “best practices” for achieving these goals.

As T earlier noted, OMB then sought public comment on this draft bulletin by issuing it in
November 2005 as a proposal for public comment.”® OMB received 31 public comments on the
proposal, and these comments are available on OMB’s website. As evidence of the diverse
nature of Federal guidance documents, and of the groups in American society that are affected by

them, below are examples of some of the associations that submitted comments (as noted below,

% 70 FR 71866 (November 30, 2003).
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these listed associations supported OMB’s development of a bulletin on Good Guidance
Practices, while also providing their suggestions for how OMB could improve the bulletin):

-- the Association of American Medical Colleges, representing all 125 accredited U.S.
medical schools, nearly 400 major teaching hospitals and health systems, and 94
academic and scientific societies (“The AAMC commends the OMB for its proposal to
establish consistent and appropriate standards for developing good guidance practices
within federal agencies.”);

-- the National Association of Home Builders, representing more than 220,000
members involved in home building, remodeling. multifamily construction, property
management, subcontracting, design, housing finance, building product manufacturing
and other aspects of residential and light commercial construction (“The National
Association of Home Builders (NAHB) would like to thank the Office of Management
and Budget (OMB) for proposing a process to bring transparency and consistency to
Executive Branch activities that affect the public directly, but do not qualify as rules
under the Administrative Procedure Act (APA).”);

-- the American Society of Safety Engineers, representing 30,000 members (“ASSE
commends OMB/OIRA for taking a proactive stance to ensure that agencies can readily
provide interpretation and guidance of regulations, but still do so in a manner that affords
due process to the regulated community and that is in accordance with the requisites of
the Administrative Procedure Act, 5 USC 551 et seq.”);

-- the National Funeral Directors Association, representing more than 11,000 funeral
homes in all 50 states (“NFDA supports the Office of Management and Budget (OMB)
proposal to establish standards to increase the quality and transparency of agency
guidance practices and the guidance documents produced through them.”);

-- the Association of Metropolitan Planning Organizations (“In general, AMPO
strongly supports the Proposed Bulletin's intent and reliance on the guidance practices
adopted by the Food & Drug Administration (‘FDA’)at 21 C.F.R. 5 10.115.”);

-- the Ornithological Council, which consists of eleven leading scientific ornithological
societies - the American Ornithologists' Union, Association of Field Ornithologists,
CIPAMEX, Cooper Omithological Society, Neotropical Ornithological Society, Pacific
Seabird Group, Raptor Research Foundation, Society of Canadian Ornithologists/La
Société des Ornithologistes du Canada, Society for Caribbean Ornithology, Waterbird
Society, and Wilson Orithological Society - that together have a membership of nearly
6,500 ornithologists (“we would like to express our gratitude to OTRA for its efforts to
improve agency guidance practices”);
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-- the Aircraft Owners and Pilots Association, representing over 407,000 members
(“AOPA shares OMB's concern that agency guidance practices should be more
transparent, consistent and accountable. We also agree with OMB that the absence of
procedural review mechanisms undermines the lawfulness, quality, fairness and
accountability of agency policymaking.”);

-- the National Leased Housing Association, which represents the interests of housing
agencies, developers, lenders, housing managers and others in providing federally
assisted rental housing, and whose members are primarily involved in the Section 8
housing programs and are involved with the operation of rental housing for over three
million families (“we commend OMB for its efforts”);

-- the American Road and Transportation Association, whose membership includes
public agencies and private firms and organizations that own, plan, design, supply and
construct transportation projects throughout the country (“Once again, ARTBA is
extremely supportive of the GGP and feels that it represents a significant step forward in
the regulatory process. It will engender fairness and improved dialogue between agencies
and those that have a vital stake in the guidance they issue. ARTBA and our members are
cager to take advantage of the new opportunities for involvement in the guidance process
offered by the GGP and help OMB make the GGP standard agency practice.”); and

-- the Associated Equipment Distributors, representing 1,200 construction equipment
distributors, manufacturers and industry-service firms (“ Our association thanks the
Office of Management and Budget (OMB) for recognizing the impact that guidance
material issued by federal regulatory agencies has on the regulated community. We agree
with the OMB that transparency in the guidance drafting process is critical, as guidance
should not be used for rulemaking.”).

