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The President

Executive Order 12866 of September 30, 1983

Regulatory Planning and Review

The American people deserve a regulatory system thst. works for them,
not egainst them: a regulatory system that protects and improves their health,
safoty, snvironment, and well-being and improves the performance of the
sconemy without imposing unecceptable or unreasonable ¢osts on soclely;
regulatory policies that recognize that the privats sector and private markets
are the best engine for economic growth; regulstory approaches that respect
the role of Btate, local, and tribal governments; and regulations that are
effeciive, consistent, sensible, and understandable. We do not have such
8 regulatory system today.

With this Executive order, the Federal Covernment begins a program fo
teform and maeke more efficlent the regulatory process. The objectives of
this Executive order are to enhance pianning and coordination with respsct
to both new and existing regulations: to reaffirm the primacy of Federal
agencies in the regulatory decision-making process; to restore the imegrity
and legitimacy of regulatory review and oversight; and to make the process .
more accessible end open to the public. In pursuing these objectives, the
reguiatory process shail be conducted so as to mest applicable statutory
uirements and with due regard to the discretion that has been entrusted
to the Federsl agencies. - . :

‘Accordingly, by the authority vested in me as President by the Constitution

and the laws of the United States of America, #t is herohy ordered as
follows: \

Section 1. Statement of Regulatory Philosephy and Pz‘fnci{fés. {a} The Hegu-

" latory Philosophy. Federal agenciss should promulgsts only such reguiations

as are required by law, sre necegsary to interpret the law, or zre made
necessary by compelling public need, such as materisl failures of private
markels (o protect or improve the health and safety of the public, the
anvironment, or the well-being of the American people. In deciding whaethar
and how to regulate, agencies should assess all costs and bepefits of available
regulstory alternatives, including the alternstive of not regulsting. Costs
and benefits shall be understoed io include both quantifiable mesasures {to
the fullest extent that these can be usefully estimated) and gualitative meas-
ures of cosis and bensefits that are difficelt to guantify, but nevertheless
agsential to consider. Further, in choosing among alternative regulatory ap-’
proaches, sgencies should select thoss approaches that maximize net benefits
(including potentinl esonomic, environmantal, public health and safety, and
other advantages; distributive impacts; and equity), unless & statute requires
another regulatory approach. : .

{b} The Principles of Regulotion. To ensure that the agencies’ regulatory
progrems are consistent wigz the philosophy et forth above. egencies should
adhers to the Iollowing principles, to the extent permitted by law and
where applicsble: .

(1} Each sgency shell idlentify the problem that It iotends o address
{including, whera applicable, the failures of privats markets or public institu-
tions that warrent now agency action} as well as assess the significance
of that problem.

{2) Fach agency shall examine whether existing regulations [or other
law] have crested, or comtributed (o, the problem that a new regulation
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15 intended to ‘correct and ‘whetber those regulations {or other Jaw) should

be modified to schieve the intended goal of regulation more effectively.

(3} Each agency shall ideniify and assess available sliernatives to dirsct
reguistion, including providing economic incontives to encourage the desired
bahavior, such as user fees or marketable permits, or providing information
upon which cheices can be made by the public. ' e

(4) In setting regulatory pricrities, each sgency shall consider, to the
extent ‘reasonable, the degree and nature of the risks pesed by various
substances or activities within its jurisdiction. -

{5) When an sgency determines that a segulstion is the best available
method of schieving the regulstory ubjective, it shall design its regulations
in the most vost-effective manner to achieve the regulstory objective. In
doing so, each agency shall consider incentives for innovation, consistency,
predictability, the costs of enforcement and compliance (1o the government,
regulated entities. and ihe public), flexibility, distributive impacts, end eq-
uity. .

{6} Each sgency shall sssess both the costs and the henefits of the
intended regulation and, recognizing that some costs and bensfits are difficult
to quantify, propose or adopt a regulation only upon a rsasoned detesmination
that the benefits of the intendod regulation justify fts costs.

(?) Each sgency shall base its dacisions on the best reasanably obtainable’
scientific, technical, economic, and other information concerning the need
for, and consequences of, the intended regulation.

{8} Each agency shall identify and assess alternative forms of regulation
and shall, to zge axient feagibis, specily performance objectives, rather than
specifying the behavior or manner of complience that regulated entities
must adopt, :

{8} Wherever feasible, agencies shall seek visws of sppropriate State,
local, and tribsl officials before imposing regulatory requirements that might
significantly ¢r uniquely affzct those governmenis] entities. Each agency -
shall assess the effects of Federal regulations on Stats, local, and tribal
governments, including specifically the availability of resources to camry
out thoge mandates, snd sesk to minimize those burdens that uniquely
or significantly affect such govemmmiai entilies, consistent with achisving
regulatory oblectives. In aadition, as appropriste, agencies shall seek to
harmonize Federal regulstory actions with relsted State, local, and tribal
regulatory and other governmantal Runctions.

{10} Each agency shall avoid regulstions that are inconsistent, incompat-
ible, or duplicative with its other regulations or thoze of other Fedaral
agencies,

{11} Each agency shall tailor its regulations to impose the least burden
on society, including individuals, businesses of differing sizes, and other
entities {including small communities and governmentsl sntities}, consistent
with ohtaining the regulatory ohjectives, taking into sccount, among other
things, and 1o the extent practiceble, the costs of cumulstive regulations.

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

Sec. 2. Orgenization. An efficient regulatory plansing and review process
is vital to ensure that the Federal Governmenat's regulatory system best
serves the American people.

{a} The Agencies. Becausa Federal agencies are the repositories of signift-
cant substantive expertise and experience, they are responsible for daveloping
regulations and assuring that the regulations ate consistent with applicable
I&%g, the President’s priorities, and the principles set forth in this Executive
order, . :
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(b} The Office of Management and Budget. Coordinated review of agency
rulemaking is necessary to ensure that regufalions are consistent with applica-
ble law, the President’s priorities, and the principles set forth in this Execu-
tive order, and that decisions mada 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 Reguletory Affsirs [OIRA) is
the repository of expertise concerning regulatory issues, including methodolo-
glos and progedures that affect more than one sgency, this Executive order,
and the President’s regulstory policies. To the extent permitted by law,
OMB shall provide guldance fo agencies and assist the President, the Vice
President, and other regulatory policy advisors to the President in regulatory

' pi&nz‘ainﬁ and shall be the entity that reviews individual reguletions, as
&

provid

{c) The Vice President. The Vice President is the principal sdvisor to
the President on, and shall coordinate the development and presentstion
of recommendations concerning, regulatory policy, planning, and review,
as set forth in this Execulive order. In fulfilling their responsibilities under
thizx Executive order, the President and the Vice Presidant shall be gssisted
by the regulsiory policy edvisors within the Executive Office of the President
and by such sgency officials and personnel as the President and the Vice
President may, from tims to time, consuit,

Sec. 3, Definitions. For purposes of this Executive order: (a) "Advisors”
refers to such regulatory policy advisors to the President as the President
and Vice President may from time to time consult, inchuding, among others:
(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 Natlonal Security Affairs; (8] the Assistant to the President
for Scisnce and Technology; {7} the Assisiant o the President for Intergovern-
mantal Affsirs; {8) the Assistant 1o the President and Sisff Secretery: (9)
the Assistant to the President and Chief of Steff to the Vice President;
{16} the Assistant 1o the President and Counsel to the President; (11) the
Deputy Assistant {o the President and Director of the White House Office
on Environmental Policy; and {12) the Administrator of OIRA, who also
shall coordinate communications relating to this Executive order smong
the agencies, OMB, the cther Advisors, and the Office of the Vice President.

‘(b "“Agency,” unless otherwise Indicaled, means any authority of the
United States that is an “agency” under 44 U.8.C, 350201}, other than those
considel;sd to be indspendent regulatory agencies, as defined in 44 U.S.C.
3502{10}.

{t3 “Directer” means the Director of OMB.
{d] “Regulation” or “rule” means an sgency statement of general applicebil-

by this Executive order.

- ity and future effect, which the sgency Intends to have tha foree and effect

of law, thet is designed to implsment, interpret, or prescribe law or policy
or to describe the procedure or practice requirements of an agency. It does
not, however, include: ‘ o

. (1} Regulations or rules issued in accordance with the formal rulemaking
provisions of & U.5.C. 556, 537;

{2} Regulations or rules that pertain to & milllery or forsign affairs
function of the United States, other than ;pmmmem regulations and regulss
tions involving the import or export of non-defense articles and services;

{3} Regulations or rules that are limited to agency orgsnization, manage-
ment, or persoanel matters; or

{4) Any other category of regulations exempted by the Administrator
of OIRA. ' ,

{e) “Regﬁlatogy action” means any substantive action by &n agency [nor
mally published in the Federal Register) that promulgates or is expected

é
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.to lead to the promulgation of a final rule or regulation, including notices
of inquiry, advance notices of proposed rulemaking, and notices of proposed
mlemakmg

(f) "Significant regulatory‘action” means any regulatory action that is
likely to result in a rule 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 alter the budgetary impact of entitlements, grants, user
fees, or loan programs or the rights and obligations of recipients thereof;
or

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

Sec. 4. Planning Mechanism. In order to have an effective regulatory program,
to provide for coordination of regulations, to maximize consultation and
the resolution of i)otential conflicts at an early stage, to involve the public
and its State, local, and tribal officials in regulatery planning, and to ensure
that new or revised regulations promote the President’s priorities and the
Frmmples set forth in this Executive order, these procedures shall be fol-

wed, to the extent permitted by law: (8) Agencies’ Policy Meeting. Early
in each year’s planning cycle, the Vice President shall convene a meseting
of the Advisors and the heads of agencies to seek a common understanding

of priorities and to coordinate regulatory efforts to be-accomplished in |,

the upcoming year.

(b) Umﬁed Begu!ato;y Agenda For purposes of this subseclion the term

“agency” or “agencies’’ shall also include those considered to be independent
regulatory agencies, as defined in 44 U.S.C. 3502(10). Each agency shall
prepare an agenda of all regulations under development or review, at a
time and in a manner specified by the Administrator of OIRA. The description
of each regulatory action shall contain, at a minimum, a regulation identifier
number, a brief summary of the action, the legal authority for the action,
any legal deadline for the action, and the name and telephone number
of a knowledgeable agency official. Agencies may incorporate the information
required under 5 U.5.C. 602 and 41 U.8.C. 402 into these agendas.

(c] The Hegufato:y Plan. For purposes of this subsection, the term “agency”

“agencies” shall also include those considered to be independent regu-
latory agencies, as defined in 44 U.S.C. 3502(10). {1) As part of the Unified
Regulatory Agenda, beginning in 1994, each agency shall prepare a Regulatory
Plan (Plan) of the most important significant regulatory actions that the
agency reasonably expects to issue in proposed or final form in that fiscal
year or thereafter. The Plan shall be approved personally by the agency
head and shall contain at a minimum:

(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 significant regulatory action including,
to the extent possible, alternatives to be considered snd preliminary estimates
of the anticipated costs and benefits;

(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;

(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;
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{E} The agency’s schedule for action, including a statement &f any appli-
cable statutory or judicial desdlines; and

(F) The name, sddress, and telaphe;w number of a person the public
may contact for additional information sbout the planned regulatory action.

{2} Each agency shall forward its Plan to OIRA by June ist of each
yoar, - - .

{3) Within 10 calender days after OIRA has recsived an agency’s Plan,
QIRA shall circulate it to other affected agencies, the Advisors, and the
Vice President. :

{4) An agency head who helieves that a planned regulatory action of
another agency may conflict with fts own policy or action taken or planned
shall promptly notify, in writing, the Administrator of GIRA, who shall
forward that communication to the issuing agency, the Advisors, and the
Vice President.

{5} If the Adminisirator of OIRA believes that s planned regulatory
action of an agency may be inconsisient with the President’s priorities
or the principles set forth in this Exscutive order or may bse in conflict
with anz olicy or ection teken or planned by another agency, the Adminis-
trator © SIRA shall promptly notify, in wriling, the sffected agencies, the
Advisors, and the Vice President. :

{8} The Vige President, with the Advisors’ assistance, may consult with
the heads of agencies with respect to their Plans and, in appropriste instances,
reguest further consideration or inter-agency coordination.

" {7} The Plans developed by the issuing agency shall be published annu.
ally in the QOctober publication of the Unified Regulatory Agenda, This
publication shall be made availsble io the Congress; State, locsl, and tribal
governments; and the public. Any views on sny aspect of any agency Plan,
including whether any planoed regulatory action might conflict with any
ather planned or sxisting regulation, impose any unintended consequences
on the public, or confer sny unclsimed beneflits on the public, should
be directed to the issuing agency, with s copy to OIRA.

{d) Begulatory Working Group. Within 30 days of the date of this Executive

- order, the Administrator of OIRA shall convene & Regulatory Working Group

[“Working Croup”}, which shall consist of representatives of the heads of
sach agoncy that the Administrator determines to have significant domestic
reguiatory regponsibility, the Advisors, and the Vice President. The Adminis-
trator of OIRA shall chair the Working Group and shall periodically advise
the Vice President on the activities of the Warking Group. The Working
Group shall serve as a forum to assist agencies in identifying and analyzing
important regulatory issues {including, among others [1] the development
of innovative regulatory techniques, %2} the methods, efficacy, and utility
of compurative risk assessment In regulatory decision-making. and (3] the
development of short forms and other streamlined regulstory aigwackas
for small businesses and other entities), The Working Group shall meat
at least quarterly and may meet as & whele or in sn%)grozzps of spencies
with an interest in particular {ssues or subject areas. To inform its discussions,
the Warking Group may commission analytical studiss and reports by OIRA,
the Administrative Conference of the United States, or any other agency,

{e] Conferences. The Administrator of OIRA shall meet quarterly with
representatives of State, local, and tribal govarnments 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, nongovern
mental organizations, and the public to discuss regulatory issues of common
concern, .

Sec. 5. Existing Regulotions. In order to reduce the regulatory burden on
the American people, their familiss, their communities, their State, local,
and tribal governments, and their industriss; to determing whether regula.
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Sty Uty L ose w it tlons promulgated by the executive branch of the Faderal Goverament have
' ' B  become unjustified or unnecessary 45 a result of changed circumstances;
" to confirm that regulations are both compatible with each other and not
duplicative or inappropristely hurdensome in the aggregste; to ansure thst
all regulations are consistent with the Fresident's priorities and the principles
gat forth in this Executive order, within applicable law; and to otherwise
improve the offectivensss of existing reguletions: {a] Within 90 days of
the date of this Executive order, each agency shall submit to QIRA s program,
. consistent with #s resources snd regulatory priorities, under which the
. agency will periodically review its exdisting signfficant regulations to deter-
.-~ mine whether any such regulstions shouid be modified or eliminated so
as to make the agency’s regulatory program more effective in echievin :
the regulatory objectives, less burdensome, or in greater alignment wi
tha President’s priorities and the principles set forth in this Execntive order.
. Any significan? regulations. selected for review shall be included in the
agency's annusl Plan, The agency shall also identify any legislative mandates
that require the a?ency to promulgate or continue to impose regulations
that the sgencty 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 objsctives of this section.
State, local, and tribal governmanls are specifically encounraged to assist
in the identification of regulations thet impaose significant or unigue burdens
on those governmental entities and that appear to have outlived their justifica-

tion or by otherwise inconsistent with the public interest, '

{e} The Vice President, in consultation with the Advisors, may identify
for review by the sppropriate afezzcy or agencies other existing regulstions
of an agency or groups of regulations of more then one agency that affect
& particular group, industry, or sector of the economy, or may identify
legislative mandates that may be appropriate for reconsiderstion by the
Congress, . , -
Sec. 8. Centralized Review of Regulations, The guidelines set forth below
shall apply to all regulatory actions, for both new and existing regulations,
by egencies other than those agencies specifically exempted by the Adminis-
trator of OIRA:

{a] Agency Responsibilities. (1] Each asgenmcy shall (consistent with s
own rules, regulations, or procedures} provide the public with meaningful

* participation in the regulstory process. In particular, before issuing & notice
of proposed rulemaking, ea;{x agency should, whare appropriate, seek the
involvemen! of these who are intended to benefit from and those expected
te b burdened by any regulstion {including, specifically, State, local, and
tritbal officials). In addition, each agency should afford the public a meaning-
ful opportunity to comment on any proposed regulation, which in muost
cases should Include & comment period of not less then 80 days. Each
agency also is directed to explore and, where appropriste, use consensual
mechanisms for developing regulations, including negotiated rulemaking.

{2] Within 60 days of the dste of this Executive order, each sgency
head shall designate o Regulatory Policy Officer who shall report o the
agency head. The Regulatory Policy Officer shall bo involved at sach stage
of the regulatory process 1o foster the development of effective, innovative,
and least burdensome regulstions and to further the principles set forth
in this Execative order. -

{3} In addition to adhering i its own rules and procedures snd fo
‘the requirements of the Administrative Procedure Aci, the Regulatory Flexi-
bility Act, the Paperwork Reduction Act, and other applicable law, each
agency shall develop its regulatory actions in a timely fashion snd adhers
to the following procedurss with respect to s regulatory action: '

{A) Each agency shall provide OIRA, at such times and in the manner
spacifiad by tha Adminisirator of OIRA, with a list of its planned regulatory
actions, indicating those which the agency believes are significant regulatory .
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actions within the meaning of this Executive order. Absent 2 material change

"in the development of the planned regulatory action, thoss not designated

as significant wili not be subject 1o review under this soction uiless, within
10 working days of receipt of the list, the Administrator of OIRA notifies

' the agency that OIRA has datermined that a planned reguletion is a significant

regulatory action ‘within. the meaning of this Executive order. The Adminis-
trator of LIRA mey waive review of any planned regulatory action dasignated
by the agency as significant, in which case the agency need not gfz’thez
comply with subsection (aH{3){B)} or subsection {a}{3}C) of this sectian.

{B) For each matter identifled as, or determined by the Administrator
of UIRA to be, a significant regulatory action, the issuing agency shall
provide to OIRA:

{i) The text of the deaft regulatory actlon, together with a reasonably
detalled description of the need for the regulatory action and an explanation
of how the regulatory setion will meat that need; and

{ii} An assessment of the potential costs and benefits of the regulatory
action, including an explenstion of the menner in which the regulatory
action s consistent with a statutory mandate and, to the extent permitted
by law. promotes the President’s priorities and avoids undue interferences
;vizh Stats, local, and tribal governments in the exercise of thelr governmental
unctions. .

fC) For those matters tdentifind as, or dotermined ths Administeator
of OIRA to be, a significant regulatory action within the scope of section
3{fi{1), the aﬁam:y shall also provide to OIRA the following additional infor-
mation developed as part of the agency's decision-making process (unless
prohibited by Jaw):

{i} An sssessment, including the underlying analysis, of benefits antici-
pated from the regulatory action {such a5, but not Hmited to, the promotion
of the efficiant funclioning of the sconomy and private markets, the enhance-
ment of healih and safaty, the protection of the natursi snvironment, and
the elimination or reduction of discriminstion or bias} together with, io,
the extent feasible, a quantification of thoss benefits; '

{11} An assessmont, including the underlying analysis, of costs anticipated
fromn the regulatory action {such as. but not lmited 1o, the direct cost
both to the governmemt in administering the regulation and to businesses
and others in complying with the regulation, and any adverse effects on
the efficient functioning of the sconomy, privaiv markets (including produs-
tivity, smployment, and compstitiveness}, health, safely, and the natural
envimnn;&z}t}, together with, to the extent feasible, & quantification of those
costs; an

(ifi] An essessment, incleding the underlyving analysis, of costs and
benefits of potentially effoctive and reasomably feasible alternatives to the
planned regulation, identified by the agencies or the public lincluding im-
proving the current regulation and reasonably viable nonregulatory actionsj,
and an explanation w%y the planned regulatory action is preferable to the
identified potential sltarnatives. :

{D) In emerﬁnc situations or when an sgency is obligated by law
to act more guickly than normal review procedures allow, the agency shall
notify OIRA as soon as possible and, to the extent precticable, comply
with subsections {a}{3){B] and {C) of this section. For those regulatory acticns
that aro governed by a statuiory or court-imposed deadline, the sgency
shall, to the exient practicable, schedule rulemaking proceedings so as to
permit sufficient time for OIRA to conduct its review, ss 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 {o the public, the sgency shaill:

. {i} Make available to the public the information set forth in subsections
{al{33(8) and {C);
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:‘{ii) Identify for the public, in a complete, clear, and simple manner,
the substantive changes between .the draR submitted to OIRA for review
- . and the action subsequently announced; and ‘

o * {iit} dentify for the public those changes in the regulatory action that
© were made at the suggestion or recommendation of OIRA. ‘ )

. L (. (F] Al information provided to the public by the agency shall be in
‘ - phain, understendable language. ’ .

