
./ 

Monday 
October 4, 1993 

Part VIII 

The President 

Executive Order 12866-Regulatory 
Planning and Review 



I 

J:' , ' ,',i' ,',:" ,) , .i' ". 	 '" 51735

! ~~~~~~~~~"~~~~~P~re~S=i~d=e~n~ti~a71~O=o~C=u=m~e~nt~S==~~~~~~ 

It.., Vol sa. No. 190 
~'., 
~ ~y_,_(k_t_o"""~_._,_19_9_'_.__~__~____ 

Title 3-	 Executive Order 12866 of September 30. 1993 

,. The President 	 Regulatory Planning and Review 
r.. 
~. 
tt-: 

j 
The American people deserve a regulatory system thaL works for tht'un. 

~, not against them: a'regulatory system that prptects and improves their health. 
safety, environment, and wall-being and improves the performance of the 
economy without imposing unacceptable or unreasonable costs on soclety; 

£. 	 regulatory policIes that recognize that the privat& sector and private markets 
I:· 	 are the best ensine for economic growth; regulatory approaches that respect
f, the role of State, local. and tribal governments: and regutaUons that are 

effective, conSistent. sensible, and understandable. We do not have such 

J; 
Z a regulatory system today. 
.~ With this Executive order. the Federal Government hegins a program to

" ~. 	 reform and make more effiCient the regulatory process. The objectives of 
:,: 	 this Executive order are to enhance plannIng and coordination with respect 

to both now and existing regulations: to reaffirm the primacy of Federal 
agencies in the regulatory decision-making process: to restore the integrity 
and legitimacy of regulatory review and overSight; and to make the process. 
more accessible and Olin to the public. In pursuing these objectives. the 
regulatory process sha 1 be conducted so .as to meet applicable statutory 
requIrements and with due regard to the discretion that has been entrusted 
to the Federal agencies. 

"Accordingly, by the authorHy vested in me as President by tho Constitution' 
and the laws: of the United States of America, it is hereby ordered as 
follows; 

Section 1. Statement of Regulatory Philosophy and Principles. {a) The Regu
lorolY Philosophy. Federal agencies should promulgate only such regulations 
as are required by law. are necessary to interpret the law. or am made 
necessary by compelling public need. such as material failures of private 
markets to protect or improve the health and safety of the public, tho 
environment. or the weH·being of the American people. In deciding whether 
and how to regulate, agencies should assess all costs and benefits of available 
regulatory alternatives. including the alternative of not rogulaHng. Costs 
and benefits shall be understood to include both quantifiable measures (to 
the fuHest extent that these can be usefully estimated) and qualltative meas~ 
urns of costs and oonefits that are difficult to quantify. but nevertheless 
essential to consider. Further, in chOOSing among alternative regulatory apw' 
preaches; agencies should select those approaches that maximize net benefits 
(inciud.lng potential 0OOnomic, environmontal. public health and safety. and 
other advantages; distributive impacts; and equity), unless a statute requires 
another regulatory approach. 

(b) The Principles of, Regulation. To ensure that ·the agencies' regulatory 
programs are consistent with the philosopby set forth above. agencies should 
adhere to the rollowing principles, 10 the extent permitted by law and 
wh.... applicable: 

{l) Each agency shell identify the problem that it intends to address' 
(including. where applicable. the failures of private markets or public instUu~ 
lions that warrant now agency action) liS well as assess the Significance 
of that problem. 

i2) Each agency shaU examine whether existing regulations {or other 
law) have created, or conlributed 10, the prOblem that a new regulation 

" 
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, is:' hltended to correct and 'whether th'ose reguiations (or other law) should 
be !llodified to achieve the intended goal of regulation more affecttvely . 
. ~ , . .. 

(3) Each agency shall identify and assess available alternatives to direct 

regulation, including providing ~onomic incentives to encourage the desired 

behavior. such as user fees or marketable permits, or provldlng information 

upon which choices can be made by the public. . '. 


(4) In saWns regulatory priorities, each agency shalt consider, to the 

extent "reasonable: the degree and natum of ~he risks posed by various 

substances or activHies within its jurisdiction. . 