As | have indicated, the comment letters from these associations can be found on OMB’s

website, along with the other comment letters on the proposed bulletin.?’

On January 18th of this year, after considering the public comments and after further

consultation with Federal agencies, the OMB Director issued the Final Bulletin on Agency Good

¥ OMB also received comments, some supporting and others opposing the proposed bulletin, from the following
(in alphabetical order): the Aeronautical Repair Station Association, the American Bar Association, the American
Chemistry Council, the American Composites Manufacturers Association, the American Petroleum Institute,
AMGEN, C. Blake McDowell (Professor of Law), Citizens for Sensible Safeguards (OMB Watch), Coalition for
Effective Environmental Information, Consumer Specialty Products Association, General Electric Company, Keller
and Heckman LLP, McKenna Long & Aldridge LLP, Mercatus Center, National Mining Association, Natural
Resources Defense Council, PIMA County (AZ) Wastewater Management Department, Regulatory Checkbook,
Sanofi-aventis, Stuart Shapiro Ph.D. (Edward J. Bloustein School of Planning and Public Policy, Rutgers
University), U.S. Chamber of Commerce.
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Guidance Practices.”® The final version of the Bulletin is very similar to the proposal in its

overall framework, but — as OMB explained in the preamble to the final Bulletin -- OMB made a

number of improvements to the Bulletin in response to comments that we received from the

public and during the interagency review process.

The following are a few of the noteworthy provisions of the Bulletin, which reflect the

requirements of the FDA’s Good Guidance Practices regulation and are designed to improve the

quality, transparency, public participation, and accountability of agency guidance documents:

Each agency will ensure (as agencies should be doing anyway, as a matter of good
internal management) that appropriate officials within the agency have reviewed and
approved the agency’s issuance of “significant” guidance documents;

Agencies will maintain on their websites current lists of their “significant” guidance
documents that are in effect, so that the public can know what guidance applies to them;
Agencies will provide the public with access to and the opportunity to provide feedback
on their “significant” guidance documents. Agencies will advertise on their websites a
means for the public to submit comments electronically on these guidance documents;
and

For those guidance documents that are “economically significant” (e.g., , a guidance
document that “may reasonably be anticipated to lead to an annual effect on the economy
of $100 million or more™), agencies will publish drafts of the documents in the Federal
Register, invite public comment on them, and prepare responses to the comments before

finalizing the guidance.

* OMB Memorandum M-07-07 (January 18, 2007), which is found on OMB’s website. The final Bulletin is
published in the Federal Register at 72 FR 3432 (January 25, 2007).

- 14-



37

In recognition of the potentially broad range of guidance documents that are issued by Federal
agencies, the Bulletin also (1) includes certain express exclusions from the definition of
“significant” and “economically significant” guidance document; (2) authorizes OMB to exempt
“economically significant documents” (singly or by category) from the requirement for prior
public comment before issuance; and (3) includes an express exception from the Bulletin’s
requirements for “emergency situations or when an agency is obligated by law to act more
quickly than normal review procedures allow.”

In light of concerns that have been raised about the final Bulletin and the Executive
Order, this last point bears emphasis. The Bulletin does not stand in the way of a Federal agency
responding appropriately to an emergency situation. In addition, the Bulletin does nof override a

Federal agency’s obligation to comply with applicable laws.