(b} OIRA Responsibilities. The Administrator of OIRA shall provide mean-
ingful guidance and oversight so that each agency's regulatnrg actions are |
consistent with applicable law, the President’s priorities, and the principles
sot forth in ihis Executive order and do not conflict with the policies
or actions of another ggency. OIRA shall, 1o the extent psrmitted by law,
adhers {0 the following guidelines: :

(1) OIRA may review only sctions 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 -
resuits of its review within the following time periods:

(A) For eny notices of inquiry, advance notices of proposed rulemaking.
or other preliminary reguisiory aclicns prior to a Notice of Proposed Rule-
meking, within 10 working days alfter the date of submission of the draft
getion to OIRA; “

(B) For ail other regulatory actions, within 90 calendar days after the
date of submission of ths information set forth in subsections (a)(3)(B) and
{C) of this ssction, unless OIRA has previously reviewed this information
and, since that seview, therse has beon no matecial change in the facts
and circumstsnces upon which the regulstory action iz based, in which
case, (OIRA shall complete its review within 45 g&ys; and o

{C} The review process maey be extended {1) once by no more than
50 calendar -days upon the writtsn approval of the Director and {2} al
the request of the agency head. X

{3) For each regulatory aciion that the Administrator of OIRA returns
to an agency for further considerstion of some or all of its provisions,
_the Administrator of OIRA shall provide the issuing sgency a written expla-
sation for such return, setting forth the pertinent provision of this Executive
order on which OIRA is relying. If the agency head disagrees with some
or &ll of the bases for the return, the agency head shell so inform the
Administrator of OIRA in writing.

{4) Except as otherwise provided by law or required by a Court, in
order to ensure greater openness, accessibility, and escrountsbility in the
regulatory review process, DIRA shall be governed by the following disclosure
requirsments: '

{A) Only 1he Administrator of OIRA [or a particular designee) shall
receive oral communications initiated by persons not employed by the execu~
tive branch of the Fedsral Government regarding the substance of a regulstory
action under OIRA review;

{B) All substaniive communications between OIRA personus! and per-
sons not employed by the executive branch of the Federal Government
regarding & regulatory sction under review shall be governed by the following

. guidelines: {i) A representative from thé issuing agency shall be invited
to any meeting betwean OJRA personnel and such personls);

(it} QIRA shall forward to the issuing sgency, within 10 working days
of receipt of the commaunication(s), sll written communications, regardless
of format, between (IRA personne! and ey person who is not employed |
by the executive branch of the Federsl Government, snd the dates and ¢
names of individuals involved in all substantive oral communications (in- 3
cluding meatings to which an agency representative was invited, but did

;
{

}
il
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not attend, and :alaphone'mmemé_tions between OIRA personnel and any

- . such pessons); and .-
(i) OIRA shall publicly disclose relevant information about such

communication(s), a5 st forth below in subsection (B}{4}C} of this section.
{C} OIRA shall maintain a publicly available log that shall contain,

st & minimum, the following information pertinent to regulatory actions -

undsr roview: -

(i) The status of all regulatory actions, including if {snd if so, when
end by whom] Vice Presidential and Presidential consideration was re-
quested; ‘ :

YA A notation of all written communications forwarded to an issuing

agency under subsection (b)(4){BM)i) of this section; sad

{iil) The dstes and names of individusls involved in sll substantive
orgl communications, including meetings and telsphone convarsations, be-
tween (JIRA perscnnel and any person not emglayes by the executive branch
of the Federal Government, and the subject matter gisczzssed during such
communications,

{01 ARer the regulstory action has been published in the Federal Register
or otherwise issned fo the public, or after the agency has snnounced its
decision not to publish or issue the regulatory action, QIRA shall make
available to the public all decuments exchanged betwesn OIRA and the
agency during the review by GIRA under this section.

(5} All information provided to the public by OIRA shall be in plain,
understandable languege. '
Sec. 7. Reselution of Coaflicts. To the sxtent permitted by law, disagreemants
or conflicts between or among agency heads or between JMB and. any
agency that cannot be resolved by the Administrator of DIRA shall be
resolved by the President, or by the Vice Fresident acting et the request
of the President, with the relsvant agency head fand, as appropriate, other
interested government officialsl, Vice Presidential and Presidantial consider
ation of such disagreements may be initiated only by the Director, by the
head of the issuing agency, or by the head of an agency that has a significant
interest in the regulatory sction at issue. Such review will not be undertaken
at the request of other persons, entities, or their agents. :

Resolution of such conflicts shall be informed by recommendations devel-
oped by the Vice President, after consultetion with the Advisors {and other
exocutive branch officials or personnel whose responsibilities to the President

_ include the subject matter at issue). The devslopment of these recommenda-

tions shall be concluded within 60 days sfter review has been requested.

Duzing the Vice Presidential and Presidential review period, communicstions
with any person not employed by the Federal Government relating to the
subistance of the regulatory action under review and directsd to the Advisors
or their staffs or to the siaff of the Vice President shall be in writing
and shall be forwarded by the recipient 1o the affected agency{ies) for inclu-
sion in the public docket{s}. When the communication is not in writing,
such Advisors or staff members shall inform the oulside party thst the
matter {3 under review amd that any comments should be submitted in
writing,

At the end of this review process, the President, or the Vice President
acting at the rsquest 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 issus to the public any
reguiatory action that is subject to review under section 6 of this Executive

cordar until {1} the Administzator of OIRA notilies the agency that OIRA

has waived its review of the action or has completed its review without
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‘any requests for further consideration, or (2} the apglicabie tima period

in section 6(b}2] expires without OIRA having notified the agency that
it {s returning the regulatory action for further consideration under section

 6(b)(3), whichaver occurs first. If the terms of the preceding sentance have

not bean satisfied and an agency wants to publish or otherwise issue a
regulstory action, the head of that sgency may request Presidential consider-
ation through the Vice President, as provided under sectior 7 of this ordar.
Upon receipt of this request, the Vies President shall notify OIRA and
the Advisors. The guidelines and tims period set forth in section 7 shall
apply to the publication of regulatory actions for ‘which Presidmﬁai consider-
ation has been sought.

Sec. 9. Agency Authority. Nething in this order shall be cmsmed as displac-

ing the agencias’ authority or responsibilities, s authorized by law.

Sec. 10. judicinl Review. Nothing in this Executive order shall affect any
otherwise availsbie judicial review of sgency action. This Execative order
is intended only 1o improve the internal management of the Federal Govern-
ment and does not create any right or henefit, substantive or procedural,

enforceable at law or equity by s party against the United States, its egencies

or instrumentalities, its officers or smployeas, or any other person.

Sec. 11. Bevacations, Executive Orders Nos. 12291 and 12498 all amend-

ments o those Execulive aorders; all guidelines issued undegr those orders;
and sny exami ions from those orders heretofore granted for any category

of rule ara ravo
[ - p-\: 5

THE WHITE HOUSE,
September 30, 1993.

Editorial nete: For the President’s remarks on signing this Executive order. sos {ssue 39
of the Weekly Compitation of Presidentiol Docurnents.,
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Just over one year ago, on September 30, 1993, President
Clinton issued Executive Order Nu.. 12866, "Regulatory Planning
and Review.® The Order was designed to restore integrity and
accountability to centralized regulatory review, gualities
notably absent during the previcus adminigtration. The Order
alseo articulated this Adsministration’s philcuophy and principles
regarding regulation. These are best summarized in the Order’s
opening lines: '

. &ha Aperican people deserve a regulatory system that works
for them, not againet them: a regulatory system that
protects and improves their health, safety, environment, and
well-being and improves the performance of the econony
without imposing unacceptable or unreasonable costs on
society; regulatory policies that recognize that the private
sector and private markets are the best engine for econounic
growth; regulatory approaches that respecﬁ the role of
State, local, and tribal governments; and regujiations that
are effective, consistent, sensible, and understandable.

“he Prasident directed the OIRA Administrator to report on
the implementation of the Executive Order after its first six
months. A written report covering the period October 1, 19983,
through March 31, 1994, was delivered to the President and Vice
President on May 1, 1834, as requested, and was published in the .

; or on May 10, 1984, |

In the Report, wa described in some detail the progress we
have made, including improved coordinaticn both between OMB and
the agencies and ameng agencies themselves; more timely OMB
review of significant rules; more openness and early



participation by the public in rulemaking; and extensive outreach
to Btate, local, and ¢ribal gmvérnments and to smeall husinesses.
We also noted that the startup time had been longer than we had
anticipated, and that to some extent it was simply too early to
judge the success of the Order. In particular, while we had
extensive information on the process, we had little information
on the substantive coumpliance with the Order.

¥e now have data on the period April 1 through September 30,
1994, glving us an opportunity to evaluate the full first year of
implementation., Overall, we continue to be pleased with the
progress that has been made in achieving the objectivez of the
Executive Order, but at the same time we are acutely consclious of
the work that remains to be done to realize the full benefits
that we had hoped to achieve. ‘

As will be discussed below, the processes established by the
Order are now for the most part in place, and in general they are
operating well., We also have more experience with, and a better
feel for, the implementation of the philosophy and principles set
cut in the Order, particularly as they are reflected in the rules
that OIRA reviews, While insufficient tiﬁé and/or data have
resulted in some regulations that may not be the most cost-
effective means of achieving their obiectives, there are many
examples where agesncles, by adhering to the philescophy and
principles of the Order, have in fact produced "smarter®
regulations. In these cases -- whether through increased
outreach to the public, greater inter-agency cooperation,
improved ahalyﬁis, or all of the above -— agencies have been
better able to balance the complex variety ©f factors that make
up regulatory benefits and costs. ' :

It is important to keep in mind the constraints under which
the agencies are operating. The regulatory pipeline is & long
one, and it ig not uncommeon for rules to be issued years after
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the authorizing statute or the regulatory initistive first began;
indeed, many of the rules promulgated by the agencies this past
year ware conceived and to & large extent developed before this
Administration took office, and thus before the Executive Order
was signed, More importantly, gome of the rules that have been
issued were required bydatatates that contain highly prescriptive '
regulatory rquirements, complete with time lines that drive much
ef the rulemaking process, particularly in the areas of health,
safety, and the anvironment., In addition, rulemsking is often
driven by other factors bheyond the direct control of the
Executive Branch, such as court decisions and dramatic pnblic
evenits that require immediate aaticn.

Moreover, agencies toeday face unusual pressures to raguza&a,
With budgetary constraints so tight, and with the difficulty of
enacting new legiglation in the highly partisan atmosphere that
characterized the last Congraess, the only means left for the
agencies to implement their Initiatives is through regulation,
This puts inordinate pressure on any attempt to hold steady or
reduce the amount of regulation in which they are engaged.

Measuring the success of the Order is complicated by cther
factors as well. While some of its processes can be measured
with precision (for example, the number of rules reviewed by
OIR&); it is not so essy to Judge the success of the philosophy
and principles of the Order in producing "smarter® regulations.
It is tempting to argque that if all the affected stakeholders are
equally irritated, then the correct balance has been struck.
Whatever the truth in this, it is 2 uniguely gloomy definition of
success to which we do not subscribe. We believe it is possgible
for parties to be satisfied, if not jubilant, with the outcome of
a rulem&king, recognizing it for what it is, or should be -+~ a
good raith effort in an imperfect world to further the public
good.



One of the reasons 1t is difficult to easily measure the
success of the Order is that nelther the philosophy nor any of
the basic principles -- development of alternatives, setting
requlatory priorities, obtaining the best reasconably available
information, assessing benefits and costs, considering Federal,
State, local, and tribal needs, coordinating with other agangiéa
~« lands itgelf to fagile, mechanicsl application., Stated
another way, the principles of the Order are not a simple check
list of tasks. Instead, they are a complex and interactive body
of standards that require reasoned judgment, difficult decisiens,
and balances of competing priorities.

¥oreover, though the principles appear simple and
straightforward, they are not always easy to apply in particular
situations, and the aqéncies are often faced with imperfect
information and limited persconnel and financial rescurces ¢o
devote to analysis. And they ultimately face what nust be
acknaéledgad a5 a .daunting task: In a soclety composed of
complex and changing webs of institutional and individual
behavior, they nmust predict the future, attempting to contrel
‘behavior harmful to the common good, without impeding or
unwittingly restraining acceptable and beneficial activities.

Finally, under the Executive Order, QIRA reviews only
‘wgignificant® rules, less than half the rules formerly reviewed
by OIRA asnd an even smaller percentage of the rulemaking
documents that are published in the ] i _Re
Acoordingly, we neither track nor evaluate the extent to which
the more routine but numerous regulations that are being issued
by the agencies meet the principles of the Order.

For all of these reasons, we cannot asgert that the
philosophy and principlas aspoused in the Order either have or
have not always been met by the agencies in their regulatory
programs. We can, however, provide information that clearly
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indicates that agencies are applying thatpxiﬁcipzaa in many and
diverse rulemakings. We urge thosé whe wish to rush to judgement
to remember that even modest changes take enormous effort and
_much time to accomplish. Based on our experiences this past year
that are described below, we believe that the Executive Order
sets in place the means to make those changeas, and that we are
moving in the right direction.

The May 1st Report en Executive ﬁrdei Ne. 12866 contained
both a short history of regulatory programs of the U.S.
Sovernment and = datajled description of the Order and its
ohjectives, These will not be reposatad here. Instead, we update
the data about the various préaassea estadlished in the Order,
followed by descriptions of some of the substantive changes we
are seeing.



In the xay ist Report, we noted that the regulatary planning
process set forth in Section 4 of the Executive Order had Just
bPegun, On April 5, 1994, the Vice President convened the
Agencies’ Policy Mesting. Guidance to the agencies was issued by
the OIRA Administrator at this meeting, with additional guidance
provided on May 12, 18994,

Pralt Regulatory Plans were dus to OIRA on June 1st, We
asked for Regulatory Plan submissions from over 30 agencies ~-
all Cabinet agencies except the Department of State; major none-
cabinet agencies, including the Environmental Protection Agency
(EPA); and several independent agencies. Some of the agencies,
including the Departments of Defense (DOD} and Housing and Urban
Development (HUD}, as well as the Consumer Product Safety
Commission {C?QC}, Equal Esployment Opportunity Commission
(EEGC), the National Archives and Records Administration (HARA),
and the Nuclear Regulatory Commission (NRC), submitted Plans on
June 1st. Most of the Plang were submitted within the first two
weeks of June. However, it took longer than expected to receive
Plans from all the major regulatory agencies; in fact, several

"were not submitted until the end of June and the last wag not
subzmitted until late July.

As reguired by the Order (Section 4(c){3})), the draft
Regulatery Plans were circulated by OIRAR to other affected
sgencies, the regulatory Advigers, and the Vice President within
10 days of receipt. Agencies were reminded to comment to the
QIRA Admini#tratar‘on any planne&‘regniatory action of another
agency that might conflict with its own policies f&ection
4{c} {5}}. Véry few substantive comments were received by OIRA.
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OQIRA and OVP staff reviewed the Plans for conformance to
Section 4. 1In genersl, the draft Plans, though a good start,
were uneven. Several were serigus, thoughtful ezforté; several
others were psrfunctory. The better efforts were these of the
Departpants of Cemmerce {DOC), Labor (DOL}, and Transportation
{DOT), and EPA. 1In several of thess cases, agency overviews were
well-written descriptions of departmental cbjectives and their
relstionship to Presidential priorities. -

After consultations with the Vice President’s Office
(Section 4{c}{6)}, many agencies reviewed their draft Plans and
improved them. These were subnitted to OIRA during late August
and Septenmber, At present the tasX of preparing the Regulatory
Plang for publication in the Federa paister with the Unified
Regulatory Agenda {as reguired by Section {(4)3(c}(7}} is
proceeding on schedule, The Plans and Agenda are to be published
‘on or about October 31, 199%4.

The draft Regulatory Plans alerted us to areas vhere more
than one agency was engaged in regulation, and they helped raise
these issues to agenciss’® upper level managers. However, the
Plans did not provide very many comnmon themas, and, taken as a
whole, they did not produce a consistent or coherent statement of
the regulatery priorities of this Administration. wWhile this is
disappeinting, it is not surprising given the different statutory
mandates and mispions of the agencies.

OIRA _and the Adencies: The improved relaticnships between
OIRA and apong the agencies that were noted in the May 1st Report

have continued, grown, and generally become thae norm. There
remain Aifferences of view, which can be guite sharp. But for
the most part, the differences are healthy, leading to better
rules, rather than sources of friction that are unproductive and
detract from joint efforts.



Staffs of both OIRA and the regulstory agencies are now
guite familiar with wvhat at the turn of tha»yaar was & naw and
untried review process. The procedures by which agencies and
OIRA select rulemakings as "significant,® and thus subject to OMB
review, has matured -~ conforming to the requirements of Section
€(aj (3) (a) of the Order, yet retaining a necessary flexibilizy.
While a monthly or bi-monthly list remainz & common norm, many
variations have developed. Moreover, agencies and OIRA staf?f
have worked out an arrangezment to designate informazly, often
over the phone, non-significant rules that must be published
guickly. Even the most orderly regulatory planning and tracking
systems must be able to accommodate unexpected events.

Some of the agencies have developed the practice of
consulting OIRA mtaff on whether particular rules are significant
even defore putting them on & nmnihly list. Some ageéncies
voluntarily submit xdvanced draftg so that OIRA staff can make a
more informed judgement regarding significance. Alsc, Iin some
cases, agencies exempted from the centralized review reguirements
of the Order have voluntarily submitted rules for review. For
exsrple, the Advisory Council on Historic Preservation (ACHP),
which is formally exempted from the Order, submitted a draft
proposal for review, knowing that it needed further interagency
coordination. Thus, though the Order formally requires agencies
to provide OIRA with a list "indicating those [rules]) which the
agency believes are significant requlatory actions® (Section
6(ay{3(A)), and specifically states that “OIRA may review only
actions identified by the agency or by OIRA as significant
ragulatary actiong under subsection (&) (3I{A)" (Section &(b}{1}},
a flexibility huillt on trust and collegiality has developed with
many of the agencies that .permits the system to work smoothly and
. efficiently. This was unheard of a short time ago. We hops the
pattern that is develeping will witimately spread. te the agencies
where historically there has been the greatest resistance to such
a cooperative relationship.
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Another specific manifestation of the lmproved ralatibnship
betvaen OIRA and the agencies, which is a very constructive
development, is the practice of early briefings by agencies on
the content of significant yules. For example, early in the
process of developlng its rules for drug and alcohol testing for
varicus transportation officlals and workers, DOT consulted with
the OIRA Administrator and staff on the major issues on which it
would have to declide in the rulemaking. It then held subseguent
briefings to update CIRA on the decisions being nade at DOT and
to continue to search for téadback. By the time the rules were
submitted for OIRA review, there had been sufficient discussion
of the important ?ravisinna that the review wag promptly
concluded. '

In ancther instance, HUD wag developing rules related to
puklic housing policy regarding the elderly and the disabled.
EUD officials provided information to OIRA and to other OMB staff
even as decisions were being presented to HUD officials. This
enabled the issues of concern to be addressed on a real time (
bagie, and regulted in review beinyg completed much more guickly
than would otherwise have sccurred,

As a final example, in March 19894, the Department of
Education (ED)} identified seven final regulations pertsining to
student financisl assistance prograns that had to ke published by
a May 1, 1994, statutory deadline. OIRA worked aitﬁ the
Department’s ﬁaaws, discussing issues and reviewing early drafts
as they were developed. As a result ot this cooperative effort,
& thorough review under the Executive Order took plaee, whiie, at
the same time, the formal time period for review avaz&gad only
one day and the statutory deadline was met.

Laatly in the area of imprcvad relationships betwsen the
agencies and OIRA, th& Regulatory Training and Exchange Progran
has grown and developed. As mentioned in the Hay lst Report, the
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program, which iaglameﬁts & recommendation of the National
Performance Review, 5:1533 agency careeyr staff to OIRA on
training details, sc that zhay can learn how regqulatory review is
conducted and to work on Regulatory Working Group (RWG) matters,
The chjective of the program is to provide expertise to agency
career staff regarding regulatory review that can be incorporated
into the working practices of the agency.