(sl'When an agency determines that a regulation is the best available 

method _of achieving the regulatory objective. it shall design its regulations: 

in the most cost·effective manner to achieve the regulatory objective, In 

doing so, each agency shaH consider incentives for innovation. consistency, 

predictability. the,costs of enforcement and compliance (to the government, 

regulated entities. end the publlc), flexibility. distributive impacts. end eq
uity. ' 


(6) Each agency shall essess both the costs and the benents of the 

intended regulation ':Ind. recognizing that some costs and benefits are difficult 

to quantify. propose or edopt a regulation only upon a reasoned determination· 

that the benefits of the intended regulation justify its costs. 


(7) Each egency shall base Us decisions on tha best reasonably obtainable' 

scientific. techn~cal. economic, and other information concerning the nead 

for, and consequences of. the intended regulation. 


(8) Each agency shall identify and assess alternative forms of regulation 

and shall, to tho axtant .feasible. specify parformance objectives, rather ,than 

specifying the behavior. or manner. of compliance that regulated entities 

must adopt. 


{9} Wherever feasible. agencies shaH seek views of appropriate State. 

local. and tribal officials before imposing regulatory requirements that might 

SIgnificantly (It uniquely affect those governmental entities. Each agency 

shall assess the effects of Federal regulations on Stato. local. end tribal 

governments. lncludlng specifically the availability of resources to carry 

out those mandates, and seek to minimize those burdens that uniquely 

or Significantly affect such governmental entHies, consistent witb achieving 

regulatory objectives. In addition. as appropriato, agencies shall seek to 

hannonize Federal regulatory actions with related State. local. and tribal 

regulatory and other governmental functions. 


(10) Each agency shall avoid regulations that are inconsistent. incompat

ible. or duplicative with its othot regulations or those of other Federal 

agencies. 


(11) Each agency sball taHor its regulations to impose the least burden 

on society. including individuals. businesses of differing sizes, and other 

entities (including small communities and governmental entities}, COrisistent 

with obtaining the regulatory· objectives. taking into Ilccount. among oiher 

things. and to the extent practicable. the costs of cumulaHv~ regulations. 


(12) Each agency shall draft its regulations to be simple and easy to 

understand. with the goal of minimizing the potential for uncertainty and 

litigation ariSing from such uncertainty. 

Sec. 2. Organization, An efficient regulatory planning and revjew process 

is vital to ensure that the Federal Government's regulatory system best 

serves the Ameri<;an people. . 


{I,'} The Agencies, Because Federal agencies are the repositories of signifi. 
cant substantive expertise and experience, they are responsible for developing 
regulations and assuring that the regulations are consistent with npplicable 
law. 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 regulations are consistent with appHca~ 
ble law, the President's priorities, nnd the principles set forth In this Execu~ 
live order. and that decisions made by one agency do not conflict with 
the policies or actions taken or_planned by another agency. The Office 
of Management and Budget (OMB) shall carry out that review function: 
Within OMS .. the Office of Information and Regulatory Malrs (OIRA) is .. ' . the repository of expertit~(J concerning regulatory issues, including methQdolo
gies and procedures that affect more than one agency, this Executive order, 
and the President's regulatory policles. To the extent permitted by law, 
OMB shaH provide guidance to agencies and assist the President. the Vice 
President. and other regulatory policy advisors to the President in regulatory 
planning and shall 00 the entity that reviews individual regulations, as 
provided by this Executive order. 

, (c) The Vice President. The Vice President is the principal advisor to 
the President on. and shall coordinate the development and presentation 
of recommendations concerning, regulatory policy. planning. and review. 
as set forth in this Executive order. In fulfilHng their responsibUities under 
this ExecuUve order, the President and the Vice President shall be assisted 
by the regulatory policy edvisors within the Executive Office of the President 
and by such agency officials and personnel as tha Ptestdent and the Vice 
President may, from time to time, consult. 
Sec. 3. Definitions. Fot purposes of this Executive order: (a) "Advisors" 
refers to such regulatory policy advisors to the President as the President 
and Vice President may from timo to time consult. inCluding, 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: 
(41 tho Assistant to Ihe President for Domestic Policy; (5) the Assistant 
to the President fat National Security Affairs; (5) the Assistant to the President 
for Science and Technology; t'7) the Assistant to the Prasident for Intergovern~ 
mental Affairs: tal the Assistan~ to tha President end Staff Secretary: (9) 
the Assistant to the Prosident and Chief of Staff to the Vice President; 
(10) the Assist'ant to the President and Counsel to the President; (11) the 
Deputy Assistant to the President and Dtrector of the White Houso Office 
on Environmental PoliCy: and (12) the Administrator of OIRA, who also 
shall coordinate communications relating to this Executive order among 
the agencies. OMB. the other Advisors, and the Office of the Vice President. 