Executive Order 13422

The Executive Order’s Guidance Provision

In the furtherance of its goal to improve the guidance documents that Federal agencies
develop and issue, the Bulletin is reinforced by the principal provision in Executive Order 13422,
which the President issued, also on January 18th. Through an amendment to Executive Order
12866, which President Clinton issued in 1993, the recent executive order provides for a
relatively informal process whereby some — but by 7o means all — of the “significant guidance
documents” that are developed by Federal agencies will be submitted to OMB for interagency
review.

Tt is important to underscore the point that this amendment provides for an opportunity
for interagency review, and therefore that guidance documents are nof treated the same as

regulations. When he issued Executive Order 12866 in 1993, President Clinton directed
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agencies to submit the drafts of all of their “significant™ regulations to OIRA for review (subject
to certain limited exceptions). By contract, agencies are not required under the recent
amendments to submit all of their “significant” guidance documents to OMB for review.
Instead, the recent executive order requires agencies to inform OMB of upcoming significant
guidance documents, which thereby provides an opportunity for interagency review to occur.

In this regard, just as the new Bulletin directs agencies to follow good guidance practices
that, to a greater or lesser extent, are probably being followed by many agencies for many of
their guidance documents (e.g., posting them on the agency’s website), the recent Executive
Order -- in recognizing the desirability of ensuring an opportunity for interagency review -- also
reflects a practice that already happens in a number of situations.

In other words, interagency review of important guidance documents is #zof new. And,
one reason why such review is desirable, and already happens, is because the programs and
activities of one Federal agency often overlap or have implications for the programs and
activities of one or more other Federal agencies. For example, in June of last year, the
Department of Health and Human Services (HHS) issued a State Medicaid Director letter that
provides guidance on the implementation of the provision in the Deficit Reduction Act of 2005
that requires individuals claiming U.S. citizenship to provide — when initially applying for
Medicaid or upon the first redetermination — satisfactory documentary evidence of citizenship or
nationality. Before HHS finalized and issued this guidance, OMB ensured that HHS consulted
first with affected and interested agencies — the Departments of State and Homeland Security,
and the Social Security Administration. This interagency consultation, which took place in a

two-week period, ensured that HHS had the benefit of the expertise and experience of these other
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agencies and that the HHS guidance took into account the interests and programs of these
agencies.

This interagency coordination, then, had the effect of improving the quality of the HHS
guidance in the same way that the quality of guidance can be improved through public
participation and internal-agency review and approval”® Thus, by ensuring that there is an
opportunity for interagency review, this amendment made by Executive Order 13422 serves as a
complement to the requirements in the OMB Bulletin for public participation and internal-
agency review and approval.

Tn addition, as OMB explained in March 2002, interagency review of a guidance
document is also justified because “interagency review can ensure that agency action is
consistent with Administration policy and is beneficial from a broader, societal perspective.”
This type of review during the development of agency guidance documents is entirely
appropriate, for the same reason that the courts have held that it is appropriate to conduct this
same type of review during the development of agency regulations. As the United States Court
of Appeals for the District of Columbia Circuit explained in 1981 (in an opinion by Judge Wald):

“The court recognizes the basic need of the President and his White House staff to
monitor the consistency of executive agency regulations with Administration policy. He
and his White House advisers surely must be briefed fully and frequently about rules in

the making, and their contributions to policymaking considered. The executive power
under our Constitution, after all, is not shared -- it rests exclusively with the President.

* * *

* OMB made this same general point in March 2002 when OMB asked the public to identify examples of
“problematic guidance documents™ that would be potential candidates for reform. Office of Management and
Budget, Draft 2002 Report to Congress on the Costs and Benefits of Federal Regulations, 67 FR 15014, 15035
(March 28, 2002) (“problematic guidance might be improved by interagency review™).