OIRA has now hosted seven detallees, from the Department of
Agriculture (USDA), the Departament ¢f Health and Human Services
{HHS), and DOT. Two trainees are currently at OIRA. In
addition, an OIRA analyst has undertaken a training detail at
HES. All of these details have been axﬁramely successful and
well received, both by the trainees and by OIRA. The agency
detailees have been fully engaged in substantive regulatory
revisgvw, and we underatand they have gained a new appreciation for
the parspective of the central reviewver. They have all been
senior career officials, highiy motivated and knowledgeable, and
have not uniy £it in well at OIRA, but have offered valusble
insights to OIRA staff regarding agency points of view. Aas the
goed news about the program travels, we hope that more agencies
will take advantage of this excellent opportunity.

Interzgency Coordination: Just as important as improved
relationships between OIRA and the agencies are better working

relationships among the agencies themselves and the consequent
heightened awarenass of the need for interagency coordination and
cooperation in complex rulsmaking endeavors. The Executive
Branch ig an extensive enterprise, and its programs are dispersed
amonyg hundreds of different agancias, gubagencies, and offices.
We obviously cannot ﬁlaim that there are no glitches, but we
believe agencies ars making strong efforts to engsge in much more
extensive interagency coordination.
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For example, in the ACHP exanrple noted above, the agancy
met at length with the Departwment of Interior (DOI), DOT, USDA,
HUD, and £PA in developing its proposed rule. Not all these !
sgencies were satisfied with the proposal that was sventually
drafted, but all agreed that they had been fully consulted. 7This
process is not over, and will continue during and subsequent to
+hes public cqxnant’period, as ACHP develops its final rule.

In another instance, DOC, ndz, and the Council) of Economic
2avisors (CEA) worked closely together on DOC and DOI yulemakings
that seek, through a survey methodology called *contingent
valuation,® to gquantify the non~uge value of damages to natural
resources, After sgubstantial consultation among the primary
participants, ag well as with EPA and the Department of Energy
{DOE}, DOT and DOC issued coordinated picpasad rules whose
comment periods only recently closed. It is expected that there
will be aven more extensive interagency coordination before the
final rules are issued, . '

It is worth noting that interagency coordination is often
guite time~ and resource-consuming and not without its
trustrations. Agencies do after all have different perspectives
on their ovarlappingbjuriadictians and mandates, and the process
of working out an sccommodation i not necessarily a trivial
task. In such instances, however, OIRA ¢an often serve as a
facilitator of debate, leading to resclution of issues.

For example, a USDA final rule on farmland protection was
drafted to implement a statutory requirement that Federal
sgencies measure the adverse effects of their programs on the
conversion of farmland to nonagricultural uses. During its
review at OIRA, the draft rule was the subject of extensive
coordination among USDA, DOT, HUD, the Department of Justice
{D0OJ}, and Treasury. Although the 90-day review period had to be
extended, eventually the agencies reached understandings and
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resolved thelr disagreements. All agreed that the result was a
rule that met the intent of the statute without unduly burdening
or restricting other Federal programa.

Similarly, coordination among agencies was essentizl to the
issuance of EPA’s rule on General Conformity. The Clean Air Act
Amendments of 1958 (CAA} regquire that Federal agencies insure
that any actions they undertake or support are consistent with
State air quality planning under the Clesn Alr Act ~- 1.e,,
Federal actioneg must ba shown to be in "conformity" with State |
implenentation plans and must not casuse or contribute to alr
guality problems,

Through its rulemaking, EPA sought 2o delineate the steps
Federal agencies were to take and when they were to take then.
ZPA had injitially chosen to interpret the statutory language to
regquire the complex conformity determinatlions and
mitigation/offsetting measures for a vast rangs of Federal
actions -~ even those where the Federal agency might exert no
continuing control, such as ¢he sale of DOD property or the
granting of a Corps of Engineers wetlands nodification permit.
Because other Federal agencies’ activitiesn ware clearly affected
by this rulemaking, there were a series ¢of multi~lateral and bi-~
lateral discussions organized by OIRA. As a result of those
discussions, cartain definitions were refined and certain
proposed procedures simplified -~ again producing a rule thst met
the intent of the statute without unduly burdening or restricting
other Faderal programs. ‘

An ax&mple involving HHS and the National Science Foundation
~ (NSF) dllustrates the importance of interagency coordination in
resolving difficulties with stakeholders and developing a
consistent Federal policy. In Septembor 198%, HHS’s Public
Health Service {(PHSE} propossd gnidelinesrto prevent financial
conflicts of interest by federally funded scientists. The
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proposal was severely eriticized by the research community as
being uuxaasanably'harsh and hurdencome, and it was scon -
withdrawn. NSF then began its own efforts to address this issue,
publishing & propesed policy for comment. Over the past year,
CIRA and the Office of Science and Technology Policy (OSTP)
worked with NSF and HHS to develsp a coordinated policy regarding
how agencles should regulate financial holdings of sclentists who
receive Faderal grants,  After geveral interagency meetings and
extensive discussions, NSF and HHS agreed to develop a common
approach. Moreover, the rules are designed to provide maximum
flexibility to universities in implementing policies on how to
adidress potential conflicts of interest.

The success of this effort is shown in an article published
in Science Magazine describing the rules as "being roundly
applauded for their reasonableness. {Sglgnce, Vol 265, July 8,
1994, p. 179~80}. Whereas the original pra#osals were considered
prescriptive and would have reguired institutions to turn over
researchers’ financial disclosures to the government, the final
NBF rule states general aims leaving implementation to the
universities., The article quotes the associate vice chancellor
for research at the University of Illinois as viewing the rule as
*a positive example of the process working for both sides.
Institutions made comments [on the 1989 propesal), and the agency
responded in & fhaughtfaz way."

The coordination and cooperation described above is the
result of strong support by the President and Vice President and
of trust and cooperation amony agency regulatory policy
pfficials. The mechanisms establisghed by the Executive Order teo
stimulste and encourage such coordination are working well. The
Regulatory Working Group {(RWG) has continued its role of keeping
high level agency regulatory policy officials in touch with each
other and with the Hhité House requlatory policy advisors.
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The RWG followed up its initia) mestings in November,
January, and Xarch, with meetings in Aprii, May, June, and
August, Imnlanentation of the Execativ& Order was a freguent
agenda item for these mestings, along with discussions of the
Regulatory Plans, centralized review and the process by which
rules are determined to be significant, public Inveolvement snd
outreach in razamakiﬁg, and the Section 5 review of existing
regqulations. Important legislative issues related to regulatory
affairs were also discussed, including unfunded mandates, risk
analysis, regulatory flexibility analysis, and taxings. In
addition, the RWG heard periodic reports by the four subgroups on
cost~benefit analysis, risk analysis, streamlining, and the use
of information technelogy in rulamaking, Finally, small husiness
issues and issues related to the ?aparwark Reduction Act were
often subjects of discussion amony the RWG members.

Executive Order No. 12866 piacaa particular emphasis on iﬁprcving
the Federal Sovernment’s relationship with State, local, and
tribal governments. (See Sections 1(b}(9), Secticon 4(e}, Section
6(a) (1), and Section 6(a){3)(B){ii}.y Executive Order No. 12875,
*Enhancing the Intergovernmental Parinership,® further addresses
thig issue, focusing on reduction of nonstatutory unfunded

. mandates largely through a process of formal consultation and
coordination.

OIRA has continued its outreach to State, local, and tribal
governzents {(Section 4{e))}. In the May l1st Report, we noted that
OIRA had held two conferences with representatives of these
entities, 'We sponsored a third forum in July, at which
representativas from the National CGovernors’ Aéadciation, the
League of Cities, the Conference of State Leqiszatur&a,,iha
Kational Association of Counties, and the Advisory Commission on
Intergovernmental Relations spoke about their regulator§ '
COnGerns., -
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While wa have no standard of measurement to gaugse
improvements, our sense is that agencies are generally taking
seriously thelr obligations to work together with other '
governanental entities. For example, HHS Sacretary Shalala write&
to the governors on occasion summarizing major Departmental
initiatives of interest tc the States. This is part of an HHS
effort to “utrangﬁhan the fedaral-gtate partnership that is
crucial to the muccessful operation of so many of our
Department’s programa*"' It_ik our understanding that this effort
to inform the Statem has been nmuch sppreciated.

‘ Another exanple from HHS involves PHS., Over the next year,
the agency has committed to extensive consultation with the
S8tates in developing guidelines for state mental health services
planning, Such guidelines will assist States in establishing
useful goals and objectives for monitoring the management of, and
investmentes in, State mental health services.

- EPA recently issued a proposal that would limit toxic airx
enissions from municipal waste combusters, many of which are
either owned or coperated by local governmental entities. In
preparing its proposal, EPA consulted extensively with a wide
-variety of gtakeholders, including the Conference of Msyors, the
National League of cities, the National Association of Counties,
the Municipal Waste Management Associstion, and the S0l1id Waste
association of North America. 1In drafting its proposal, EPA
considered the concerns expr&sséé by these groups, and discussion
with them will continue tol;gwing the proposal.

A recent rulemaking by the Architectural and Transportation
Barriers Compliance Board {(ATBCB} voncerning Americans with
Disabilities Act (ADA} rules is another illustration of
consultation with State and local officials, as well ag of
interagency coordination. ATBCB’s rules set utandazdﬁ for State
and local government implementation of the ADAX through technical
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specifications for the design of bulldings, parks, roads, and the
like to make them accessible to people with disabilities. (The
ATBCB gtandards will ultimately be implemented through rules '
issued by DOJ and DOT.} In the course of Executjve Order review,
the ATBCB: requested comment about the seope of State and local
accommodations in order to develop a better cost estimate to
acconpany the final rule; summarized prior consultations with
States and localities, consistent with the provisions of
Executive Order No. 12875; and, after meeting with DOJ, DOT, and
OMB, developed a list of State and local oryanizations to receive
copies of the rulemaking documents for comzent.

ED aleo engaged in an extensive process of consultation with
State and local entities during development of a regulatory
propesal that would have required States to provide supplenentary
services, ln excess of Federal funds for these services, to
certain disadvantaged students receiving vocational education.
_ED held two public meetings with State and local sducation ’
officials and student representatives, solicited written public
comment on the issue, and worked with States to obtain additional
"informaticon on the costs that the rule would impose on them.
Unfortunately, this process did not result in agreement on
certain issues, leading Congress to intervene to prevent the
Notice of Propesed Rulemaking (NPRM) from being published. This
highlights the fact that while consultation is essential to
effective rulemaking, it may not be sufficient -« for all the
consultation pay not change the different participants’
perspectives and doez not necessarily ensure agraement.

It is also worth noting that some agencies are not only
consulting vith‘sgatea, but actively seeking to enhance State
flexibllity and eliminate unnecessarily burdenscme regulatory
barriers.  For exazple, HHS’s Health Care Financing Agency {HCFA)
is developing a Medicaid final rule which will simplify the
piccass of cbtaining Medicaid home and compunity-based services
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waivers, thereby enabling States to offer a wide variety of cost-
effective alternatives to institutienal care. The rule will
simplify the cost effectivensss teat by eliminating the *bed’
capacity test,® which had bacome burdensome and unproductive to
maintain; it will also give States increased flexibility to
agyess their programs. Alsc in HHS, the Administration for
Children and Fanilies modified its Adoption and Foster Care
Analysis and Reporting EBystem te raduce burdens on States.
Kather than reguire the subﬁiaaion_uz &1l reporting data, the
agency allowed States to submit a sample of the data associated
with the management and reporting of foster care and adoption
cases.

Two final examples illustrate efforts by agencies to include
tribal governments as partners. HUD congulted with tribal
representatives in developing amendments to the Indian Housing
Consolidated Program to simplify program pbocassas, reduce the
number of regulatery reguirements, and provide more flexibility
to local tribal and Indian housing authority officials. XUD held
a session with the Nationsl American Indian Housing Council,
‘regional Indian Housing Authority (IKA) associations, and tribal
leaders. While HUD was fashioning the proposed rule, comzments
were solicited from the Native American housing compunity, and
after publication of the proposed rule, the program offices
continued to consult with the I¥Ag and tribes on the proposed
shanges.

The second example is the rulemaking on Indian Self-
Deternination, where DOI and HHS worked with tribal
Tepresentatives to breaskx a four~ysar logiam which had delayed .
publication of a proposed rule., The purpose of the rule is to
inmplement a system whersby Indian programs currently administered
by the Federal government may be contracted to, and administered
by, American Indian tribes. There wera extensive consultations
with tribes, including three regicnal mpeetings and one national
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meeting, to discuss their concerns with the proposed rule, which
was published in January 1984, “The Department is pursuing other
ways to increase tribal participation in the development of the
final rule, including forming a tribsl committee under the
Federal Advisory Committee Act.

By Wy Y M a Y EMeT)
The trend toward increased public invelvement in the
rulemaking process has continuved since the apriﬁg, and we believe
it has become a common feature of rulemaking in the Clinton/Gere
Administration. Although we have no statistics to measure
increased public involvement, it is our sense that agencies
increasingly are seeking ways to involve those affected by
rulemaking, not only through formal means -- such as regulatory
negotiations and longser corment pericds after publication of
proposed rules -« but algo through more informal means earlier in
the rulemaking process.

For esxample, HUD wanted to amend its existing regulations to
simplify and expadite the Comprehensive Grant Program planning
and funding process for certaln housing agencles.. In developing
its propoesal, the Department held a series of working sessions
" with various interest groups, housing autherities, and regidents,
geliciting their ideas and suggestions. HUD then published its
proposed rule which incorporated many of their recommendations.

Agencies are also using electronic means to obtain early and
more extensive public input. TFor example, last winter ED began
developing a2 proposal to amend existing regulations govérning the
independent living programs. 7The Department sent ocut more than
400 letters inviting comments, along with computer diskettes that
contained a draft of the proposed regulations, to State
vocational rehabilitation agencies, statewide independent living
councils, centers for independent living, constituent
organizations, and other interested parties. The draft of the
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propesed rules was also made available on the "DIMENET" AND “RSA
BBS" electronic bulletin boards. A series of public meetings and
teleconferences enabled a cross-section of individuals :
representing a wide variety of crganizations and viewpoints to
contribute their thoughts during the developmental process.

When the NPRM was publiahad in the Federa 2aiste
Department made it available through these aleatxonic bulletin
boards, and a "CompareRite® copy of the proposal was provided
that showaed changes that were gpade as & result of the earlier
public involvement. The public was also invited to submit
comments on the NPRM electronically via the hulletin boards.

This is an outstanding example of how outreach and technology can
help the government to sclicit the views of those most
knowledgeable about & rulemaking. Tt also gerves to increase the
sense of partnership betwsen the government and the public by’
mwaking the rulemaking a joint enterprise rather than the
imposition of commands by Federal authority.

Requiatory Negotiatien: Another way this Administration has

encouraged communication between the regulators and regulatory
stakeholders beyond the barabeones of the Adninistrative Procedure
Act (APR) notice and comment procaﬁureﬁ has been its
encouragepent of negotiasted rulemaking or "reg neg.®

A veyg neg brings together the stakeholders in a potential
regulatory ‘situation to negotlate a propesed document that then
goes through APA procedures. By involving interested parties
directly in the drafiing of the rule, and by having them
negotiste out at least some areas of éisagreenent, it is expected
that the rule will be nore intelligently drafted and less
contentious when it is proposed, and it will bes more readily
accepted and less likely to be litigated when it becomes Ifinal,
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The Executive Order {séctinn 6{a) {1}) €irected agencies to
axplore and use =~ where appropriate == regulatory negotiation as
a consensual machanlsm for developing rules. In addition,
implementing a recommendation of the National Performance Review,
the President by separste memorandunm issued the sanme day as the
Executive Order, directed each agency to {dentify to OIRA at
least one rulemaking that it would develop through the use of regq
ney during tha upcoming year, or explain why the use of
negotiated rulemaking would not he feasible.

The May 1st Report noted that agsncies had provided reg neg
candidates to OIRA by December 31, 1993, as the President had
directed. Since then, many agencies have continued the
substantial planning that is necessary for a successful reg ney,
or have begun {(or in some aases,‘concluded) rag neys.

DOT, which was the first ;gancy to use reg neg over a decade
ago and has much experience with this technigue, has regently
identified over a half-dozen possible candidates for negotiation
during the next year; the Federal Railroad Adsinistration (FRA}
has already published a notice seeking public comment on its
proposal to use reg neg for one of these -~ a rulemaking
addressing the hazards railroad workers face along rights—of-way
from moving equipment. EPA is actively engaged in reg negs for
disinfectant byproducts, enhanced surface water tfeatment, and
spall nonroad engines. DOI has formed a committee under the
Federal Advisory Conmittee Act to deal with a Federal gas -
valuation rulemaking. OSHA has established a2 reg neg committes
to examine its steel erection standard. And reg neg committees
have also been approved for Federal Communications éammigaicn
(FCC) and Interstate Commerce Commission (ICC) projects.

Reg negs do not always work, though the_expegience so far
with the technique is generally favorable. ED has been regquired
by statute to use requlatary negotiation in many of its
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rulemakings. One recent reg neg involving direct loans was a
very prominent but not entirely successful negotiation. Although
consensus was reached on a majority of the provisions in this
rule, the negotintors did not agree on certain key provisions,
including the mechanism by which borrowers would repay their
loans. Nonetheless, a trade publication wrote that certain
interests “who might ctherwise have been the first to pounce on
tha proposed regulations said they were intimately familiar with
~= and generally happy with -~ the rules after spending the first
half of this year negotiating with ED.»

Another ED rey neg, involving guarantee agency reserves was
less publicized but more successful in reaching agreement. The
rule involved how to handle funds held in reserve by the agencies
that "“"guarantee,™ or reinsure, student lcans under the bank-based
loan program. The negotistions took place two days a month from
Jsnuary ¢o July 1994 and involved the Department, guarantee
agency representatives, student representative, school
associations, and State higher education officials. OMB observed.
the negotlations and concurred with the consensus NPRM that
emerged, reviewing the formal submission from ED in one day. ED
expacts to publish the final rule by December of this year, with
little or no problem in the process. ' -

mall Bus 5B Regulations often create a disproportionate
burden on small businesses, since, for example, the sane
reacrdkeeping or reporting regquirement may consume a much greater
percentage of the managerial or administrative resources of a
small business than of a large business. As a result, OIRA and
the Swall Business Administration (5BA) have taken steps to.
improve the participation of the small business community in the
rulemaking process. We noted in our May 1st Report that OIRA and
SBA sponscred a Small Bﬁsinass Forur in March 1994 for this
purpoese, This Forunm hxoﬁght together representatives of small
business and six of the Federal agencies who most regulate them ~

21 .



~ the Internal Revenue Service-(IRS), the Food and Drug
Administration (FDA), DOT, EPA, DOL, and DOJY.

This Forum was followed by work sessions, which took place
over a three-month period, that deaveloped findings and
recommendations centared around fiva'indastry sectors ~-
chemicals and metals; food processing; transportation and
trucking; rkét&aranta; and the environment, recycling, and waste
disposal. These sessions were capped with & town-meeting-styls
forum held at the Chamber of Commerce in Washington and chaired
by the Administrators of OXRA and $BA. An audience of about 75
small business owners, who had come to Washington to participate
in SBA’s Small Business Week and many of whon were winners of SBA
" small business awards, directed gquestions and comments to a panel
of agency officials representing the six fagulatory agencies
listed above, ° ; )

A second Small Business ?orum was held on July 27, 1%%4, in
which the recommendations and findings of these work groups were
presented. The concerns expressed by small businesses and the
recommendations draftad by agency staff to halp alleviate these
concerns parallel to a remarkable degree principal provisions of
the Executive Order. These include:

o the need for better coordination among Federal
agancies;

o the need for more small business involvement in the
regqulatory davazopmani PrOCEsa;

o the inability of small) business owners iq comprehand
overly complex reguiatione and those that are
ovarlapping, inconsistent and redundant; ‘

& the burdens cauged by cumulative, overlapping, and/or
inconeistent Federal, State, and laealiraqulatnry and
recordkeeping requirements; ‘
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© "the nead for tangible evidence of paperwcrk reduction;
and,
©. the perceived existence at an edversarial relationghip
, between small business owners and federal asgencies.

Cfficials from the participating agencies pledged to mova
ahead with various activities responsive to some of the
recopmendations and to examine ways to respond to the remaining
recommendations, In addition, 9i1¢§ prolects with the governors’
offices of New York and North Carolina were announced. These
States will work with SHA and the regulatory agencies on means of
_ inproving Federal-State coordinstion regarding burdens on szall
-businesses and State projects to improve their own ability to
comnunicate better with, and involve small businesses in, State
regulatery decisionmaking. '

As a general nmatter, however, 1t is our axperience that
regqulatory agencies s5till tend to draft ana«aiza-fits~nll rula&,
rather than t&ilaring then to particular regulated cammunxties,
including small businesses. It appears that it will take further
affort before such taiiarinq becones commonplace., We believe
that more extensive early involvement by SBA in the rulemaking
process could help move this process forward, ' Accordingly, we
are currently ﬁevaloping with EBA a process to assure that SEA's
¢hief Coungel for Advomacy has full opportunity to review
significant agency rulemakings where such tajloring would be most |
appropriate and to have agencies implerent the Regulatory
Flexibility Act more effectively and completely.