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

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

(d) "Regulation" or "rule" moans an agency statem~nl ofgeneral app1ieabil~ 
ify end futuro effect. which tha agency intends to have the force and effect 
of law. that is designed to implement, interpret, or proscribe law or policy 
or to describe the procedure or practice rC<J.uirements of an agency, It does 
not. however. include: . " 

(1) Regulations or rules issued in accordance with the format rulemaking 
provisions of 5 U.S.C. 556,557; 

(2) Regulations or rules that pertain to 8 military or foreign affairs 
. function of the United States. other thanfrocurement regulations and mguJa': 
lions involVing the: import or export 0 non-defense articles and services; 

(3) Ragulations or rules that are limited to agency organization. manage
ment. Ot personnel matters; or 

(4) Any other category of regulations exempted by the Administrator 
of DIM. 

(e) "Regulatory acHon" means any substantive action by an agency (n()r~ 
mally published in the Federal Rtlgister) tha:t promulgates or is expected. ! 


! 
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~ to lead to the promulgation of a final rule or regulation. including notices 
of inquiry. adv,ance notices of proposed rulemaking. and notices of proposed 
rulemaking. ' 

(0 "Significant regulatory \ action" means any regulatory a'ction 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.19cal. 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 novel legal or policy issues arising out of legal maI'l:dates, 
the President's priorities, or the pri~ciples 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 potential conflicts at an early stage, to involve the public 
and its State. local. and tribal officials in regulatory planning, and to ensure 
that new or revised regulations' promote the President's priorities and the 
principles set forth in this Executive order, these procedures shall be fol
lowed. to the extent pennitted by law: (a) Agencies' Policy Meeting. Early 
in each year's' planning cycle, the Vice President shall convene a meeting 
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) Unified Regulatory Agenda, For purposes of this subsection, the term 
"agency" or ,"agencies" sh~11 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 infonnation , . required under 5 U.S.C. 602 and 41 U.S.C. 402 into these agendas . 

(c) The Regulatory Plan. For purposes of this subsection. the term "agency" 
or "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 and preliminary estimates 
of the anticipated costs and benefits; 

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

i 
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, (El The agency's schedule for action. including a statem~nt of any appli~ 
cable statutory or judicial deadlines: and _ ' 

, ," 
(F] The name, address, and telephone number of 8 person the public 

may contact for additional infonnation about the planned regulatory action. 

(2) Each agency shall fonvaM its Plan to DIRA by June 1st of each 
year, ' 

(3) Within 10 calendar day~ after qlRA has received an agency's Plan. 
OIRA shall circulate it to other affected agencies. the Advisors. and the 
Vice President. 

" 	 (4) An agency head who believes that a planned regulatory action of 
another agency may conflict with its own policy or action taken or planned 
shan promptly notify. in writing, the Administrator of OlRA. who shall 
forward that communication to the issuing agency, the Advisors, and the 
Vice President. 

(5) If the Administrator of OIRA believes that a planned regulatory 
action of an agency may be inconsistent with the President's priorities 
or the principles set forth in this Executive order or may be in conflict 
with any policy or action teken or planned by another agency. tho Adminls~ 
trator of OIRA shall promptly noWY. in writing, the affected agencies. the 
Advisors, and tha Vice President. 

(5) The Vice President. with the Advisors' assistance, may consult with 
tho heads of agencies with respect to their Plans and, in appropriate instances, 
request further consiclemtipn or inter~ag(lncy coordination . 

. {7) The Plans developed by the issuing agency shall be published annu* 
ally in tho October publication of tho Unified Regulatory Agenda, This 
publication shall be made available to tho. Congress; State, local. and tribal 
governments: and the public. Any views on any aspect of any agency Plan. 
including whether any planned regulatory action might conflict with any 
other planned or existing regulation. Impose any unintended consequences 
on the public. or confer eny unclaimed benefits on the public; should 
be directed to the issuing agency. with 8 copy to OIRA. 