* Office of Management and Budget, Draft 2002 Report to Congress on the Costs and Benefits of Federal
Regulations, id., 67 FR at 15035.
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“The authority of the President to control and supervise executive policymaking is
derived from the Constitution; the desirability of such control is demonstrable from the
practical realities of administrative rulemaking. Regulations such as those involved here
demand a careful weighing of cost, environmental, and energy considerations. They also
have broad implications for national economic policy. Our form of government simply
could not function effectively or rationally if key executive policymakers were isolated
from each other and from the Chief Executive. Single mission agencies do not always
have the answers to complex regulatory problems. An overworked administrator exposed
on a 24-hour basis to a dedicated but zealous staff needs to know the arguments and ideas
of policymakers in other agencies as well as in the White House.”

Sierra Club v. Costle, 657 F.2d 298, 404, 405-06 (D.C. Cir. 1981). In that decision, the D.C.
Circuit upheld the appropriateness of discussions between the White House and the
Environmental Protection Agency, regarding a draft Clean Air Act rule. These discussions took

place -- and EPA issued the rule -- in 1979, during the Administration of President Carter.

The Executive Order’s Non-Guidance Provisions

In addition to providing an opportunity for interagency review of draft guidance
documents, the recent Executive Order makes several (non-guidance related) process
improvements. As is the case with the guidance amendments in the Executive Order and the
new Bulletin, these process improvements are designed to encourage good-government practices.
Because there has been some confusion in the press and elsewhere as to the meaning and impact
of these changes, let me briefly go through them.

1. Regulatory Policy Officers

Concerns have been raised about the provisions in Executive Order 13422 regarding
Regulatory Policy Officers. The initial point that should be made is that such officers are not
new; when he issued Executive Order 12866 in 1993, President Clinton directed each agency
head to designate a Regulatory Policy Officer within the agency. Nor is it new that, under the

recent amendment, these Regulatory Policy Officers will be Presidential appointees. While the
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original EO 12866 did not require that agency heads choose a Presidential appointee to be the
agency’s Regulatory Policy Officer, the fact is that, in many departments and major agencies, the
Regulatory Policy Officer has been a Presidential appointee.

And, I should note that the term “Presidential appointee” should not be confused with
“political appointee.” Presidential appointees are appointed by the President, whereas agency
heads appoint “political appointees™ who are in the non-career Senior Executive Service or are
under Schedule C; these agency-head appointees are not Presidential appointees. Moreover,
neither the President nor an agency head can create a Presidentially-appointed position in an
agency. Rather, only Congress can do so. And, when Congress does create a Presidentially-
appointed position in an agency, Congress usually provides that this appointee shall be subject to
Senate confirmation (a PAS official). Thus, by requiring that agency heads designate a
Regulatory Policy Officer from among the agency’s Presidential appointees, the President is
actually ensuring that, in most cases, the Regulatory Policy Officer will be a PAS official.

In addition, concerns have been raised that Executive Order 13422 may require each
agency to establish a new “Regulatory Policy Office” that would be headed by the agency’s
Regulatory Policy Officer. [ would like to allay such concerns by explaining that this reference
to a Regulatory Policy “Office” was a typographical error. The reference should have been to a
Regulatory Policy “Officer” rather than “Office™; the Executive Order will be implemented
accordingly.

ii. Commencement of a Rulemaking

Executive Order 13422 amends Executive Order 12866 to require that an agency’s

commencement of a rulemaking either be authorized by the agency head or be approved by the

agency’s Regulatory Policy Officer. As explained above, most if not all of the Regulatory Policy
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Officers will be -- as they generally have been over the years -- Presidential appointees who are
subject to Senate confirmation. In practice, then, this will mean that, in most if not all cases, an
agency’s commencement of a rulemaking will be authorized or approved by an agency official
who is appointed by the President and subject to Senate confirmation.
iil. Aggregation of annual costs and benefits in the Regulatory Plan