Priar to this Adminiatratian, the regulatory reviev process
had been severely criticized for delay, uncertainty, favoritism,
and secrecy. Restoring the integrity of centralized review was
one of the primary tasks facing this Administration as it drafted
Executive Order No, 12866. |
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Bisclosure: Section 6(b) (4) of the Executive Order sets
forth certain disclosure procedures "to ensure greater openness,
accessibility, and accountability in the regulatory review
process.® OIRA’s practices regarding these procedures were
described in detail in our May 18t Report. It is a telling
measure of the almopt completes success of these procedures that
there i little sdditional to say about then and, as far as ve
know, little interest in them anymore. OIRA adh&r&a to these
procedures, and they have long become routine.

Wa continue to make available a dally list of draft agency
requlations under review. Starting in August 1834, this list was
nade avallable electronically as well on the Internat, Monthly
statistics and data on rules for which review has been completed
are also made public, HMeetings and telephone calls with persons
outside the Executive Branch on regulations under review continue
to be logged, and an agency representative invited to such
meetings. As of March 31st this log had 36 entries. It now
contains an. additiconal 35 entries for meetinge that cccurred
between April ist and September 30th. In all but € instances,
thepe peetings were chaired by the OIRA Adninistrator; in these
6, the meetings were chaired by othexr OMB officials. An agency
representative was invited to all meetings and attended in all
but 5 ingtances. Materials sent to OIRA on pending regulations
from anyone outside the Executive Branch are kept in a public
£ile and a copy is forwarded to the appropriate agency. After a
" regulatory action that has undergone review is published,
documents exchanged between OIRX and the agency during the
review, including the draft rule subzitted for review, are made
available to anyone requesting them. As far as. we know, this
agpect of the Order is working as it was envigioned.

R a Re - ics: Executive Order No, 12866 _
changed the scope of ¢antrazize& regulatery review by having OIRA
review only "significant®™ rules., This was designed to return
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responsibility for routine rulemsking to the agencies, to reduce
delay, and to focus OIRA’e limited resources on the most _
important rules. In the May 1st Report, wea described in detajl
how this process was working. Wa noted that establishing the
process for determining whether rules were "significant® or "not
significant® had taken longer than anticipated to set up, but
that after the first three months, the process of limiting the
rules reviewed by OIRA seemed to beé working. Based on another
six months of experience, we can say that there continue to be
some disagreements about whether or not a particular rule is
significant, and not infreguently reaching a final decision can
take longer than we would like, However, the significan®
preblens we Qescribed in the May 1st Report that characterized
the process during its first three months have for all practical
purposes been resolved. '

OIRA’s regulatory review statistics show that in other
respects as well, what was intended by the Executive Order has,
in fact, taken place. Between April 1 and September 30, 1994,
OIRA reviewed 388 rules (Table 1). By way of comparison, during
the first six months of the Order, OIRA reviewed 755 rules (Table
2) [Note: see Tablas 1 and 2 in the May 1 Report; the 755 figure
includes rules submitted for review prior to Executive Order Ko.
12866.] Even though the first six months of the Order included
review of rules roceived before the signing of the Executive
Order and the continued submigsion of some non-significant rules,
the total for the first year of the Order is 1143 reviews. This
is half of the sverage reviews per year for the previous i0
years, slightly over 2,200, Between January 1 and September 30,
*1994, vhen for the most part only significant rules were
subpitted to OIRA for review, OIRA reviewed 6581 rules., At this
rate, OIKA will review fewer than 900 rules In 1954, a 60%
reduction from the annual average of the previous decade. Thus,
the numober of rules OIRA reviews has been reduced substantially.
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The agencisng with the greatest number of rules submitted for
GIRA review between April 1 and September 30th were KHS B2, USDA
65, EPA 47, ED '35, HUD 34, and DOT 3i. These six agencles .
account for -76% of the rules xeviewaﬁ_hy OIRA. 7Table 1 also
shows that of the 388 rules reviewed during the second six months
of the Order, 885 {17%) were Teconomically significant,® while 322
{83%) were significant for other reasons (Section 3(£3(2.3, and
4)}. USDA and EPA had by far the rost economically significant
rules, 21 and 16, respectively.

Of the total of 388 rules, 149 or 18% were proposed rules;
179 or 46% were final rules; and the ramainiﬁg 60 or 15% wers
notices {(such as HHS, HUD, or ED funding notices, notices of
selection criteris, or notices of procedures). OIRA concluded
review without any changes being made on 58% of the rules
reviewed; it concluded review with changes on 35%. The remaining
7% were withdrawn by the agency, were returned becauge thay were
sent improperly (5 USDA rules), or were cleared in order for an
agency to meet a court or statutory deadline (8 of 9 were EPA
rules). The percentage of rules cleared with changes varied
‘widely by agency -~ 18% for USDA, 26% for HHS, 26} for DOT, 47%
for HUD, &60% for EPA, and 6%% for ED.

The average review time for all rules reviewed was 30 days,
comparesd to 38 days for those reviewed during the first six ’
months of the Order. Reviews of economically significant rulss
were on average slightly longer (31 days) than those of other
significant rules. Average review times for all rules vérigd by
agency -- from below mean for USDA {22 days) and DOT (22 days);
to about mean for HHS (28 days) and ED (30 days); to above the
mean for HUD (37 days) and EPA (48 days}.

In our May 1st Report, we indicated th&t once the review
process was fully implemented and agencies submitted only
significant rules to OIRA, the total number of rules reviewed was
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likely to decrease, As noted above, this has certainly proven to
be the case. We also predicted that the percentage of rules
cleared with changes would increase. This has occurred to some
degree; the averags percentage of rules cleared with changes over
the past decade averaged about 22% compared to 35% for the rules
raviewed between April and Septembar 19%4.

) We also predicted that average .review time was likely to

incresase, particularly for economically significant rules. This
has not proven to be the case. In fact, average review time is
about what it has been over the pasgt decade, More specifically,
the review time for econocmically significant rules is only
marginally greater than review time for other significant rules.,
There are several factors that may explain, in part, this
phenomenon. We note, faé example, that USDA had the greatest
munber of economically significant rules {21} and a very short
average review time (14 days). This is because wost of USDA‘s
scononically significant rules are crop price supports,
regulations that essentially codify decisions already made
through the appropriations process. It may also be that the
average review time for economically significant rules is.
relatively low becaugse agencies are consulting with OIRA earlier
in the process, thereby cbviating the nesed for lengthy revievws
when the rule is formally submitted. Regarding the review time
for significant rules in qenaral, it appesrs that tha Order’s
iimitation of 50 days for review, as well as the OIRA
Administrator’s practice of having all rules under review longer
than 60 days raised for her consideration, has resulted in an
expedited raview process.

OIRA‘s review {5 limited to 90 days excepﬁ that extensions
may be granted by the Diractor or raquestad by an agency head
{Section 6(b)(2) (B and C}}. Such extensions have bean nseded
infzequently. for exauple, of tha 388 rules raviewed betwesn
April and Sept&mbar, only 11 or 3& were extended hayond the 90~
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day pariod. All of these extensions were made at the request of
the agency.

The 90~day review period has generally proven sdegusts, and
#5 has buen noted,'wa are able to complete most reviews within
that time pericd. However, in some instances $0 days is simply
not enough to conduct an adequate review. Where interagency
coordination is needed {(such as USDA’s Farmland Protection rule
or EPA’s General Conformity rule), issues may take mora tipe to
resolva, if only because of the loglstics, of gatting all of the
interested agencles together. In gome cther instances, ve are
rushed at the end ¢f the review period, or rules must be extended
beyond that period, because agenciss are slow in responding to
OMB guestions oy requests for analysis. Soxme of these may be the
result of limited resources or otherwise bevond the centrel of
the agency, but in some cases 1t may reflect a conscious decision
by the agency that this rulemaking is of lesser importance than
-other pressing matters. We understand, and indeed sympathize,
put it remaing a concern for us bacause the agency’s deslay is on
our clock and it is Executive Order review that iz ultimately
ourtailed,
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The processes described above -- regqulatory planning,
interagency and intergovernmental coordination, openness and
encouraged public participation, restoring integrity to
centralized review -~ were all designed to lead to better, more
focysed, more effective, less burdensome - i.a.; smartay— -
regulation. The many exsmples cited above demonstrate that the
regulatory process has been improved. The question remains, are
the philosophy and principles of the Order beiny applied to the
fullest extent? Are we really getting smarter regqulation? This
is difficult to answer becsuse, as noted in the Introductien,
there is no direct measure of performsnce that we can use. We do
have anecdotes, however, suggesting that the Adminigtration is
producing amarter regulations, as we now discuss.

One of the more important features of the Executive Order is
its emphasis on good data and good analysis to infernm (and not
CJust justify) decisionmaking. One example of the application of
this principle is.DOT’s National Highway Traffic Safety
Adeinistration (NHTSA) rulemaking on side-impact protection for
light trucks, In the spring of 1994, NHTSA submifted o OIRA for
review a proposed rule that ﬁ@uld extend to light trucks many of
the same side-impact protection ragquirements now applicable to
passenger care. The proposal was accoppanied by a first-rate
regulatory gnalyéia prepared by NHTSA staff, The analyslis
revealed that while the added requirements were cost-affective
when applied to the protection of front seat passengers, they
were not cost-effective for protecting resr seat passengers. For
this reason, NHTSA decided to delete the language proposing to
prescribe regquirements affecting rear seat passengers, instead
seeking comment on the issue. ’
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Another example is HUD’'s rulemaking on mobile home wind
requirements. In the wake of Hurricane Andrew, HUD moved to
upgrade the safety of mobile homes. However, increased safety
standards maans increased costs. The Wall Street Journal quotes
HUD’s Asslstant Secretary for Housing as remarking that the issue
reguires "the classic balancing act. We could make these homes
complately safe and s0lid ~ so much 8O that they’d be out of
' reach for lower-income consumers.” To inform its policy choices
and to stimulate discussion amang»tha various siakaholde:a, HUD'g
draft regulatory impact analysis set forth the tradeoffe, and the
data they are based on, for public scrutiny. Both the data and
the analysis have besn criticized, but this rulemaking
demonstrates the value of analysis, even if it is flawed, in
- engaging stakeholders in the dabate that leads 2o reasonable
balances, as suggested by HUD’s Assistant 8ecre£ary.

’,Another feature of the Executive Order ialits preference for
focused (or tailcred) regquirements and for perforpance~based (or
flexible) provisions rather than acrogs-the-hoard, mechanically
applied, command-and-control approachs. An example of the
application of these principles is the EPA proceeding on lead
abatement. Congress directed EPA to create model inspection,
worker training, and cleanup regulations for lead abatehment of
housing, commercial buildings, and various industrial structures.
EPA plans to issue these regulatione in phases throughout 1994.
The first phase included priparily administrative matters, -=-
e:.q., worker training, certification, and State program
administration regulations, Initially, the proposal was heavily
prescriptive (g,q,, detailed diagrams for seil aampliné},
included axtensive papervork reguirements (g.dg., detailed
documentation of each, identical sampling effort), and did not
distinguish between potentially high-risk and low-risk lead
hazards. EPA and OIRA staff, working together, substantially
revised the draft proposal to reduce the preac#i§tive charactey
of the ruie, adopt more of a performance standard app:a&ch, and
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re-focus the reguirements on the more important sources of health
risk (g,4., spending less resources on testing and studies,
leaving more for cleanup itself}. This revised proposal should
also provide States and local governments with greater
flexibility in establishing lead abatement programs than had
originally been contemplated. ‘

Also relevant hare is the EPA combined sewer cverflow
policy. EPA developad a policy for controlling combined sewer
cverflows (CSOs) -~ i.e., instances when, as a result of heavy
rains, sewage and other waste overflow normal channels, bypassing
trestment plants. The new policy ensures that an extensive
‘planning effort is undertaken, so that cost~effective €50
controls can he developed that meet appropriate health and
environmental obiectives. It establishes clear control targets,
but provides sufficlent flexihiliﬁy te municipalities so that
“they can tailor programs to their specific circumstances, ‘ '

The DOT aleshol and drug testing rules were mﬁntioned ahove
as an exanple of improved age%cy{élk& relations. They are also
iilustrative of a’rplemaking where the Department approached a
complex issue analytically and made significant improvements to
its rule, reducing burden without reducing safety, by applying
the principles of the Executive Order. For example, in its final
rule, DOT adopted a performance-based approach for detersining
the rate of random Qrug and alecohol testing. Thus, based on
already existing parformance-based data, the random drug testing
Tate was reduced from S0% to 25% for the airline and rail
industries; for alcchol testing, the testing rate will be 25% if
the industry viclation rate in any year is less than 1%, and it
may decrease to 10% if the in&ustry violation rate is less than
0.5% for two consecutive years. DOT also simplified and ‘
streamlined its raquirements for reporting drug testing data,
introducing sampling technigues and otherwise reducing the burden
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and cosplexity of the infeormation collaction reguirements from
enmployars, '

another example from BOT in&olvﬁs the (oast Guard’s
rulemaking involving overfill devices. The Coast Guard was
requifad by statute to promulgate rules invelving the
installation of signalling (overfill) davices to alert crew about
the likelihood of a unanticipated epill. In its proposal, the
Coast Guard added material concerning the use of lower cost
signalling devices {j.e¢.,, stick gauges) rather than more costly
and sophisticated alarm devices. The final rule, which will be
published soon, will allow the lower copt devices on certain
vessels (f.e., tank barges} thus significantly raducing the cost
of the rule from about $50 million to about $40 million (npv)
over 15 years. The Coast Guard does not believe that the use of
the less costly signalling davices on these vessels will
significantly increase the risk of small unanticipated spills,

An example from DOL’s OQccupational Safety and Heath
Administration (OSHA} ie that agency’s rulemaking on asbestos.
In preparing its final rule governing asbestos in the workplace,
OSHA made substantial changes to its proposal to improve tha
' clarity of the regulation and ensure that as much flexibility as
possible was retained in process-specific standards. Thus, for
example, while the proposal could be read to regulre extensive
controls (e.g., glove bhags, minieanclosure, and respirators} for
any maintenance work conducted arcund asbestos~containing |
,mqterials,'aven if exposure was negligible (e.g,, pulling wires
above suspended cellings), OBBA‘a final rule required such
controls only when there is a physical disturbance of the
materials. In addition, the final rule avoided incongistencies
- with existing EPA standards by eliminating the use of terms to
classify ssbestos that differed fron those used by EPA. Finally,
OSHA rsised in the preanble of the final rule the poksibility of
its adopting an action level to Berve as a clear regulstory
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threshold below which fewer protective measures wonld be needed
if practical sampling dévices become available.

HHS also has been attentive to the principles of the Order.
For example, the Mammography Quality Standards Act of 1952
reguired FDA to establish Federal certification and inspection
programs for mammography facilities; regulations for accrediting
bedies for mammography facilities; and standards for mammography
eguipment, parsonnez,;and practices. In designing these rules,
FDA made the standards less burdensome on mamumography facilities,
~which are nearly all small businesges, by incorporating existing
standards to the maximum extent posaible, It also provided for
the issuance of Federsl certificates tc facilities already
aceredited by the American College of Radiclogy; required
facilities to submit certification information only to an
accrediting body and not to FDA; and permitted flexibility in
meeting certain other standazd&.

As noted akbove, HHE has algo haen sensitive to pinimizing
the burden of Federal regulations on State, local, and tribal
governnents, For exapple, this paat‘yeax, the Maternal and Child
Health Bureau developed a streamlined, block grant appliaation
and annual report. The revisions resulted from an impxensiva
consultation effort with State maternal and child health groups
and the National Governor’s Associstion, The burden imposed by
the requirements has been cut in half, while the materials are
easier to understand and will be more useful in local, State, and
Federal planning‘

HHS has aﬁse taken steps to streamline the burden on the
private sector as well. In March 1983, HCFA published a rule
that replaced the annual reguirement for physicians to provide
hospitals with a signed acknowledqamant\eonearninq penalties for
pisrepresenting certain information with a one-time signing
requirement, fulfilled at the time a physician is Initially
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granted héspital admitting privileges. One major medical
association characterizad this change as one that will alleviate
the "hassle factor” for physicians and one that is an jmportant
step toward restoring mutual trust between the Federal government
and the medical profession. ’

‘Another axample of burden reduction comes from DOT. The
Federal Aviation Adeinistration (FAA) realized that not all
regulatory modifications are dramatic, but incremental efforts to
reduce burden and unnecessary provisions can add up to
significant improvements, Recently, in a. broader rule that made
other changes to the medical certification standards, FAA
_responded to an Aperican Medical Associstion report aaggasﬁing
that the burdens of the medical certification process for pilots
could be gignificantly reduced by extending the two-year '
certification to & three-year duration for yoangarvinQta. This
simple ¢hange will cut the overall paperwork associated with the
certification process by about 15% in totsl, and over 30% for
those pllots under age 40.

In the same veln is a recent SBA action that elinminated a
longstanding regulatory prohibition on making financial
assistance available to businesses engaged in media-oriented
activity. The so~called opinion molder rule had been based on a
concern about Federal agency involvement in potential prior
restraint of frae spaech; the result was a ban on SBA assistance
to businesses involved in media activities. After first
considering modest ravisions to the rule, SBA concluded that the ‘
concern was no longer a valid one; and that the demand for
assistance from small businesses In the media field far
putweighed the need for caution in this area.

Several of the latter examples invelve rethinking or
redesigning existing regulation. Focusing on existing ]
regulations has been an iwpartant‘teagure of the Executive Order,
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and, as we now discuss, we are beginning to see real progress in
this area. ' :
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Individuals who must comply with Federal rules frequently
comment, often with great frustration and anger, that it is the
accumulated burden of rules in effect -~ many of which appear
UNNecessary, rédundant, outdgta&} or downright stupid ~- that is
| 50 exssperating to them. In response to these concerns, the
Executive Order provides that agencies are to review existing
regulations to ensure that their rules are still timely,
compatible, effective, and do not jimpose unnegesgary burdens
{Section 5}. “

In the May 1lst Report we noted that this review of existing
regulation, a ®lockback" process, had begun, although it had
proven more difficult to institute than we had anticipated. We
observed that, underetandably, &gen@iea are focused on maeting_
obligations for new rules, often under statutory or court
deadlines, at a time when staff and budgets are being reduced;
undar these circumstances, it is hard to muster rescurces for tha
generally thankless task of rethinking and rewriting current
regulatory programs. 8ix months later, wa are somewhat further

along, although we continue to believe that any real progress
will depend on the extent to which senior policy officiala
recognize and attend to this effort, r

It is important to emphasize what the lookback effert is and
is not. It is nopt directed at a simple elirmination or expunging
of specific regulations from the Code of Federal Ragulationa.

Nor does it envision tinkering with regulatory provisions to
consolidate or update provisions. Most of this type of change
has already been sccomplished, and the additional dividends to be
realized are unlikely to be significant. Rather, the lookback
provided for in the Executive Order spesks to a fundamental re-
engineering of entire regulatory systems, many of which have
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remained fundamentally unchanged for 3¢ to 50 years. To do this
successfully requires a dedicated team in an agency with broad
understanding of the program’s ohjectives, expertise in the
intricacles of the regulatory program, an intimate knowledge of
the ﬁtaxehaxdars, and reaaarcefulnass, tenacity, resclve, and
suppert .

Probably the best example of such & re-engineering of »
regulatory systen is the work currentiy being done by the DOC's
Bureau of Export Administration (BXA) to rewrite the Export
Administration Regulations (EAR). This comprehensive review is
intunded to simplify and clarify this lengthy and complex body of
regulations that establishes Jicensing regimes for dual-use
proeducts -~ J,e,, those that pay have both commercial and
military applications -~ and to make the regulations pore usegr-
friendly, which they currently are not. The rules were first
pxamulgated in 1%4% to implement the Export Control Act of 1948.
There has not been a complete overhaul of the EAR since that
time. This effort is important enough that DOC has chosen it as
one of its four entries for the Regulatory Plan.