(d) Regulatory Working Group, Within 30 days of the date of this Executive 
- order, the Administrator of OIRA shaH conven-e a Regulatory Working Group 

{"Working Group"), which sliaH consist of representatives of the heads of 
each og<mcy that the Administrator determines to have significant domestic 
regulatory responsibility, 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 tha Working Group. The Working 
Group shall serve as a forum to assist agencies in identifying and nnalyzlng 
important regulatory issues (lncludins. among others (1) the dewtlopment 
of innovative regulatory techniques, [2) the methods, efficacy. and utiUty 
of comparative risk assessment 1n regulatory decision-making, and (3) the 
development of short forms and other streamlined regulatory approaches 
for smaU businesses and otb&r entities). The Working Group shall moot 
at least quarterly end may meet as a whole or in subgroups of ag&ncies 
with an interest in particular issues or subject areas. To inform Its discussions. 
the Worldng Group' may commission analytical studies and reports by OIRA. 
the Aclministrative Conference of the United States, or any other agcncy. 

(e) Conferences. The Administrator or OIRA shall meet quarterly with 
representatives of State, local. and tribal governments to identify both existing 
and proposed regulations that may uniquely or significantly affect those 
governmental entities. The Administrator of DIM shall also convene. from 
time to time, conferences with representatives of businesses. nongovern
mental organizations, and the public to discuss regulatory issues or common 
concern, 
Sec. 5. Existing Regulations. In order to reduce the regulatory burden on 
the American people. their famiHes. their communities, their State. local, 

"" and tribal governments. and their industries; to determine whethttr regula
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mn;ome un ust lru. or unnecessary 8.$ a resu toe ange cu,-,umstances; 
f!i' 
i ~fI. 

to confirm_ th'at regulations are' both compatible: with each other and not 'J! 
duplicaih/Q or inappropriately burdensome in the ,aggregate; to ensure that " all regulations are consistent with the President's prioritios and the principles 
set forth in this Exocutiva order, within applicable law; and to otherwise 
improve tho affectiveness of existing regulations: (a) Within 90 days of 
the date of this Executive order, each agency shaH submit to OIRA a program. 
cOnsistent with its resources and regulatory priorities. under which the 
agency will periodically review its: existing significant regulations to doter~ 
mine whether any such regulations should be modified or eliminated so 
as to make the agency's 'regulatory program more effective in achieving 
the regulatory objectives. less burdensome. or in greater alignment with 
th~ President's priorities and the principles sat forth in this Executive order . 

. Any significant regulations. selected for review shaH be included in the 
agency's annual Plan. The agency shall also identify any legislative mandatas 
that require the agency to promulgate or continue to impose regulations 
that the agency believes are unnecessary or outdated by reason of changed 
circumstances. 

{b) The Administrator of aIM shall work with the Regulatory Working 
Group and other interested entities: to pursue the objectives of this section. 
State, local. and tribal governments are specifically encouraged to assist 
In the identification of regulations that trnp<lS8 slgn!f1cant or unique burdens 
on those governmental entities and that appear to have outlived their justifica
tion or be otherwise Inconsistent with the public interest. 

{c) The Vice· Pr'tlsident. In consultation with tne Advisors, may identify , 
for review by tho appropriate agency or agencies other existing regulations 
of an agency or groups of regulations of more than ono agoncy that affect 
a particular group, industry. or soctor of the economy. or may identify 
legislative mandates that may be appropriate for rooonsideration by tne 
Congress, 
Sec. 6. Centralized Review of Regulations. The guidelines set forth below 
shall apply to all regulatory actions. for both new and existing regulations, 
by agencies other than those agencies specifically exempted by the Adminis· 
trator of OlRA: 

{a] Agency Responsibillties, (1) Each agency shall (consistent with its 
own rules. ,regulations, or procedures) provide the public with meaningful 
participation in the regulatory process. In particular, before issuing a notice 
of proposed rulemaking, each agency should, where appropriate, seek the 
involvement of those who are intended to benefit from and those expected 
to be burdened by any regulation (including, specifically, State. tecal. and 
tribal officials). In addition, each agency should afford the public a meaning~ 
ful opportunity to comment on any proposed regulation. which in most 
cases should include a comment period of not less than 60 days. Eech 
agency also is directed to explore and. where appropriate. use conseIl$ual 
mechanisms for ~eve!oplng regulations. including negotiated rutemaking, 