Section 4 of President Clinton’s Executive Order 12866 established a “Planning
Mechanism” that includes an annual Regulatory Plan that reports the most significant regulatory
actions anticipated in the coming year and thereafter, along with the agency’s estimate of each

rule’s anticipated benefits and costs. Executive Order 13422 amends this section to ask agencies,

in addition, to aggregate the estimated costs and benefits of the individual regulations. While the
interested public could always sum-up for themselves the cost and benefit estimates for each of
the individual rules, this amendment enhances the transparency of the annual Regulatory Plan by
requiring the agencies to do the aggregation.
iv. The Encouragement of Agencies to Consider Formal Rulemaking
Another of the amendments in Executive Order 13422 encourages rulemaking agencies
to consider using the Administrative Procedure Act’s formal — rather than informal — rulemaking
procedures for the agency’s resolution of complex determinations. Agencies already had the
option of using the APAs’ formal rulemaking procedures, and this amendment simply
encourages them to consider the use of a tool that has been — and remains — available to them.
v. Market Failure
Executive Order 13422 amended Section 1(b)(1) of Executive Order 12866, which was —
and remains — the first of that Order’s “Principles of Regulation.” As recently amended, Section

1(b)(1) now states that: “Each agency shall identify in writing the specific market failure (such
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as externalities, market power, lack of information) or other specific problem that it intends to
address (including, where applicable, the failures of public institutions) that warrant new agency
action, as well as assess the significance of that problem.” Before explaining what this
amendment does do, T would like to explain first what it does not do.

First, the concept of market failure is nof new to this amendment, but instead has been an
integral part of Executive Order 12866 since President Clinton issued it in 1993. Indeed, the
overarching “Statement of Regulatory Philosophy,” in Section 1(a) of the original Executive
Order 12866 (unchanged by EO 13422), states that “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 fuilures of private markets to protect or improve the
health and safety of the public, the environment, or the well-being of the American people™
(italics added). Furthermore, the first “Principle of Regulation” that was articulated in Section
1(b) of the original Executive Order 12866 reiterated the requirement that each agency “identify
the problem that it intends to address (including, where applicable, the failures of private
markets or public instinutions that warrant new agency action) as well as assess the significance
of that problem” (italics added).

Second, the recent Executive Order does nof make the identification of a market failure
the only basis on which a Federal agency can justify regulatory action. The revised section also
encourages agencies to identify any “other significant problem it intends to address.” For
example, recent regulations to provide disaster assistance to victims of Hurricane Katrina
provide important social benefits, but do not address a market failure, per se. Moreover, the
recent Executive Order leaves untouched the provision in Executive Order 12866 that expressly

directs Federal agencies to “promulgate . . . such regulations as are required by law, [or] are
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necessary to interpret the law.” In many cases, when a Federal agency is issuing a regulation, the
agency is doing so for just those law-based reasons, and this will continue to be the case; nothing
in Executive Order 13422 changes this.

Having explained what the revised “market failure” language does not do, I would like to
now explain what it actually does do, which is two relatively modest things.

First, Executive Order 13422 states that the agency “shall identify in writing” the
problem -- whether it is a market failure “or other specific problem” — that the agency “intends to
address” through regulatory action. Stating explicitly that Federal agencies shall identify “in
writing” the problem that the agency is seeking to remedy through regulatory action does not
impose a new requirement on rulemaking agencies. As an initial matter, an agency should
already have been identifying in writing the precise nature of the problem that the agency is
seeking to remedy through regulatory action, in order to assist the agency in its own analysis of
whether regulatory action is warranted and, if so, which of the available regulatory alternatives
would best accomplish the agency’s intended result.

Thus, in order to comply with the original version of Section 1(b)(1) of Executive Order
12866, agencies as a practical matter would have had to make (or at least should have made) this
identification in writing. However, even if an agency did not do so, the agency should still have
identified the problem that it was seeking to remedy through regulatory action in the preamble to
the proposed rule (to assist the public in understanding the agency’s proposal and in offering
their comments on it) as well in the preamble to the final rule (to persuade the public, Congress,
and the courts that the agency has exercised its regulatory authority in a reasonable and well-
considered manner). In sum, the requirement that agencies identify the need for the regulation in

writing is a good-government measure, It encourages greater transparency in rulemaking, by
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helping the public and others understand the problem the regulation is intended to address,
enabling more informed comment on whether the proposed rule will likely meet its objectives
and whether there are other, better alternatives to address the identified problem.