In its re-englneering of the EAR, BXA is following the
reconpendations of the Tradsa Promotion Coordinating Ceommittee
(TFCC), a Presidential copmittee mandated by the Export
Enhancement Act of 1992. BXA has already published a notice in

’ al.Realster requesting comment on a simplification of
the program} Heanwhiia, a task force within the agency has been
working on a complete overhaul and restructuring of the rules. In
particular, the rules are being fundamentally redirected from the
current negative presumption that all experts subject to the Act
are prohibited unless authorized, to a positive approach that all
. exports are pernitted unless a license is specifically required.
The agency tentatively.pians to have an NPRM pubiizhea by the end
‘of this year.

37



A good example of an institutionalized’ lookback progran is
the continual review of selected regulations by pOT’s National
Highway Traffic éatety Arinistration (NHTSA)., NHTSA hag been
conducting these safety standard evaluations for over 15 years,
and to our knowledge, it is the only program of its kind in the
' Executive Branch. NHTSA rules deal primarily with automobile and
light truck safety. ©On 2 regular b&sia, the agency sglects rules
from its current programs to review, evaluating not only the
effectiveness of the rule and whether there are any proviaiana
that are unnecessary, unduly burdengome, or in need of change for
other reasons, but slso reviewing the {nitial snalysis itself --
whether the predicted costs snd benafits have been realized, and,
if not, why not. %This approach not only enables the agency to
redify its current rules based on analysis, but alasc helps the
staff contiunually ismpreve the analytie technigues used in
assegsing the costs and benefits of new rules. Indeed, its
recent standards for side-inmpact protection rasulted directly
from a review of its previous standard, which revealed that the
rule was not providing benefits in multi~vehicle accidents, More
recently, the agency completed reviews of front seat protection
in passenger cars and its glass~plastic windshield standard No.
205. NHTSA also recently published a Federal Register notice
dascribing lts future evaluation plans and soliciting public
comsent on which additiconal assessments it should pursue.

DOT*s Federal Highway Adwinistration (FHWA), like BXA, has
initiated a major, *zero-based™ review of its Federal Motor
Carrier Safety Regulations. These are the primary body of
regulations that are designed to ensure the safety of commercial
trucks and drivers. The regulations have not been extensively
revised since the early 1570‘s. The goals and objectives of the
zero-base review sre (1) to focus on those aveas of enforcement
and conpliance that are most affective in reducing motor carrier
acsidents; (2) to reduce compliance costs; {3} to encourage
innovation; and (4) to clearly and succinctly describe what is
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required by the regulations. Through the zero-base review, FHWA
intends to develop a unified, performance-based regulatory systen
that will enhance safety on the nation’s highways while ‘
2ininizing the burdens placed on the motor ¢arrier industry.

Other DOT lookback efforts inelude FRA’s revision of its
powver brake regulations t¢ reduce the freguency with which
railroads must inspect their brake systems. Recently, the FRA
gr¢posad perforpance-based rvles that would reduce inspection
freguancies, as long as brake systems, when inspected, peet
certain brake defect ratios. Alse, FAA is reviewing its
regulations to {dentify those rules that are inconsistent with
state-of-the-art technology or current industry practice. To
enhance its ability to perform its statutory role without undue
economic burden on the aviation industyry, FAA announced a
comprehensive review in January of this year, asking interested
parties to identify those regulations that are believed to be ‘
unwarranted or inappropriate. The comments provided in response
to this notice are assisting the agency in establishing ita
priorities for future regulatory changes.

USDA is slsc conducting several lookbacks, The Food and
Nutrition Service (FNS) has proposed to revise its school meal
nutrition gtandards, the first major aédifi¢a;ian to these
standards in nearly $0 years. To ensure that children have
access to haalthy meals at schoeol, USDA has updated nutrition
standards to meet the Dietary Gujdelines for Americans and, at
the same time, USDA has streamlined the sdministration of the
rule so that local school food service staffs nay anncentrate cn
providing healthful food for their students rather than on
_ bureaucratic red tape.

This effort was the result of extensive outreach and
substantial analysis by USDA, Although commenters on the rule
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have raised concerns, the initial press reaaiibg to the proposal
was overwhelmingly positive. The New York Times concluded:

The Agriculture Department recognizes that these
ironclad rules (current meal patterns) are irrelevant
in a nation where mest children get not only too much
protein but too much fat, saturated fat, cholesterol
and sodium . . . . School meals might finally catch up
with late-20th-century nutrition science.

USDA and HHE are also working to re-engineer their fouod
safety and inspection regulatory programs, PRBuilding upon their
generslly successful efforts to coordinate the nutrition labeling
of foods, USDA and HHS are moving forward with ambiticus plans to
modernize the system of food safety regulation in the United
States. Both Departments took steps in 1993 and 1994 to resuire
Hazard aAnalysis Critical Control Point systems (HACCP) in the
“production of food.

The Food Safety and Inspection Service (FP5I8) at the USDA

. has initiated & comprehensive review of the regulations that
ensure the safety of all meat and poultry. The meat and poultry
regulations are based upon the Federal Meat Ingpection Act first
passed Iin 1907. Although the meat and pouliry statutes and
regulations have been amended a nupber of times over the last 85
years, USDA has never undertaken a top~to-bottom review of the
inspection systenm. ’

FSIS’ review is intended to move the meat dnd poultry
inspection system -- currently based upon “organcleptic®
inspection, whereby an inspector uses the wenses of touch, slght
and smell to test the safety of the product -- towards more
science-based procedures that #aﬂxgas nicrobial contamination.
For exampie, under a HACCP system, plants would identifty the
points aleng their processing line that are vulnerable to the
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greatest hazards {risk of aant&aia&tion), and devime plans to
pitigate those Nasards.

FDa, which hxs jurispdiction over all fsods not ragulated by
FEI8, such as t;ah, fruits, and vegstables, has announced plans
to greatly expand its uss of HACCP systems. FDA sees HACCP as a
revolutionary way to ensure that proper ﬁroﬁuatian processes and
controls are being maintained, even when an inspector is not
present, In January 19%4, ¥DA issued a proposed rule that would
Teguire HACCP analysis anﬁ'ramcrdxeeping by all firms that
process seafood in the United States. Also, after consultation
with USDA, FDA published an Advance Notlce of Proposed Rulemaking
in August 1994 exploring the possibility of extending HACCP
systems beyond the saafood industry to other food production
within the next ten years.‘ , '

Other agencies are alsc conducting lookbacks. | In HHS, HCFA
is looking at Medicare regulations that govern conditions of
participation for home haslith agencies and hospitals, and
conditions of coverage for the payment of end stage renal
‘disease. HCFA believes that the existing rules are unnecessarily
burdensome, outdated, and process oriented, and should be
replsced with more universally applicable provimions that are
patient/outcone oriented and driven by meaningful data to better
ensure healthy outcomes for aged patients and those with
disabilitries. In redesigning these regulations, HCFA has met,
and is continuinq to meet, with 8 variety of provider and
consumer representatives. | ’

HUD has planned a review of its public housing development
program rules. The current rules are putdated and contain
unnecessary restrictions on the flexibility of public housing
authoritias (PHAB). HUD expects to revise the regulations to
provide more flexibility for all participants, with even greater
flexibility for the best performerg. *“High performer®™ PHAs will

41



have maximum latitude to develop public housing within very broad
parsmeters, and with ainipul HUD oversight; remaining PHAs will
be given broaderied responsibility commensurate with their
abilities snd areas of expertise. Streamlining the program will
help to reduce a substantial pre-construction pipeline and
axpedite the provision of replacesent housing for developmants
that should be fully or partially replaced.

The Office of the Comptroller of the Cuxreﬁcy {OC¢) has
started a review of existing regulations on national bank lending
Llimita to modernize, simplify, clarify, and qliminate Unnecessary
regulatery burden. In developing this review project, 0CC
designed s more efficlent internal review process that invelved
senior agency officials earlier in the project to provide policy
guidance. OCC published an NPRM in February 1994.

DOL’s Pension and Welfare Benefit Administration (PWBA) has
initiated a review of its rule coencerning disclosurs of plan
inforpation to participants. 8ince enactpent of the Employee
Retirement Income Security Act (ERISA) in 1974, there have been
few modifications either to the law’'s reporting and disclosure
provigsions or to the underliying regulations. PWBA issued a
Request for Information last December to solicit comments from
the public concerning the adeguacy and timeliness of the
information provided pursuant to these rules. The agency lsg
currently reviewing the pany comments to assess the need for
regulatory andjfor statutory changes. Alsc at DOL, OSHA hag
started a review of its outdated walking and working surfaces
standards with an eye to replacing them with performance-oriented
standards to permit more flexibiliity in compliance. .

Seversl Deparimenta have used the Federsl Reaister to gather
information on those regulations that might be candidates for
elinmination, modificacion, or nther impravaaanﬁ. DOE pudblished a
notice of inguiry in the Federal Regisier and has solicited




reconmendations from over 200 stakeholder organizations and DOE
‘field offices. Based on this input, DOE preparsd a second notice
of inguiry targeting particular areas of its req&lations for
review. Similarly, DOI published a notice in the federal
Reaigter announcing its intent to revisw its significant existing
regqulations and requesting public comment on which regulations
should be reviewsd., After & 60-day comment pericd, DOI published
a second notice, announcing which regulations will ke reviewed,
and requesting specific compente on how those regulations should
be reviged.

These exanmples of lockbactks veary from mador projacts well
underway to initial, in some cases tentative and not fully
formed, efforts. They are indicative of a serious effort by this
Administration to look not only at rules that are being
developed, but at the accumulation of regulatory prograns that
- are alrsady on the books., There iz no apparent reason why every
Departnent and agency cannot initlate at least one such project.
¥e expect that lookbacks will become nmore grev&iﬁnt and nmore
preductive over tha anmiug months.,

CONCLUSION

In our May l1st Report, we concluded that while it was too
early to arrive at a final judyment regarding the success of the
new system, the early indications vere that there had been
subgtantial improvement in the rulemaking précaaa. With six
monthe more experience and data, we arae pore confident that the
Executive Order is waking a difference, that the Administration
is moving in the right direction, and that there is much to be
proud of. XAs befara, however, our optimism is guarded; we Know

full well that there is much to be done to obtain the benefits we -
are seeking to realize. :
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EXECUTIVE OFFICE OF THE PRESIRENT
GFFICE OF MANAGEMENT AND BOUDGEY
WASHIMGTON, 30 20%53

Fronomic Analysis of Federsl Regulations Under Executive Order 12866

After President Clinton signed Executive Order 12868, "Regulaiory Planning snd Review,” the Admisistrator of the
Office of Information and Regulsiory Affuirs of the Office of Managersent and Dudget convened sa interagency group
o review the state of the 21t for evonomic analvass of regulstory sctivns required by the Executive Order, The group
wits co-chaired by & Member af the Councll of Economic Advisers and included represontatives of all the major
repulstory agencies. This document raprescals the results of an exhaustive two-year offort by the group to deseribe
“bust prectices” for preparing the economic analysis of & significant regulatory action called for by the Executive
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ECONOMIC ANALYSIS OF FEDERAL REGULATIONS UNDER EXECUTIVE
ORDER 12866

INTRODUCTION

In accordance with the regulatory philosophy and principles provided in Sections 1(a)
and (b) and Section 6@Y(3)(C) of Executive Order 12866, an Economic Analysis (EA)
of proposed or existing regulations should inform decisionmakers of the consequences”
of altemative actions. In particular, the EA should provide information allowing
decisionmakers to determine that:

There is adequate infermation indicating the nsed for and consequences of the
proposed action;

The potential benefits to society justify the pc»imnal costs, wcognmng thai not
all benefits and costs can be described in monefary or even in
guantitative terms, unless a statute requires another regulatory approach;

The proposed action will maximize net benefits to society (including potential
economic, environmental, public health and safety, and other
advantages; distributional impacts; and equity}, unless a statute requires
another regulatory approach; )

Where & statute requires a specific regulatory approach, the proposed action will
be the most cost-effective, including reliance on performance objsctives
to the extent feasible;

Agency decisions are based on the best reasonably obtainable scientific,
technical, economic, and other information,

While most EAs should include these elements, variations consistent with the spirit and
intent of the Executive Qrder may be warranted for some regulatory actions. In
particular, regulations establishing terms or conditions of Federal grants, contracts, or
financial assistance may call for a different form of regulatory analysis, although a full-
blown benefit-cost analysis of the entire program may be appropriate to inform
Congress and the President more fully about its desirability.

The EA that the agency prepares should also satisfy the requirements of the "Unfunded
Mandates Reform Act of 1985" (P.L. 104-4). Title Il of this statute (Section 201)
directs agencies "unless otherwise prohibited by law [to] assess the effects of Federal
regulatory actions on State, local, and tribal governments, and the private sector.,.”
Section 202(a) directs agencies to provide a qualitative and quantitative assessment of
the anticipated costs and benefits of a Federal mandate resulting in annual expenditures
of $100 million or more, including the costs and benefits to State, local, and teibal



- analysis because of the importance and complexity of the issue, the need for expedition,
the nature of the statutory language and the extent of statutory discretion, and the
sensitivity of net benefits to the choice of regulatory altematives. In particular, a less
detailed or intensive analysis of the entire range of regulatory options is needed when
regulatory options are limited by statute. Even in these cases, however, agencies
should provide some analysis of other regulatory options that satisfy the philosophy and
principles of the Executive Order, in order to provide decisionmakers with information
for judging the consequences of the statutory constraints. Whenever an agency has
questions about such issues as the appropriate analytical technigues to use or the
alternatives that should be considered in developing an EA under the Executive Order,
it should consult with the Office of Management and Budget as early in the analysis
stage as possible,

Preliminary and final Economic Analyses of economically “significant * rules { as
defined in Section 3(H){1) of the Executive Order) should contain three elements: (1) a
statement of the need for the proposed action, (2) an examination of alternative
approaches, and (3} an analysis of benefits and costs. These elements are described in
Sections 1-J1I below. The same basic analytical principles 2pply 10 the review of
existing regulations, as called for under Section § of the Executive Order, In this case,
the regulation under review should be compared to a baszline case of not taking the
regulatory action and to reasonable alternatives,

1. 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, If the proposed action is a result of & 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. In 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
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ways in which *reputation effects™ may serve to provide adequate information. Buyers
may obiain reasonably adequate information about product characteristics even when
the seller does not provide that information, for example, if buyer search costs are Jow
(as when the quality of a good can be determined by inspection at point of sale), if
buyers have prekus}y used the product, if sellers offer warranties, or if adequate
information is provided by third parties. In ariémﬁa insurance markets are important”
sources of information about risks. ,

Government action may have unintentional harmful effects on the efficiency of market
outcomes. For this regson there should be a presumption against the need for
regulatory actions that, on conceptual grounds, are not expected to generate net
benefits, except in special circumstances. In light of actual experience, 2 particularly
demanding burden of proof is reqmreé to demonstrate the need for any of the following
types of regulations: _

® price controls in competitive markets;
¢ production or seles quotas in compelitive markets;

¢ mandatory uniform guality standards for goods or services, unless they have
hidden safety hazards or other defects or involve externalities and the problem
cannot be adequately dealt with by voluntary standards or information disclosing
the hazard to potential buyers or users; or

® controls on entry into employment or production, except (2) where indispensable to
protect health and safety (e.g., FAA tests for commercial pilots or (b} to manage
the use of common property resources (c.£., fisheries, airwaves, Federal lands,
and offshore areas).

B. Appropriateness of Alternatives to Federal Regulation

Even where a market failure exists, there may be no need for Federal regulatory
intervention if other means of dealing with the market failure would resolve the
problem adequately or better than the proposed Federal regulation would, These
alternatives may include the judicial system, antitrust enforcement, and workers
compensation systems. Other nonregulatory alternatives could include, for example,
subsidizing actions 10 achieve a desired outcome; such subsidies may be more ¢fficient
than rigid mandates. Similarly, 2 fee or charge, such as an effluent discharge fee, may
be a preferable altemative to banning or restricting 2 product or action. Legislative
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therefore misleading and mappropnaw to characterize a standard as 2 performance
standard if it is set so that there is only one feasible way 1o meet it; 25 2 practical
matter, such a standard is a design standard, In general, a performance standard should
be preferred wherever that performance can be measured or reasonably imputed.
Performance standards should be applied with 2 scope appropriate to the problem the
regulation seeks to address. For example, to create the greatest opportunities for the
regulated parties to achieve cost savings while meeting the regulatory objective,
compliance with air emission standards can be allowed on a plant-wide, firm-wide, or
region-wide basis rather than vent by vent, provided this does not produce unaccepiable
air quality ottcomes (such as “hot spots” from local pollution concentration).

2. Different Requirements for Different Segments of the Regulated Population. There
might be different requirements established for large and small firms, for example. If
such a differentiation is made, it should be based on perceptible differences in the costs
of compliance or in the benefits to be expected from compliance. 1t is not efficient to
place a heavier burden on one segment of the regulated population solely on the
grounds that it is better able to afford the higher cost; this has the potential to load on
the most productive sectors of the economy costs that are disproportionate o the
damages they create,

3. Alternative Levels of Stringency. In general, both the benefits and costs associated
with & regulation will increase with the level of stringency (although marginal costs
generally increase with stringency, whereas marginal benefits decrease), It is important
to consider alternative levels of stringency to better understand the lationship between
stringency and the size and distribution of benefits and costs among different groups,

4, Allernative Effective Dates of Compliance. The timing of 2 regulation may also
have an important effect on its net benefits. For example, costs of a regulation may
vary substantially with different compliance dates for an industry that requires a year or
more to plan its pmduction runs efficiently, In this instance, 2 regulation that provides
sufficient lead time is likely to achieve its goals at a much lower overall cost than a
regulation that is effective immediately, although the benefits also could be lom

S. Alternative Methods of Ensuring Compiiance. Compliance alternatives for Federal,
state, or local enforcement include on-site inspection, periodic reporting, and
compliance penalties stuctured to provide the most appropnate incentives. When
alternative monitoring and reporting methods vary in their costs and benefits, promising
alternatives should be considered in identifying the regulatory alternative that
maximizes net benefits. For example, in some circumstances random monitoring will
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7. More Market-Oriented Approaches, In general, altematives that provide for more
market-oriented approaches, with the use of economic incentives replacing command-
and-control requirements, are more cost-effective and should be explored. Market-
oriented alternatives that may be considered include fees, subsidies, penalties,
marketable permits or offsets, changes in liabilities or property rights (including
policies (hat alter the incentive of insurers and insured parties), and required bonds,
insurance or warranties. {In many znstanc:es, implcmenung these, &iternazzves will

T require Jegislation,)

g. Considering Spemﬁc Statutory Requuemczzzs When a statute establishes a specific
regulatory requirement and the agency has discretion to adopt a more stringent
standard, the agency should examine the benefits and costs of the specific statutory
requirement as well as the more stringent alternative and present information that
justifies the more stringent alternative if that is what the agency proposes.

III. ANALYSIS OF BENEFITS AND COSTS
A. General Principles

The preliminary analysis described in Sections 1 and IT will Izad to the identification of
a workable number of aliematives for consideration.

1. Baseline, The benefits and costs of each alternative must be measured against a
baseline. The bastline should be the best assessment of the way the worid would look
absent the proposed regulation, That assessment may consider a wide range of factors,
including the likely evolution of the market, likely changes in exogenous factors
affecting benefits and costs, likely changes in regulations promulgated by the agency or
other government entities, and the Jikely degree of compliance by regulated entities
with other regulations. Often it may be reasonable for the agency to forecast that the
worid absent the regulation will resemble the present, For the review of an existing
regulation, the baseline should be no change in existing regulation; this baseline can
then be compared against reasonable altarnatives,

When more than one baseline appears reasorable or the baseline is very uncertain, and
when the estimated benefits and costs of proposed rules are Likely to vary significantly
with the baseline selected, the agency may choose to measure benefits and costs against
multiple alternative baselines a3 a form of sensitivity analysis, For example, the
ag;f:ncy may choose to conduct 2 sensitivity analysis mvolvmg the consequences for
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cost-effectiveness analysis will generally not yield an unambiguous choice;
nevertheless, such an analysis is helpful for calculating a “breakeven® value for the
unmonetized benefits (i.e., a value that would result in the action having positive net
benefits), Such a value can be evaluated for its reasonableness in the discussion of the
justification of the proposed action. Cost-effectiveness analysis should 2lso be used to
compare regulatory alteratives in cases where the lcvei of benefits is specified by

stam%e

- 1{ the proposed mgulatm is composcd :}f a number of distinct provisions, it is
important to evaluate the benefits and costs of the different provisions separately. The
interaction effects between separate provisions {such that the existence of one provision
afiects the beaefits or costs arising from another provision) may complicate the analysis
but does not eliminate the need to examine provisions separately. In such a case, the
desirability of a specific provision may be appraised by determining the net benefits of
the proposed regulation with and without the provision in question. Where the number
of provisions is large and interaction effects are pervasive, it is obviously impractical to
analyze all possible combinations of provisions in this way. Some judgment must be
used to select the most significant or suspect provisions for such analysis.

3. Discounting. One of the problems that arises in developing a benefit-cost analysis is
that the benefits and costs often occur in different time periods. When this occurs, it is-
not appropriate, when comparing benefits and costs, to simply add up the benefits and
costs aceruing over time. Discounting takes account of the fact that resources {goods
or services) that are available in a given year are worth more than the identical
resources available in a later year. One reason for this is that resources can be invested
so as to return more resources later. In addition, people tend to be impatient and to
prefer earlier consumption over later consumption. .

{a) Basic considerations, Constant-doliar benefits and costs must be discounted to
present values before benefits and costs in different years can be added together 1o
determine overall net benefits, To obtain constant dollar estimates, benefit and cost
streams in nominal dollars should be adjusted to correct for inflation. The basic
guidance on discount rates for regulatory and other analyses is provided in OMB
Circular A-94. The discount rate specified in that guidance is intended 0 be an
approximation of the opportunity cost of capital, which is the before-tax rate of retum
to incremental private investment, The Circular A-94 rate, which was revised in 1992
based on an extensive review and public comment, reflects the rates of retumn on low
yielding forms of capital, such as housing, as well as the higher rates of retums yielded
by corporate capital, , This average rate currently is estimated 10 be 7 percent in real
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into account changes over fime in relative values may have an effect similar o
discounting environmental impacts at a lower rate, it is important to separate the effects
 of discounting from the effects of relative price changes in the economic analysis, In

particular, the discount rate should not be adjusted for expected changes in the relative
prices of goods over ime. Instead, any changes in relative prices that are anticipated
should be incorporated directly in the calculations of benefit and cost streams.

{b) Additional considerations. Modem research in economic théory has established a
preferred model for discounting, sometimes referred o as the shadow price approach.
The basic concept is that economic welfare is ultimately determined by consumption;
investiment affects welfare only 16 the exteat that it affects current and future |
consumption. Thus, any effect that a government program has on public or private
investment must be converted 1o an associated stream of effects on mnsumpﬁon before
being discounted.

Converting invesiment-related benefits and costs to their consumption-equivalents as
required by this approach involves calculating the "shadow price of capital.” This
shadow price reflects the present value of the future changes in consumption arising
from a marginal change in investment, using the consumption rate of interest (also
termed the rate of time preference) as the discount rate. The calculation of the shadow
price of capital requires assumptions about the extent to which government actions -
including regulations ~ crowd out private investment, the social (i.e., before-tax)
returns to this investment, and the rate of reinvestment of future yields from current
mvestment,

Estimates of the shadow price are quite sensitive {o these assumptions. For example, in
some applications it may be appropriate 1o assume that access to global capital markets
jmplies no crowding out of private investment by government actions or that monetary
and fiscal authorities determine aggregate levels of investment so that the impact of the
contemplated regulation.on towl private investment can be ignored, Altematively,
there is evidence that domestic saving affects domestic investment and that regulatory
costs may also reduce investment. In these cases, more substantial crowding out would
be an appropriate assumption. ,

The tate of time preference is also a complex issue, Generally, it is viewed as being
approximated by the real return 1o a safe asset, such a5 Government debt. However, a
substantal fraction of the population does little or no saving and may borrow at
relatively high interest rates.
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contracting cancer) and the lack of complete knowledge about parameter values that
define risk relationships (for example, the relationship between presence of a
carcinogen in the food supply and the rate of absorption of the carcinogen) should be
considered.

‘The term “uncertainty™ often is used in economic assessments as a synonym for risk.
However, in this document uncertainty refers more specifically to the fact that '
knowledge of the probabilities and sets of possible outcomes thaf characterize a
probability distribution of risks, based on experimentation, statistical sampling, and
other stientific tools, is itself incmzzpiaw. Thus, for example, a cancer nisk might be

* described as a one-in-one-thousand chance of contracting cancer after 70 years of
exposure. However, this estimate may be uncertain because individuals vary in their
levels of exposure and their sensitivity to such exposures; the science underlying the
quantification of the hazard is uncertain; or there are plausible competitors to the model
for converting scientific knowledge and empirical measures of exposures into risk units.
Estimates of regulatory benefits entail additional unceriainties, such as the appropriate
measures for converting from units of risk to units of value, Cost estimates also will be
uncertain when there are uncertainties in opportumty costs or the compliance strategies
of regulated entities.

Estimating the benefits and costs of risk-reducing regulations includes two components:
a risk assessmeny that, in part, characterizes the probabilities of occurrence of outcomes
of interest; and a valuarion of the levels and changes in nisk experienced by affected
populations as a result of the regulation. It is essential that both parts of such
evaluations be conceptually consistent. In particular, risk assessments should be .
condusted in a way that permits their use in a more general benefit-cost framework,

- just as the benefit-cost analysis should attempt to capture the results of the risk
assessment and not oversimplify the results {¢.g., the analysis should address the
benefit and cost implications of probability distributions).

Risk rzwz:agmem is an activity conceptually distinct from risk assessment or valvation,
involving 2 policy of whether and how to respond to risks to health, safety, and the
environment. The appropriate level of protection is a policy choice rather than a
scientific one. The risk assessment should generate a credible, objective, realistic, and
scientincally balanced analysis; present information on hazard, dose-response, and
exposure (or analogous material for non-health assessments); and explain the
confidence in each assessment by clearly delineating strengths, uncertainties, and
assumptions, along with the impacts of these factors on the overall assessment, The
data, assumptions, models, and inferences used in the rigk assessment o construct
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results representing a range of plausible scenarios, together with any information that
can help in providing a qualitative judgment of which scenarios are more scientifically
plausible.

In the absence of adequate valid data, properly identified assumptions are necessary for
conducting an asszgsment. The existence of plausible alternative models and their
implications should be carried through as part of each risk characterization product.

. Alternative models and assumptions should be used in the risk assessment as nesded to
provide decisionmakers with information on the robustness of risk estimates and
estimates of regulatory impacts. As with other elements of an EA, there should be
balance between thoroughness of analysis in the treatment of sk and uncertainty and
practical limits on the capacity to carry out analysis. The range of models,
assumptions, or scenarios presented in the risk assessment need not be exhaustive, nor
is it necessary that each alternative be cvaluated at every step of the assessment, The
assessment should provide sufficient information for decisionmakers to understand the
degree of scientific uncertainty and the robusiness of estimated risks, benefits, and
eosts. The choice of models or scenarios used in the risk assessment should be
explained. .

Where feasible, data and assumptions should be presented in 2 manner that permits
quantitative evaluation of theilr incremental effects. The cumulative effects of
- assumptions and inferences should also be evaluated. A full characterization of risks
should include findings for the entire affected population and relevant subpopulations.
Assumptions should be consistent with reasonably obuinable scientific information.
Thus, for example, low-dose toxicity extrapolations should be consistent with
physiclogical knowledge; assumptions about environmental fate and transport of
contaminants should be consistent with principles of environmental chemistry.

The material provided should permit the reader to replicate the analysis and quantify
the effects of key assumptions. Such analyses are becoming increasingly easy to
perform because of advances in computing power and new methodological
developments, Thus, the Jevel and scope of disclosure and transparency should
increase over time.

In order-for the EA to evaluate outcomes involving risks, risk assessments must provide
some estimates of the probability distribution of risks with and without the regulation,
Whenever it is possible 10 quantitatively characterize the probability distributions, some
estimates of central tendency (e.g., mean and median) must be provided in addition to
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robustness of conclusions about net benefits with respect to changes in model
parameters, Sensitivity analysis should convey as much information as possible
about the likely plausibility or frequency of occurrence of different scenarios (sets
of parameter values) considered.

@ Delphi methods involve derivation of estimates by groups of experts and can be
usedt to identify attributes of subjective probability distributions. This method can
be éspecially useful when there is diffuse or divergent prior knowledge. Care must
be taken, however, o preserve any scientific controversy arising in a delphi
analysis. )

® Meta-enalysis involves combining data or results from a number of different
studies. For example, one could re-estimate key model parameters using combined
data from a number of different sources, thereby improviag confidence in the
parameter estimates, Alternatively, one could use parameter estimates (elasticities
of supply and demand, implicit values of mortality risk reduction} from a number
of different studies as data points, and analyze variations in those results as
functions of potential causal factors, Care must be taken to ensure that the data
used are comparable, that appropriste statistical methods are used, and that
spurious correlation problems are considered. One significant pitfall in the use of
meta-analysis anses from combining results from several studies that do not
measure comparable independent or dependent variables,

New methods may become available in the future as well. This document is not
intended to discourage or inhibit their use, but rather 1o encourage and stimulate their
development.

Uncertainty may arise from a variety of fundamentally different sources, including lack
of data, variability in populations or natura! conditions, Bmitations in fundamental
scientific knowledge (both social and natural) resulting in Jack of knowiedge about key
relationships, or fundamental unpredictability of various phenomena. The nature of
these different sources may suggest different approaches. For example, when
uncertainty is due to lack of information, one policy alternative may be to defer action
pending further study. One factor that may help determine whether further study is
justifiable as 2 policy aliernative is an evaluztion of the potential benefits of the
information relative to the resources needed o acquire it and the potential costs of
delaying action. When uncertainty is due largely to observable variability in
populations or natural conditions, one policy alternative may be to refine targeting, that
i, to differentiate policies acrass key subgroups, Analysis of such policies should
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information on the incidence of regulatory effects in caleulating total net benefits
estimates. ‘ .

The importance of including estimates of individuals’ willingness to pay for risk
reduction varies. Willingness 1o pay for reduced risks is likely to be more significant if
risks are difficult to diversify because of incomplete risk and insurance markets, or if
the net benefits of the regulation are correlated with overall market returns to
investment. When the effetts of regulation fall primarily on private parties, it is
sufficient to incorporate measures of individual risk aversion. For regulatory benefits
or costs that accrue to the Federal government (for example, income from oil
production), the Federal government should be treated as risk neutral because of its
high degree of diversification. '

As noted in the previous section, the discount rate generally should not be adjusted as a
device 10 account for the uncertainty of future benefits or costs. Any allowance for
uncertainty should be made by adjusting the monetary values of changes in benefits o
costs {for the year in which they occur) so that they are expressed in terms of their
certainty equivalents. The adjustment for uncertainty may well vary over time because
the degree of uncertainty may change. For example, price forecasts are typically
characterized by increasing uncertainty (forecast error) over time, because of an
increasing likelihood of unforeseen (and unforesecable) changes in market conditions as
time passes. In such cases, the certainty equivalents of net benefits will tend to change
systematically over time; these changes should be taken into account in analyzing
regulations that have substantial effects over a long time period. Uncertainty that
increases systematically over time will result in certainty equivalents that fall
systematically ovar time; however, these decreases in pertainty equivalents will mimic
the effects of an increase in the discount rate only under special circumstances.

3. Assumptions.. Where benefit or cost estimates are heavily dependent on certain
assumptions, it is essential to make those assumptions explicit and, where aliernative
assumptions are plausible, fo carry out sensitivity analyses based on the alternative
assumptions. If the value of net benefits changes sign with alternative plausible
assumptions, further analysis may be necessary to develop more evidence on which of
the alternative assumptions is more appropriate. Because the adoption of a particular .
estimation methodology sometimes implies major hidden assumptions, it is important to
analyze estimation methodologies carefully to make hidden assumptions explicit.

Special challenges arise in evalnating the resulis of an EA that relies strongly upon
proprietary data or analyses whose disclosure is limited by confidentiality agreements,
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measure the potential U.S. loss from the threat of future retaliation by foreign
governments, This threat should then be treated as a qualitative cost {see section 7).

7. Nonmonetized Benefits and Costs. Presentation of monetized benefits and costs is
preferred where acceptable estimates are possible, However, monetization of some of
the effects of regulations is often difficult if not impossible, and even the quantification
of some effects may not be easy, Effects that cannot be fully monetized or otherwise
quantified should be descritied. ' Those effects that can be quantified should be
presented along with qualitative information to characterize effects that are not

quantified.

Irrespective of the presentation of menetized benefits and costs, the EA should present
available physical or other quantitative measures of the effects of the allemative actions
to help decisionmakers understand the full effects of altemative actions. These include
the magnitude, timing, and likelihood of impacts, plus other relevant dimensions {¢.g.,
irreversibility and uniqueness}, For instance, assume the effects of a water quality
regulation include increases in fish populations and habitat over the affected stream
segments and that it is not possible 1o monetize sech effects. It would then be
appropriate to describe the benefits in terms of stream miles of habitat improvement
and increases in fish population by species (as well as to describe the timing and
likelihood of such effects, etc.). Care should he taken, however, when estimates of
monetized and physical effects are mixed in the same analysis so as to avoid double-
counting of benefits. Finally, the EA should distinguish between effects unquantified
because they were judged to be relatively unimportant, and effects that could not be
grantified for other reasons.

8. Distributional Effects and Equity. Those who hear the costs of z regulation and those
who enjoy its benefits often are not the same people. The term “distributional effects"
refers to the description of the net effects of a regulatory aliernative soross the
population and economy, divided up in various ways (e.g., income groups, race, sex,
industrial sector). Benefits and costs of a regulation may be distributed uoevenly over
time, perhaps spanning several generations. Distributional effects may also arise
through *transfer payments” arising from a regulatory acton, For example, the
revenue collected through a fee, surcharge, or tax (in excess of the cost of any service
provided) is a transfer paymenis.

Where distributive effects are thought to be important, the effects of various regulatory
alternatives should be described quantitatively to the extent possible, including their
magnitude, likelihood, and incidence of effects on particular groups. Agencies should

23



result of 2 proposed regulation. To the extent possible, the probability distributions of
benefits should be presented. Extreme estimates should be presented as complemeats
to central tendency and other estimates, If fundamental scientific disagreement or lack
of knowledge precludes construction of a scientifically defensible probability
distribution, benefits should be described under plausible alternative assumptions, along
with a characterization of the evidence underlying each alternative view. This will
allow for & reasoned dcmwanon by deczszanmakcrs of the appropriate level of

regulatory action.

1t is important to guard against double-counting of benefits, For example, if a
regulation improves the guality of the environment in a2 community, the value of real
estate in the community might rise, reflecting the greater atiractiveness of living in the
improved environment Inferring benefits from changes in property values i§ complex.
On the one hand, the rise in property values may reflect the capitalized value of these
improvements. On the other hand, benefit estimates that do not incorporate the
consequences of Jand use changes will not capture the full effects of regulation. For
regulations with significant effects on land uses, these effects must be separated from
the capitalization of direct regulatory impacts into property values,

1. General Considerations. The concept of "opportunity cost” is the appropriate
construet for valuing both benefits and costs, The principle of "willingness-to-pay”
captures the notion of opportunity cost by providing an aggregate measure of what
individuals are willing to forgo to enjoy a particular benefit, Market transactions
provide the richest data base for estimating benefits based on willingness-to-pay, as
long as the goods and services affected by a potential regulation are traded in markets,
1t is more difficult to estimate benefits whers market transactions are difficult to
monitor or markets do not exist. Regulatory analysts in these cases need to develop
appropriate proxies that simulate market exchange, Indeed, the analytical process of
deriving benefit estimates by simulating markets may suggest alternative regulatory
strategies that ¢reate such markets. ’

Either willingness-to-pay (WTP]} or willingness-to-accept (WTA) can provide an
appropriate measure of benefits, depending on the allocation of property rights, The
common preference for WIP over WTA measures is based on the empirical difficulties
in estimating fhe latter,

* Estimates of willingness-to-pay based on observable and replicable behavior deserve the
greatest level of confidence. Greater uncertainty attends benefit estimates that are
neither derived from market transactions nor based on behavior that is observable or
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A variety of methods have been developed for estimating indirectly traded benefits.
Generally, these methods apply statistical techniques to distill from observable market
transactions the portion of willingness-to-pay that can be attributed to the benefit in
question, Examples include estimates of the value of environmental amenities derived
from travel-cost studies, hedonic price models that measure differences or changes in
the value of land, and statistical studies of occupational-risk premiums in wage rates.
For all these methods, care is needed in designing protocols for reliably estimating
benefits or in adapting the results of previous studies to new applications. The use of
occupational-risk premiums can be 2 source of bias because the risks, when recognized,
may be voluntarily rather than involuntarily assemed, and the sample of individuals
upon which premivm estimates are based may be skewed toward more risk-tolerant

people,

Contingent-valgation methods have become increasingly common for estimating
indirectly traded benefits, but the reliance of these methods on hypothetical scenarios
and the complexities of the goods being valued by this technique raise issues about its
accuracy in estimating willingness 1 pay compared 10 methods based on {indirect)
revealed preferences. Accordingly, value estimates derived from contingent-valuation
studies require greater analytical care than studies based on observable behavior, For
example, the contingent valuation instrument must portray 8 realistic choice situation
for respondents - where the hypothetical choice situation corresponds closely with the
policy context to which the estimates will be applied. The practice of contingent
valuation is rapidly evolving, and agencies relying upon this tool for valuation should
* judge the reliability of their benefit estimates using this technique in Hight of advances
in the state of the art,

4. Principles and Methods for Valuing Goods That Are Not Traded Directly or
Indirectly in Markets. Some types of goods, such as preserving environmental or
cultural amenities apart from their use and direct enjoyment by people, are not traded
directly or indirectly in markets. The practical obstacles to accurate measurement are
similar to {(but gencrally more severe than) those arising with respect o indirect
benefits, principally because there are few or no related market transactions to provide
data for willingness-{o-pay estimates.

For many of these goods, particularly goods providing “nonuse™ values, contingent-
valuation methods may provide the only analytical approaches currently available for
estimating values. The absence of observable and replicable behavior with respect to
the good in question, combined with the complex and often unfamiliar nature of the
goods being valued, argues for great care in the design and execotion of surveys,
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Valuing lost production and other time-related costs gives rise to a number of
methodological concerns. For occupational illness or injury, lost production can be
measured by losses in workers' value of marginal product. In valuing the effects of
broader environmental hazards, however, attention must be given to the composition of
the exposed population. For example, some portion of the working-age population
may be unemployed, while others will be retired, Still others may have chosen to be
homemakers or home caregivers. Valuation of nonfatal iliness or injury to these parts
of the population presents a greater challenge than valuing the loss of employee -
services using wage rates, Finally, the valuation of health impacts on children or
retirees through the direct-cost approach is especially problematic since their zero
opportunity cost in the labor market is not a good proxy for the socigl cost of iliness,
The agency should use whatever approach it ¢an justify but should provide a clear
explanation of the assumptions and reasoning used in the valuation,

(b} Fatality risks, Values of fatality risk reduction often figure prominently in
assessments of government action. Estimates of these values that are as aceurate as
possible, given the circumstances being assassed and the state of knowledge, will
reduce the prospects for inadeguate or excessive action,

Reductions in fatality risks as a result of government action are best monetized
according to the willingness-to-pay approach. The value of changes in fatality risk is
sometires expressed in terms of the "value of statistical life” (VSL) or the “value of &
life®. These terms are confusing at best and should be carefully described when used.,

1t shouid be made clear that these terms refer to the willingness to pay for reductions in -
risks of premature death {scaled by the reduction in risk bemg valued). That is, such
estimates refer only 10 the value of relatively small changes in the nsk of death. They
have no application to an identifiable individual. ,

There i3 also confusion about the term “statistical life.™ This terms refers to the sum of
risk reductions expected in a population. For example, if the annual risk of death is
reduced by one in 2 million for each of two million people, that represents two
“statistical lives” saved per year (two million x one millionth = two). If the annual
risk of death is reduced by one in 10 million for each of 20 million people, that also
represents two statistical lives saved.

Another way of expressing reductions in fatality risks is in 1erms of the "valus of
statistical life-years extended™ (VSLY). For example, if & regulation protected
individuals whose average remaining life expectancy was 40 years, then & risk
reduction of one fatality would be expressed as 40 life-years extended, This approach
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which the net benefits of the two alternatives are equal). This method will frequently
be infeasible because of its computationa! demands but, where feasible, it may bea
useful addition to the sensitivity analysis.