Second, in order to increase the transparency of Executive Order 12866, Executive Order
13422 incorporates into Executive Order 12866 a reference to three classic textbook examples of
what constitutes a “market failure” — namely, externalities (which justify, e.g., the regulation of
pollution), market power (which justify, e.g., the regulation of the rates charged by natural
monopolies, such as local gas and electricity distribution services), and lack of information
(which justify, e.g., the nutritional labeling requirements for packaged foods). These three
examples of market failure are not new to the Executive Branch’s implementation of Executive
Order 12866. To the contrary, three years after President Clinton issued Executive Order 12866
in 1993, these examples were included in the discussion of “market failure” that was contained in
the 1996 “Economic Analysis of Federal Regulations under Executive Order No. 12866”
document that former OIRA Administrator Sally Katzen (working with former CEA Chairman
Joseph Stiglitz) issued to Federal agencies for their use in meeting the analytical requirements of
Executive Order 12866 (as well as those of the Unfunded Mandates Reform Act and the
Regulatory Flexibility Act).!

Tn its Part T on “Statement of Need for the Proposed Action,” the 1996 “Economic
Analysis” document had a Section A on “Market Failure,” which provided separate descriptions

3 e

of “Externality”, “Natural Monopoly,” “Market Power,” and “Inadequate or Asymmetric

*! Memorandum for Members of the Regulatory Working Group from OTRA Administrator Katzen, “Economic
Analysis of Federal Regulations under Executive Order 12866 (January 11, 1996}, available on OMB’s website at
hitpsvww whitehouse goviomb/memoranda/rwemema himl. As Administrator Katzen stated in her transmittal
memorandum, the “Economic Analysis™ document “represents the results of an exhaustive two-year effort” by an
interagency working group chaired by Joseph Stiglitz of the Council of Economic Advisers and Steve Kaplan, the-
then General Counsel of the Department of Transpottation.
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Information.” The 1996 “Economic Analysis document also included the following introductory
discussion:
“I. STATEMENT OF NEED FOR THE PROPOSED ACTION
“In order to establish the need for the proposed action, the analysis should discuss
whether the problem constitutes a significant market failure. If the problem does not
constitute a market failure, the analysis should provide an alternative demonstration of
compelling public need, such as improving governmental processes or addressing
distributional concerns. 1f the proposed action is a result of a statutory or judicial
directive, that should be so stated.
“A. Market Failure
“The analysis should determine whether there exists a market failure that is likely to be
significant. Tn particular, the analysis should distinguish actual market failures from
potential market failures that can be resolved at relatively low cost by market
participants. Examples of the latter include spillover effects that affected parties can
effectively internalize by negotiation, and problems resulting from information
asymmetries that can be effectively resolved by the affected parties through vertical
integration. Once a significant market failure has been identified, the analysis should
show how adequately the regulatory alternatives to be considered address the specified
market failure.”
Moreover, the three examples of market failure that are now referenced in the amended
Executive Order 12866 (i.e., externality, market power, and lack of information) were contained
in the draft Circular on regulatory cost-benefit analysis that OMB issued for public comment and
peer review in 2003, and they are contained in the final Circular A-4 that OMB issued later that
same year (and which remains in effect).”
And, thus, the use of these three market failure examples in the implementation of
Executive Order 12866 is not new. Moreover, Executive Order 13422 did not substantively

change the first “Principle of Regulation” in Executive Order 12866 or how this Principle is

implemented by the Executive Branch. Instead, all that happened as a result of Executive Order
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13422, with respect to these three examples of market failure, is that they are now mentioned in
Executive Order 12866 itself (rather than only in the implementation documents). In other
words, the recent amendment has simply increased the transparency of Executive Order 12866.