An implcit valuation approach that eould be used entails caleulations of the net
incremental cost per unit of reduction in fatality risk (cost per "statistical life saved”) of
alternative measures, with net incremental costs defined as cosis minus monetized
benefits, Alternatives ¢an be arrayed in order of increasing reductions in expected
fatalities. Generally this will also correspond to increasing incremental cost. (It is
possible that there will be some initial economies of scale, with declining incremental
costs, I incremental costs are declining over 2 broad range of alternative measures, it
is likely that there are flaws in the definition of the measures or the estimation of their
effects.) The incremental cost per life saved then can be calculated for each adjacent
pair of altématives, With this construction, the choice to undertake a certain set of
measures while eschewing others implies 2 lower and upper bound for the value per life
saved; it would be at least as Jarge as the ingremental cost of the most expensive
measure undertaken, but not as Jarge as the cheapest measure not undertaken, In
contrast to explicit valuation approaches, this avoids the necessity of specifying in
advance a value for reductions in fatality risks. However, the range of values should be
consistent with estimated values of reductions in fatality risks calculated according 0
the willingness-to-pay methodology, and the method should be consistently applied
across regulatory decisions (within statutory limitations), in order to assure that
regulation achieves the greatest risk reduction possible from the Jevel of resources
commiited to risk reduction.

While there are theoretical advantages to using a value of statistical life-year-extended
approach, current research does not provide a definitive way of developing estimates of
VSLY that are sensitive to such factors as current age, latency of effect, life years
remaining, and social valuation of different risk reductions. In Nieu of such
information, there are several options for deriving the value of a life-year saved from
an estimate of the value of Life, but each of these methods has drawbacks. One
approach 15 to use results from the wage compensation literature (which focus on the
effect of age on WTP 1o avoid risk of occupational fatality). However, these results
may not be approprate for other types of risks. Another approach is to annualize the
VSL using an appropriate rate of discount and the average life years remaining. This
approach does not provide an independent estimate of VSLY; it simply rescales the
VSL estimate, Agencies should consider providing estimates of both VSL and VSLY,
while recognizing the developing state of knowledge in this area,
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{Producers’ surplus is the difference between the amount a producer is paid for a unit
of 2 good and the minimum amount the producer would accept to supply that unit, Tis -
measured by the area between the price and the supply curve for that unit. Consumers'
surplus is the difference between what 2 consumer pays for a unit of a good and the
maximum amount the consumer would be willing to pay for that unit. It is measured
by the distance between the price and the demand curve for that unit.)

The opportunity cost of an alternative also incorporates the value of the benefits
forgone as a consequence of that altemnative. For example, the opportunity cost of
banning a product (e.g., a drug, food additive, or hazardous chemical) is the forgone
net benefit of that product, taking into account the mitigating effects of potential
substitutes, As another example, even if 4 resource required by regnlation does not
have to be paid for because it is already owned by the regulated firm, the use of that
resource to meet the regulatory reguirement has an opportunity cost equal 1o the net
benefit it would have provided in the absence of the requirement, Any such forgone -
benefits should be monetized wherever possible and either added to the costs or
subtracted from the benefits of that alternative. Any costs that are averted as a result of
an alternative should be monetized wherever possible and either added to the benefits or
subtracted from the costs of that alternative.

All costs caleulated should be incremental, that is, they should represent changes in
costs that would ocour if the regulamzy option is chosen compared 1o costs in the base
case (ordinarily no regulation or the existing regulation) or under a less stringeat
alternative. Future costs that would be incurred even if the regulation is not
promuigated, a3 well as costs that have already been incurred (sunk costs), are not part
of incremental costs. If marginal cost is not constant for any component of costs,
incremental costs should be calenlated as the area under the marginal cost curve over
the relevant range. A schedule of monetized costs should be included that would show
the type of cost and when it would ocour; the numbers in this table should be expressed
in constant, undiscounted dollars. g

The EA should identify and explain the data or studies on which cost estimates are
based with enough detail {o permit independent assessment and verification of the
results, Where cost estimates are derived from a statistical study, the EA should
provide sufficient information so that an independent observer can determine the
representativeness of the sample, the reliability of extrapolations used to develop
aggregale estimaies, and the statistical significance of the results.
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(a) Scarcity rents and monopoly profits. If, for example, sales of a competitively
produced product were restricted by a government regulation so as to raise prices to
consumers, the resulting profit increases for sellers are not a net social benefit of the
rule, nor is their payment by consumers generally 2 net social cost, though there may
be important distributional consequences. The social benefit-cost effects of the
regulation would be represented by changes in producers* and consumers® surpluses,
including the net surplus reduction from reduced availability of the product, The same
conclusion applies if the govermnment restriction provides an opportunity for the exercise
of market power by sellers, in which case the net cost of the regulation would include
the cost of reduced product provision due both to the government mandate and the
induced change in market structure.

(b} Insurance payments. Potential pitfalls in benefit-cost analysis may also arise in the
case of insurance payments, which are transfers. Suppose, for example, a worker
safety regulation, by decreasing employee injuries, led to reductions in firms' insurance
premiurn payments. It would be incorrect to count the amount of the reduction in
insurance premiums as a benefit of the rule. The proper measure of benefits for the EA
is the value of the reduction in worker injuries, monetized as described previously, plus
any reduction in real costs of administering insurance (such as the time insurance
company employees needed 1o process claims) due to the reduction in worker insvrance
claims., Reductions in insurance premivms that are matched by reductions in insurance
claim payments are changes in transfer payments, not benefits,

{c) Indirect taxes and subsidies. A third instance where special trealment may be
nesded to deal with transfer payments is the case of indirect taxes (tariffs or excise
taxes) or subsidies on specific goods or services, Suppose a regulation requires firms
to purchase a $10,000 piece of imported equipment, on which there is a $1,000
customs duty. For purposes of benefit-cost analysis, the cost of the regulation for each
firm ordinarily would be $10,000, not $11,000, since the $1,000 customs duty is a
transfer payment from the firm to the Treasury, not a real resource cost. This
approach, which implicitly assumes that the equipment is supplied atf constant costs,
should be used except in special circumstances. Where the tzxed eguipment is not
supplied at constant cost, the technically correct treatment is to calculate how many of
the units purchased ax a result of the regulation are supplisd from increased production
and how many from decreased purchases by other buyers, The former units would be
valued at the price without the tax and the latter units would be valued at the price
including tax. This calculation is usually difficult and imprecise because it requires
estimates of supply and demand elasticities, which are often difficult to obtain and
inexact. Therefore, this treatment should only be used where the benefit-cost
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SELECTED FURTHER READINGS

Yudith 1. Bentkover, Vincent T. Covello, and Jeryl Mumpower, Eds,, Benefits
Assessment: The State of the Art.

Jack Hirshliefer and John G. Riley, The Analytics of Uncertainty and Information. An
advanced treatment of many issues related to risk and uncertainty.

Myrick Freeman, The Measurement of Eavironmental and Resource Values: Theory
and Methods. A comprehensive high-level treatment of environmental valuation issues,

Robert C, Lind, Ed., Disz:oun%ing for Time and Risk in Energy Policy, An advanced
treatment of issues related to public and private sector discounting.

E. 1. Mishan, Economics for Social Decisions: Elements of Cost-Benefit Analysis.
Assumes some knowledge of economics. C.‘hapm 5-8 should be helpful on the
important subiects of producers and consumers’ surpinses {not discussed exiensively in
this guidance document).

Robert Cameron Mitchell and Richard C. Carson, Using Surveys to Value Public
Goods: The Contingent Valuation Method, Provides a valuable discussion on the
potential strengths angi pitfalis associated with the use of contingent-valuation methods.

V. Kerry Smith, Ed., Advances in Applied Micro-econamics: Risk, Uncertainty, and
the Valuation of Benefits and Cosis.

Edith Stokey and Richard Zeckhauser, A Primer for Policy Analysis. Chapters 9 and
10 provide a good introduction to basic concepts.

George Tolley, Donald Kenkel, and Robert Fabian, Eds., Valuing Health for Policy:
An Economic Approach. An excellent summary of methods to valus reduction in
morbidity and extensions fo life expectancy.

W, Xip Viscusi, Risk By Choice. Chapter 6 is a good starting point for the topic of

valuing health and safety benefits. Other more technical sources are given in the
- hiblography,
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MEMORANDUM FOR REGULATORY WORKING GROUP

FROM: Sally Kat zwﬂ—/

SUBJECT: Principlea for Risk Analysis

Attached is a statement of policy on risk assesament, management
and communication. The principlesg are desgigned to define risk
analysis a&nd its purposss, and to generally guide agsncies as
they use yisk analysis in the regulatory context. They are
intended to provide a general framework ~- a structure stating
basic principles upon which a wide consensus now exists,

The principles are aspirational rather than prescriptive.  Their
a§p11catzan regquires flaxxbilzty and practical judgment. The
science of risk assessment is rapidly changing and its use is a
functicn of a number of factoxs -- ‘including legal mandates and
available resources -- that vary from one regulatory program to
anothey. "We therefore do not offer these principles as
conclusive, complete or irrevocable; they are intended to be used
as a point of departure for future efforts within individual
agencies and the Executive Branch broadly.

The principles should be interpreted and applied as a whole.
Particular sections should not ke quoted or extracted in
isclation. The principles are not 1ntan§ed Lo provide the baszs
for jnaiczal revigw or legislation.



Principles for Risk Assessment, Management, and Communication

Regulatory Working Group
January 12, 1995

&

A.  Genera Pﬁa&z}i&
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These Principles are intended to be goals for agency activities with respect to
the assessment, management, and communication of environmental, health,
and safety risks, Agencies should recognize that risk analysis is a tool — one
of many, but nonstheless an important ool — in the regulatory tool kit These
Principles are intended to provide & general policy framework for evaluating
and reducing risk, while recognizing that risk analysis is an evolving provess
and aémcics must retain sufficient flexibility to incorporate scientific
advances. ’

The principles in this document are intended to be applied and interpreted in
the context of smmtéry policies and requirements, and Administration
priorities, |

As stated in Executive Order No. 12866, “In setting regulatory priorities, sach
agency shall consider, to the extent reasonable, the degree and natre of the
risks posed by various substances or activities within its jurisdiction™ [Section
1(b)(4)]. Further, in developing regulations, federal agencies should consider
“...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® {Section
4D | |

In undertaking risk analyses, sgencies should establish and maintain a clear
distinction between the identification, quantification, asd characterization of
risks, and the selection of methods or mechanisms for managing risks. Sucha
distinction, however, does not mean separation. Risk management policies
may induce changes in human behaviors that can alter l‘lSJ(S G.e., zladucc.

+
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increass, or change their character), and these linkages must be incorporated |
into evaluations of the effectiveness of such policies.

The depth or extant of the analysis of the risks, benefits and costs associated
with # decision should be commensurate with the nanive and significance of the
decision,

Principles for Risk Assessment

1.

2‘-.

Agencies should employ the best reasonably obtainable scientific .infarmaﬁon
10 assess risks o health, safety, and the environment.

. Characterizations of risks and of changes in the natsre or magnitude of risks

shouid be both qualitative and quantitative, consistsat with available data, The
characterizations should be broad enough to inform the range of policies
reducs risks, “

Judgments used in developing a risk assessment, such as assumptions, defaults,
and uncertzintles, should be stated explicidy. The rationale for these -~

" judgments and their influsnce on the risk assessment should be articulated.
Risk assessments should encompass all appropriate hazards {e.g., acute and

chronic risks, including cancer and non-cancer risks, o human health end the
environment). In addition to considering the full population at risk, attention
should be directed to subpopulations that may be particularly susceptible to
such risks and/or may be more highly exposed. |
Peer review of risk assessments can ensure that the highest professional
standards are maintained. Therefore, agencies should develop policies o
maximize its use., .

Agencies should strive to adopt consisient approaches (o evaluating the risks
posed by hazardous agents or evants,

Principles for Risk Management

1.

In making significant risk management decisions, agencies should analyze the
distribution of the risks and the benefits and costs (both direct and indirect,
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both quantifiable and non-quantifiable) associated with the selection or
implementation of risk management strategies, Reasonably feasible risk
managemeant strategies, including regulation, positive and negative economic
incentives, and other ways‘to encourage behavioral changes to reduce risks
{e.g., information dissemination), should be evaluated. Agencies should
employ the best available scientific, economic and policy anslysis, and such
analyses should include explanations of significant assumptions, uncertainties,
and methods éf data dsvelopment,

In choosing among alternative approaches to reducing risk, agencies ghould
seek 10 offer the greatest net ‘impwvemem in total societal welfare, accounting
for a broad range of relevant social and economic oon;sidemﬁans such a8
equity, quality of life, individual preferences, and the magnitude and
distribution of benefits and costs (both direct and indirect;, both quantifiable
and non-quantifiable). (

D. Principles for Risk Communication

1.

Risk communication should involve the open, two-way exchange of

information between profeséionals, including both policy makers and * cxpcrts

in relevant disciplines, and the public.

Risk management goals should be stated clearly, and risk assessments and risk

management decisions should be communicated accurately and objectively ina

meaningful manner, To maximize public understanding and participation in

risk-related decisions, agencies should:

a. - explain the basis for significant assumpam, data models, and

“infarences used or relied upon in the asssssment or decision;

b.  describe the sources, extent and magnitude of significant uncertainties
gssociated with the assessment or decision;

c. make appropriate risk comparisons, taking into account, for example,
public attitudes with respect to voluntary versus involuntary risks; and,
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. & provide tit:;eiy, public access to relevant supporting documents and a

reasonable opportunity for public comment.

E.  Principles for Priority Setting Using Risk Analysis

1

i

To inform prierity setting, agencies shou!d seek to compare risks, grouping
them into broad categories of concern (e.g., high, moderate, and low).
Agencies should set priorities for managing risks so that those actions resulting.
in the greatest nat improvement in societal welfare are taken first, accounting
for relevant management and social considerations such as different types of
health or environmental impacts; individual preferences; the feasibility of
reducing or avoiding risks; quality of life; environmental justice; and the
magnitude and distribution of both short- and fong-termm benefits and costs.
The setting of priorities should be informed by internal sgency experts and a
broad range of individuals in state and local government, industry, academia,
and nongovernmental organizations, as well as the public at large. Where
possibile, consensus views should be reflected in the setting of priorities.
Agencies should arempt to coordinate risk reduction efforts wherever feasible
and sppropriate, - o
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MEMORANDUM FOR HEADS OF EXEICUTIVE DEPARTMENTS AND AGENCIES, AﬁD
INDEPENDENT RﬁGUI&@ﬁR? AGENCIES

FROM: Leon E. Panetts 4.
Director

SURYECT: Guidance

The President issued Executive Order Ro. 12866, *Regulatory
Flanning and Review,®™ on September 30, 1883. This Order directs
the Office ¢f Management and Budget (OMB} to ¢arry out the
centralized review of significant regulatory actions under
development at regulatory agencies. .

Within OMB, the ¢ffice of Infurpation and Regulatory
Affairs (OIRA)} has the primary responsibility under the
Executive Order for a number of the gpecific regulatory review
and planning functions. Sally Katzen, the OIRA Administrator,
has prepared a memorandum setting forth indtial steps to
implement the Order. Among ¢ther things, each mgency must
prozptly designate a Regulatery Policy Officer and begin:
discussions with COIRA concerning those regulations that warrant
centralized review,

I urge you to send Administrator Kalzen’s npemorandum
{attached) to the appropriate officials for their immediata
attenxion, A

Attachment .



EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AN BUDGET
WASHNGTON, D.C. 20803

Oetober 12, 1903

MEMORANDUY FOR HEADS OF EXECUTIVE DEPARTHERTS AND AGERCUIES, &RQ
IHNDEPERDENT ﬁEGULATORY AGENCIES

FROM: sally Katzef®l&@
Administrater, Office of
Infoymation ami Regulatory Affairs

SUBJECT: Guidance for Implementing E.0. 12866

The President issued Executive Order No. 12866, “Regulatory
Planning ang Rev*ew * on Septenber 30, 1983 ({58 ¥Fed.Reg. 51735
{Cctober 4, 19%3))." It calls upon Federal agencies and the
Office of In‘cr&atzcn and Regulatory Affairs (CIRA) to carxry out
specific actions designed to streamline and make more efficient
the regulatory process. This memorandum provides guidance on a
nunber of the provisgiens of the new Order. Undoubtedly, with
experience, additional guesticons will be raised, and we will
attenpt to respond promptly as they arise.

i. Coverage

The OrZer as a whole applies to sll Federal agencieg, with
the exception of the independent regulatory agencies (Sec.
3(k)}. The indspendent regulatory agencies are included in
provisiocns concerning the "Unified Regulatory Agenda” {Sec.
4£{b}} and “"The Regulatory Plan™ (Sec. 4(c}}. Howevey, while the
Presidert’s "Statement of Regulatery Philosophy and Principles®
{Sec. 1) applies by its terms only to those agencies that are
not independent, the independent regulatory agencies are
reguested on a voluntary basis to adhere to the provisions that
may be pertinent to their activities. :

In addition, the Order states that the OIRA Administrator
may exemrpt agencies otherwise covered by the Order. Appendix A
is a first cut of those agencies that have few, if any,
significant rulemaking proceedings each year; effective
inmediately, these agencies are exempt from the scope of the

1 This Order replaces E.0. 12291 and E.0O. 12498,
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Order.’ Like the independent agencies, theose agencies listed in
Appendix A are reguested to adhere voluntarily to the relevant
provisions of the Order, particularly the President’s “Statement
of Regulatory Philosophy and Principles*™ (Sec. 1}.

2. Designation of Regulatory Policy Officer.

The Order directs each agency head to designate & Regulatory
Policy Officer "whe shall report to the agency head” (Sec. - “
6(a){(2}3. This Regulatory Policy Cfficer is to be involved at
sach stage of the regulatory process t0 foster the developmant of
effective, innovative, and least burdensome regulations. Because
the Regulatory Policy Officer will in most ¢ircumstances serve as
the agency representative to the Regulatory Working Group (see
below), please provide us with the name, mailing address, and
telephone and fax numbers of vour designeee as soon as possible,

3, Regulatory Workinmg Group.

The Drder directs the CIRA Adnministratoy to convene a
Regulatory Working Group consisting, in part, of the
representatives of the heads ©f each agency having significant
domestic regulatory responsibility (Sec. 4{d}}.

Again, we have made a first cut of a list of those agencies
which should be mempers ©f the Regulatory Working Group, which is
attached as Appendix B, Some of the Departments that have
separate regulatory components may gualify for multiple
representatives, Please notlify us if you believe that your
Department should have more than one representative. In
suggesting additional representatives, please identify these
persons and provide us with their wailing addresses, and
telephone and fax numbers.

The Administrater is to convene the first meeting of the
Regqulatory Working Group within 30 days. It is therefore
essential that we have your response as soon as pessible.

4. TRegulatory Planning Mechanism.
The Order emphasizes planning as & way of identifying

significant issues early in the process s¢ that whatever
coordination or collaboration is appropriate can be achieved at

? To assure that the purposes of the Executive Order are
carried cut, we may ask these agencies to review particular
significant regulatory actions of which we become aware. These
Agencies should advise OIRA if they believe that a particular
rule warrants centralized review.
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the beginning of the regulatory development process rather than
at the end (Sec. 4).

There are two specific planning documents discussed in the
Order. The first, the semiannual Unified Regulatory Agenda (Sec.
4{b}}, is on schedyule and will be published before the end of
Getober., Traditionally, all agencies participate, describing
briefly the regulations under development. The Order does not
call for any change in sither the scope or format cf this ,
doounent. : v

The second plamning document is the annual Regulatory Plan
(Sec. 4{c)), which is to be published in October as part of the
Unified Fegulatory Agenda. The Regulatory Plan seeks to capture
the most important significant regqulations. In advance of
syencies drafring their Regulatory Plans, the Vice President will
meet with agency heads to seek a common understanding of
vegulatory priorities and to coordinate regulatory efforts to be
accomplished in the upcoming year (Sec. 4(e)). The Vice
President will convene the first meeting in early 1994.
Fellowing that meeting, we will provide appropriate guidance on
the scope and structure of the submissions for the 1334

@ ator ATY.

As you may recall, OMB had asked in OMB Bulletin No. 83-11
{May 13, 1993) that certain agencies prepare & draft 1%%3
Regulatory Program under the then applicable Executive Order No.
12498, Many agencies sent in some or all of their proposed
prograns. Other agencies informed us that they wanted to wait
for the confirmation of political appointees or the issuance of
the new Executive Crder. ¥hile there is now insufficjient tinme
for all of the steps necegsary to prepare 3 formal regulatory
plan for this year, the materizals we have received will be useful
in preparing for the meeting with the Vice President and our
other coordination efforts. 7Those agsnpies that have already
dratted but not submitted materials, as well as those who wish to
augment what we have already received, are encouraged to send
these materials to OIRA.

. Review of Existing Regulations.

The Order directs esch agency to Create a program under
which it will periodically review its existing significant
requlations to determine whether any should be modified ox
glininsted to pake the agency’s regulatory program more
effective, less burdensome, and in greater alignment with the
President’s priorities and regulatory principles (Sec. 5}.
Specifically, within 90 days, agencies are to submit ¢o the QIRA
Administrator a program establishing, consistent with the
agency’s resources and regulatory priorities, the procedures for
parrying out a periodic review of existing significant
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regulations and identifying any legislative mandates that may
merit enactment, amendment, or rescission {(Sec., 5{aj}.

We are aware that past Administrations have requiread
agencies to undertake similar review efforts. Some of these have
been so broad in scope that necessary analytic focus has been
diffused, or needed follow-up has not occurred. This current
effort should be more productive because it focuses only on
significant regulations and the legislation that mandates them, .
and because we will be looking at groups of regulations across
agencies with the help of the Vice President and the White House
Regulatory Advisers, as well as the public.

Pursuant te the Order, we are asking each agency to send to
the OIRA Administrator within 80 days a worx-plan which
identifies who snd which office within the agency will be
responsible for assuring that periocdic reviews take place; the
criteria to be used for selecting targets of review; the kinds of
public involvement, data collection, economic and other analysis,
and follove-up evaluation that are planned; the timetables to be
applied; and, to the extent then known, the targets selected. As
the program is implemented and an agency selects specific targets
for review, please jdentify the specific ptrograms, regulations,
arnd legislation involved. To the extent they are relevant, we
will share with you the review efforts of cther agencies.

6. Centralized Review of Regulations.

One of the themes in the Order is greater selectivity in the
regulations reviewed by OIRA, so that we can free up our
resources to foous on the impoertant regulatory actions and
expedite the issuance of those that are less important. Another
theme is that we are to determine early in the process which
regulations are important (the term in the Order is ~
*significant¥). Among other things, this will permit agencies to
conduct the needed analyses for these regulations as part of the
development process, not as an after-the-~fact exercise (Sec.

6(a)(3) (8.~

The Order defines vsignificant® regulatory actions as those
1ikely to lead to a rule (1) having an annual effect on the
economy of $100 million or more or adversely and materially
affecting a ssctor of the economy, productivity, competition,
jobs, the environment, public health or safety, or State, local,
or tribal governments or cepmunities; (2) creating a serious
inconsistency or otherwise interfering with an action taken or
- planned by another agency; {3) materially altering the budgetary
impact of entitlements, grants, user fees, Or loan programg; o
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{4} raising novel legal or policy issues (Ses. 3(f}j.} This
definition is not wholly susceptible to mechanical application;
rather, in many instances, it will reguire the exercise of
Judgment. We will work with the agencies to come to & consensus
on the meaning of this term in the context of the specific
programs and characteristics of each agency.

To begin, we ask the appropriate perscnnel at each agency to
work with the OIRZ desk officer(s) to develeop an appropriaste list-
ef rulemakings that are under development for submission to OIRR,
For each rulemaking, please use the format below:

DEPARTHENT/REGULATORY COMPONENT. Title ([Indicats
significance'); Upcoming Action: [ldentify)’) Planned
Submission/Publication: [date}; RIN: [nunber®]. .
Statutory/Judicial Deadline: [date, if any].

[Describe briefly what the agency is intending to do
and why, including whether the progranm is new or

! The Order is intended to cover any policy document of
general applicability and future effect, which the agency intends
to have the foree and effgct of law, such 2s guidances, funding
notices, manusls, implementation strategies, ¢r other public
announcements, designed to implenment, interpret, or prescribe law
or policy or to describe the pracedure or practice reguirements
of an agency. Sugh documents are normally published in the
Federsl Register, but can also be mads available to the affected
puklic directly.

* State one of the follewing: PNot Significant®,
"Significant®, or "Econonipally Significant"™. A designation as
"Economically Significant" means that the regulatory action is
likely to result in the effectis listed in the first subsection --
narmely, 3i.e., "have an amnmual effect on the geconomy of $100
million or more or adversely affect in & material way the
economy, a sector of the econemy, productivity, competition,
jobs, the environment, public health or safety, or State, local,
or tribal governments or communities.® A regulatory action that
is considered YEconomically Significant" must ultimately be
supported by the analyses set forth in Section 6(a) (3] (C).

* Indicate whether the upconring regulatory action is a
"ratice of Inquiry", YFunding Notice™, YANPRM", “NPRM", "Interinm
Final Rule®, “Final Rule", or what other action it may be.

¢ MRIN' is the Regulation Identifier Number published in
the tnified Regulatory Agenda. If a RIN has not been assigned,
the agency sheuld cobtain one through the nermal process by
contacting the Regulatory Information Service Center.



wém

continuing and, if continuing, the significant changes
in program operations or award criteria. Briefly
describe issues associated with the rulemaking, as
appropriate, e.g., impacts (both benefits and costs),
interagency and intergovernmental {State and local)
effects, budgetary effects (e.y., outlays, nunber of
years and awards, administrative overhead), tinme
prassures, and why the regulatory action is important,
gsensitive, controversial or precedential. For final .
regulatory actions, include & brief statement of the
nature and extent of public comment, and the nature and
extent of changes made in respense to the public
comments.] {[(Name and telephone number of program
cfficial who can answer detailed guestions))

We are not looking for a lengthy or detailed descriprion of
the issues listed above. All we need is informatioh sufficient
to confirm the characterization ¢of "significant" or #not
significant®. Similarly, for final regulatory actions, the
description of the public comments and changes is simply to ,
enable us to decide whether we can expedité or waive our review
of the final rule where, for exarple, there are few ¢r no public
comments and little or no substantive changs from the previously
reviewed NFPRM.

Undeyr the Exesutrive Qrder, within 10 working davs after OIRA
receives this list, we will meet with or call your office 1o
discuss whether or net listed regulatory actions should be
subritted for centralized review {(Sec. 6{a}{3}{A)). 'The purpose
of this meeting is to confirm the characterization ¢of the
propogsal as "gignificant" or *not significant®, the
characterization is important because, absent a material change
in the development of the rule, those characterized as "not
significant® need not be submitted for QIRA review before
publication.

OIRA will also want to discuss the timing for updates that
would identify sny new regulatory actions under development.
OIRA implemented this procedure with several agencies on & pilot
basis while the Order was being drafted. We are most pleased by
the results. It has in some instances taken one or twe tries to
develop a process that works for a particular agency., In most
instances, submission of a list on¢e a month has proven
sufficient for our purposes.

once it is.clear that a rulemaking warrants review by OIRA,
the process will be facilitated by your advising the OIRA staff .
as soon as possible on the basic concept, direction, and scope of
the rulemaXing. This will enable us te identify early the issues
that we are concerned about and to inform agency personnel of the
type ¢of analyses that OIRA will look for when it reviews the
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regulatory action. 21l of this is designed to make the review
process more efficient amd aveid last minute probliems.

When an agency subnits a significant regulatory action for
review, the Order sets forth certain information that each agency
should provide a description of the need for the regulatory
action, how the regulation will meet that need, and an assessment
of the potential c¢osts and benefits of the regulastory action,
together with an explanation of how it is ¢onsistent with a
statutory mandate, promotes the President’s priorities, and
avoids undue interference with State, local, and tribal
governments. This shouwld not inpose additional burden on the
BYency. All of the information should have been prepared as
part of the agency’s deliberative process; and much, if not ali,
of this information should already be set forth in the preamble
of the proposal so as to allow more informed public comment.

If the regulatory action is economically significant (as
defined in Sec. 3(f){1}),” the Qrder sets forth additional
information that an agency must provide -- an assessment of
benefits, costs, and of potentially effective and reasonably
feasible alternatives to the planned regulatory action .{Sec.
{8} {3(C)). VW& recognize that this material may take different
forms for different agencies. We are reviewing our current
guidance to see what changes, if any, are appropriate. Pending
the concliusion of this review, agencies .should continue to adhere
to the existing OMB guidance on how to estimate benefits and
cCosta,.

In order to assure that the public is aware of our review
under the Order and the possible effects that this reviev may
have had, agencies should indicate in the preamble to the
regulatory action whether or not the regulatory action was
subject t¢ review under E.O0. 12866. On the other hand, there is
no reguirement that an agency document {in the preamble or in its
subnisgions to CIRA) compliance with each principle of regulation
set forth in the beginning of the Executive Order (Sec., 1(b)): we
do, howevey, expect agencies to adhere to these principles and $0o
respond to any gquestions that may be raised about how a
reculatory action is consistent with these provisions of the
Order.

The OIRAZ Administrator was given the auvthority to exempt any
category of agency regulations from centralized review {(Sec.
3(8){43). To¢ begin with, we have decided that the previcusly
granted exemptions should be kept in effect, except as the Order

E

7 see footnote 4.
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specifically includes them.! Several additional exemptions have
been added s 2 result of cur onqoing discusgionsg with agencies,
A list of current exemptions is set forth in Appendix €, We will
add to this list as experience warranis. e urge you to contact
the Administrator, or have your staff contact your OIRA desk
efficer, to discuss those categories you believe may be suitable
for exemption. ' .

7. Openness and Public Accountability.

To assure greater openness and acgountability in the
regulatory review prog¢ess, the Order sets forth certain
responsibilities for OIRA (Sec. 6(k}{4)}. Among other things,
OIRA is placing in its public reading room a list of all agency
regulatory actioens currently undergoing revievw. This list is
updated dally, and identifies each regulatory acticn by agency,
title, date received, and date review is completsd. \

The reading roonm also contains & list of all meetings and
telephone conversations with the public and Congress to discuss
the substance of draft regulations that OIRA is reviewing.
within CIRA, only the Administrator (or ap individual
specifically designated by the Administrator -- generally the
Deputy Adrinistrator} may receive such oral gommunications,

When these meetings are scheduled, we are asking those
outside the Executive branch to have communicated their concerns
and supporting facts te the issuing agency before the meeting
with OIRA. To assure that the matters discussed are known to the
agency, we are inviting policy~level eofficials from the issuing
agency to each such meeting.

In addition, written materials received from those outsids
the Executive branch will be logged in the reading room and
forwarded ¢ the issuing agency within 10 working days., It will
be up to each agency to put these in its rulemaking docket.

After the regulation is published, OIRA is making available
to the public the documents exchanged between OIRA and the .
jissuing agency. These materjals will alse be made public even if
the agency decides not to publish the regulatory sction in the
Federal Register. In addition, the Order directs that, after a

} section 3(d)(2) includes within the definition of
"regulation® or "rule" those pertaining to “procurement® and the
*import or export of non-defense articles and services." 7The
OIRA Administrator interprets the latter to include within the
scope of the Order the regulations of the Bureau of Export
Administration, and to exclude State Department regulations
invelving the Munitions List. ~
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ragulatory actieon has begen published in the Feds Reg; '
otherwise released, each agency is to make avazzable Lo tha
pubklic the text submltted for review, and the reguired
assesspents and analyses (Seg. 6(a}(3)(£)). In addition, after
the regulatory action has been published in the Federal Register
or otherwise issued to the public, each agency is to identify for
the publie, in a complete, clear, and simple manner, the
substantive changes that it made to the regulatory action betwaan
the time the draft was submitted to QIRA for review and the
action was gubseguently publicly announced, indicating those -
changes that were made at the suggestion or regommendation of
OIRA (Bec. 6{a)}{3)(E){ii) & {3ii}}. Should you have any
gquestions about these matters, please ¢all the Administrator or
one of your OIRA Desk Officers. :

. Tire Limits for OIRA Review.

The Order sets forth strict time limits for OIRA reviev of
regulatory actiens. For any notices of inguiry, advance notice
of proposed rulemaking, oy other preliminary regulatory action,
OIRA is t¢ conmplete review within 1€ working days (Sec.

{1 {2)(A1}. For all other regulatory actionsg, OIRA has 90
calendar days, uniess OIRA has previvusly reviewed it and there
has been no material change in the facts and circumstances upon
which the regulatory ag¢tion is based, in which case there is a
limivt of 45 days (Sec. 6{(b){2}(B)}. Because of these tight tinme
limits, we must work ¢losely together o ensure that reguests for
clarification or information are responded to promptly. .Upon
receipt of 2 regulatory action, we plan to take a gquick look andg
make certain that whateveyr analyses should be included are
included, and to get badck promptly to the agency to ask for
whatever is missing.

n scrme instances, a reason for QIRS yreview will be the
potential effect of a regulation on other agencies. In these
circumstances, OIRA will sttempt to provide the affected sgencies
with copies af the draft regulatory action as soon as possible.
If you are aware that another an agency has an interest in the
draft regulatory action, please let us know guickly.

We alsc want to stress the provision in the Order that calls
upon each agency, in emergency situations or when the agenty is
ohligsted by law to act more gquickly than normal review
proceduras allow, to notify OIRA as soon as possible and teo
schedule the rulemaking proceedings so as to permit sufficient
time for OIRA to conduct an adeguate review (Sec. 6{a)(3)(D)}.

9. Regulation Identifier Bumber ({RIN}.

We ask that each agency include a Regulation Identifier
¥umber in the heading of each regulatory action published in the
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Federal Register.® This will make it easier for the public and
agency officials to track the publication history of regulatory
actions throughout thelr life cycles and ¢o link documents in the

Federal Register with corresponding entries in the Unified Agenda
4(c)}.

w # W % ¥

We loek forward to working with you to implement this
Executive Order. If you have any guestions, please let us know.
ve will, of course, provide additienzl guldance as experience and
need dictate,.

S The Office of the Federal Register has issued guidance to
agencies on the placement of the RIN numbar in their docunments,
See Docunment Drafting Handbock, 1591 ed., p. 9.



APPENDIX A
AGENCIES EXEMPT FROM E.C. 12866

Advisory Council on Historic¢ Preservation
African Development Foundation
Alaska Natural Gas Transportation System,
Office of the Federal Inspector
Arerican Battle Monuments Commission
Arms Qontyrol angd Disarmament Agency
Board for International Breadecasting
Central Intelligence Agency
Comnission of Fine Arts
Committee for Purchase from the Blind
and Severely Handicapped
Export~Import Bank of the United States
Farm Credit System Assistance Board
Federal Financial Institutions Exsmination {ouncil
Federal Mediation and Congiliation Service
Harry 5. Truman Schelarship Foundation )
Institute of Museum Services
Inter~American Foundation
Internaticnal Development Corporation Agency
James Madison Memorial Fellowship Feundation
Merit Systems Protection Beaxd
Navajo Hopil Indian Relocation Commission
National Capitzl Planning Commission
Office of special Counsel
Overseas Private Investrent ¢orporation
Parnama Canal Commission
Pennsyivania Avenue Development Corporation
Peace Corps ’
Selective Service System
Tennessee Valley Authority
United States Metric Board
United States Information Agency

United States International Development Cooperation Agency

h
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AFPENDIX B
MEMBERS OF THE REGULATORY WORKING GROUP

Department of Agriculiure

Depsriment of Commerce

Department of Defense

Department of Educsation

Pepartnent of Ensrgy

Department of Health and Human Services
Department of Housing and uUrban Development
Department ©f the Interior

Department of Justice

Department of Lahor

Department of Transportation

Department of the Treasury

Department wf Veterans Affairs
Environmental Protection Agency

Small Business Administration

General Services Administration .
Egual Employment Opportunicy Cenxission
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APPEXRDIX C
REGULATORY ACTIONS EXEMPTED FROM CENTRALIZED REGULATORY REVIEW

DEPARTMERT CF AGRICULTURE

ang Ao wrvice--Special Nutritien progran
nctlaes that revise reimbursement rates and eligibility criteria”
for the School Lunch, Child Care Food, and other nutrition
programs. '

Food and Hutrition gervice~«Food Stamp program notices that
set eligibility criteris and deductien pelicies.

Auricultural Marketing Service--Regulations that establish
veluntary $ﬁaﬁd&?§$ for grading the guality of food.

Arnimpal sng Plant Health Inspection Service--Rules and
notices concerning guarantine actions and related measures to
prevent the spread of animal and plant pests and diseases.

Animal and Plant Healih Inspection Service-~~Rules affirming
actions taken on an emergency hasis if no adverse comments were
received.,

2.l : ication Administratien~~Rules concerning
standards and specxflcatlons for construction and materials.

DEPARTMENT OF COMMEIRCE

Natiomna)l Oeceanic and Atmospheric Administration--Certain
time~sensitive preseason and in seascon Fishery Management Plan
regulatory actions that set restrictions on fishing seasons,
catch size, and fishing gear.

DEPARTMENT OF EDUCATION

ain. i 1 Rules Based on Proposed Rules--Final
ragulat;ans &asad on proposed regulations that OMB previously
reviewed where: {1} OMB had not previcusly identified issues for
review in at final regulation stage; {2} Education received no
substantive public comment; and (3} the proposed regulation is
niot substantively revised in the final regulation.

1y - ' g--Final regulstions that
only 1naaxpmxate statutary 1anguaqe with no interpretation.

>

Not Final I Prioritieg-~Nptices of final
fundzng priaritie& for which OMB has previgusly reviewed the
proposed priority.




DEPARTMENT OF ENERGY
Pover Marketing Administraticns-~Regulations issued by

various power adninistrations relating to the sale of electrical
power that they produce or market.
DEPARTMENT OF HEALTH AND HUMAN SERVICES,

) cod and U inist ion=~-Agency notices of funds
avallability.

Feod_and Drug sdmingtyation-~Medical device
reclassificationg to less stringent categories.

Tood and Druas Adpinstration--0TC monographs, unless they may
be precedenti~setting or have large adverse impacts on Consumers.

Food and Drug Adminisgirstiop~~Final rules for which no

cornents were recgived and which do not differ fyrom the NRERM,

DEPARTMENT OF THE INTERIOR

Office of Surface Mininu--Actions to approve, or
conditionally approve, State regulatory mining acgtions or
amendments to sush actions.

Of - W) vining««Appreval of State mining
reclanatzon nz&ns or amendments.

Qffice of Surface Minins--Cooperative agreemaents between 05M
and Ztates.

United States Figh and Wildlife Service~~Certain parts of
the annual migratory bird hunting regulations.

DEPARTMENT OF TRANSPORTATION

211 0ffice of DOT--Amendments that postpone the compliance
dates of regulations alrea&y in effect.

Coast Qgﬁzg--aagatta regulations, safety zone ragulatlans,
and security zone regulations.

Cozst Guard--aAnchorage, drawbridge operations, and inland
waterways havigation regulations.

. Coast Guard-~Regulations specifying amount of separation
required bhetween cargoes containing incompatible chemicals.

Federal Aviation Administration--standard instrument

approach procedure regulations, en route altitude regulations,
routine air space actions, and airwerthiness directives.




F i Administration-~Federal
Motor Vehicle Safety Standard 169 table of tiré slzes.

DEPARTMENT OF THE TREASURY

Internal Revenus Service,

Firearms, and Customs Serv;ce--Revenua rullngs and yr&ca&ar&&,

Customs decisicns, legal determinations, and other similar ruling
documents. Major legislative regulations are covered fully. .

ENVIRONMENTAL PROTECTION AGENCY

Cffice of Pesticides and Toxic Substances~~Actions regarding
pesticide tgolerances, temporary talerances, tolerance exemnptions,
and food additives regulations, except those that nake an
existing telerance more stringent.

Offive of Pesticides and Toxic¢ Substances-~lUnconditional
approvals of TSCA section 5 test marketing exemptions, and of
experimental use permits under FITRA.

Cffice of Festicides and Toxic Supstances~-Decision
dosuments defining and establishing registraticn standards;
decisicn documents and termination decisions for the RPAK
process; ang data call-in reguests nmade under section 3(¢)(2)(B)

of FIFRA,

Cffice of Air, Noise, and Ragiaticn-~Rules that

uncengitionally approve revisions to State Implenmentation Plans.

Office of 2iy, Noise, and Radiation--Unconditional approvals
of sgquivalent methods for ambient air guality menitoring and of
HSPS, NESEAPS, angd PsD delegaticons to States; approvals of carhon
monoxide and nitrogen oxide waivers; area designations of air
guality planning purposes; and deletions from the NSPS source

categories list.

ffice ef Water--Unconditional approvals of State Water
Standards.

figE rer-~Unconditional approval of State underground
injection contral programs, delegations of NPDES authority to
States; deletions from the 307(a) list of toxic pollutants; and
suspension of Toxic Testing RequrementS under NFDES.

agpravals of State authorlzatlon under RCRA of State scliid vwaste
management plans and of hazardous waste delisting petitions under
RCRA.
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PENSION EBENEFIT GUARANTY CORPORATION

Interest Rates--Changes in interest rates cn later premium
payments and delinquent employer liability payments under
sections 6601 and 6621 of the Internal Revenue Code as amended by
the Tax Equity and Fiscal Responsibility Act of 1982.