Some have expressed concern that this amendment to Executive Order 12866 could
prevent agencies from issuing regulations to protect public health and safety, but this is not
correct. Many of the most significant regulations that agencies issue are, in fact, driven by — and
are in response to — market failures. As the 1996 OMB “Economic Analysis” document noted,
“[e]nvironmental problems are a classic case of externality,” and this Administration has issued a
number of significant environmental regulations aimed at addressing environmental externalities,
including EPA’s Clean Air Interstate Rule (CAIR) and its Non-road Diesel Engines Rule.
Similarly, regulations to protect homeland security, such as FDA’s recent regulations under the
Public Health Security and Bioterrorism Preparedness and Response Act, respond to inadequate
private market incentives to respond to potential terror threats.

Another type of market failure that is mentioned in the amendment made by Executive
Order 13422 stems from lack of information. An example of a regulation that is justified by the
“lack of information” market failure was the Food and Drug Administration’s recent regulation
that requires the nutritional labels on packaged foods to display the amount of trans-fats in them.
This labeling requirement is estimated to have considerable public health benefits, by providing

consumers important information with which they can make purchasing decisions. Moreover,

*2 Draft 2003 Report to Congress on the Costs and Benefits of Federal Regulations, 68 FR 5492, 5514-15 (February
3, 2003Y; Informing Regulatory Decisions: 2003 Report to Congress on the Costs and Benefits of Federal
Regulation (2003), at pages 121-122 (available on OMB’s website).
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this rule was the subject of a “prompt letter” that former OIRA Administrator John Graham sent
to HHS in 2001 encouraging the agency to issue a rule to require the labeling of trans-fats.

Finally, in both the CAIR and trans-fats rules, identification of a market failure, rather
than a specific directive from statute, was the driving force behind the issuance of regulations
that are expected to have significant public health and quality of life benefits.

Moreover, as noted above, nothing in this amendment to EQ 12866 precludes agencies
from justifying regulations on grounds other than the failure of private markets. Nor does it
preclude agencies from justifying regulations on the ground that Congress has required the
agency to promulgate regulations to address a particular situation, on the grounds that the
regulations are necessary to interpret the law, or are made necessary by other compelling public

need.

Thank you again for this opportunity to testify. I would welcome any questions that the

Subcommittee has.

¥ Letter from OIRA Admiinistrator Graham to the Department of Health and Human Services regarding trans fatty
acids (September 8, 2001) (available on OMB’s website).
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Ms. SANCHEZ. I thank the gentleman.
Ms. Katzen, you are now up. You may proceed with your testi-
mony.

TESTIMONY OF SALLY KATZEN, PROFESSOR,
UNIVERSITY OF MICHIGAN LAW SCHOOL

Ms. KATZEN. Thank you.

Madame Chairman, Mr. Cannon, Mr. Conyers, other distin-
guished Members, I appreciate very much the opportunity to testify
today.

Mr. CONYERS. Mr. Aitken, have you turned your microphone off?

Ms. KATZEN. Is my time going?

Ms. SANCHEZ. We will reset your time.

Ms. KATZEN. As you mentioned in your introduction, I served as
the administrator of OIRA for over 5 years during the Clinton ad-
ministration, and was involved in the drafting and implementation
of Executive Order 12866. I am a strong proponent of centralized
review of agency rulemaking, and have often spoken and written
in defense and support of OIRA.

I am also a strong proponent of regulations, believing that if
properly crafted they can improve the quality of our lives, the per-
formance of our economy, and the Nation’s well-being.

Why, then, am I so critical of this new Executive Order? I have
prepared written testimony that provides extensive background
and explanatory information, and would like to use my 5 minutes
to emphasize the most important points.

First, during the la