(a} Within 60 days of the date of this Executive order. each agency 
head shall designate a Regulatory Policy Officer who shal! report to the 
egency head. The Regulatory Policy Officer shaH be involved at each stage 
of the regulatory process to foster the development of affective. innovative. 
and least burdensome regulations and to further tha principles set forth 
in this Executive order. ' 

(3) In addition to adhering to its own rules and procedures and to 
-tho reqUirements of the Administrative Procedure Act. the Regulatory Flexi
bUHy Act, the Paperwork Reduction Act, and other applicable 18",(. oach 
agency shall dtwelop Its regulatory actions in a timely fashion and adhere 
to the following procedures with respect to a regulatory action: ' 

{A) Each agency shaU provide OlRA. at such times and in the manner 
specified by the AdmInistrator of OIM, with a list of its planned regulatory 
actions. indicatlng those which the agency. beHoves are significant regulatory . 
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actions within the meaning of this Executive order. Absent a material change 
'in the development 01 the planned regulatory action. thOS!) not designated 
as si8nificant will not be subject to review under this section uriless. within 
10 working days of receipt of the list. the Administrator of OlRA notifies 
the agency that OlRA has determined that a planned regulation is a significant 
regu1atory action 'withIn. the meaning of this Executive order, Tho Adrninis
tra;tor of OIRA may waive review of any planned regulatory action designated 
by the agency as sIgnificant, in which case the agency need not further 
comply with subsection (a)(3)(Bl or subsection (a)(3J{C) of this section. 

{D) For each matter identified as, or determined by the Administrator 
of OIM to be. a sisnificant regulatory action. the issuing agency shall 
provide to OIRA: 

(1) The text of tho draft regulatory action, togethar with a rOllsonably 
detailed deSCription of the need for, the regulatory action and an explanation 
of how the regulatory action will moot that nee~; and 

(ji) An assessment of the potential costs and benefits of the regulatory 
action. Including an explanation of the manner in which the regulatory 
action 1s consistent with a -statutory mandate and. to the extent permitted 
by law. promotes the Presidenl*s priorities and avoids undue lntarference 
witb Slate,local, and tribal governments in the exercise of their governmental 
functions, 

(e) i"or those maHars identified as, or dotermined by the Administrator 
of OIRA to be. a significant regulatory action withIn tne scope of section 
3{O{1). the agency shall also provide to OIRA the following additional infor· 
mation developed as part of the agency's decision-making process funless 
prohibited by law): 

(i) An assessment. including tbe underlying analysis. of benefits antici~ 
pated from the regulatory action (such as, but not limited to, the promotion 
of the efficient fundioning of the economy and private markets, the enbance~
menl of health and safety. tbe- protoclion of tho netural environment. and 
the- elimination or reduction of discrimination or bias) togetber with. to, 
the extent feasible. a quantification of those benefits: 

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

(Hi) An (isses$mf)nt. including the underlying analysis, of costs and 
benefits of potentially effective and reasonably feasible alternatives to the 
planned regulation, identified by the agencies or the public (including im~ 
proving the current regulation and reasonably viable nonregulatory actions), 
and an explanation why the planned regulatory action is preferable to the 
identified potentialalternaHves. ' 

(D) In emergency situations or when an agency is obligated by law 
to act mora qUickly than normal review procedures aHow. the agency shaH 
notify OIM es soon as possible and. to the extent practicable. comply 
with subsections (aJ(3)(Bl and {C) of this section. For those regulatory actions 
that are governed by a statutory or court-imposed deadline. the agency 
shaH, to the extent practicable, schedule rulernaking proceedings so as to 
pennit sufficient time for aiRA to conduct its review, as set forth below 
in subsection (b}{2) through (4) of this section. 

(El After tho regulatory acUon has oo&n published in the Federal Register 
or otherwise issued to the pobHc. the egency shall: 

(i) Make avaHab"'e to the pubHc the information set forth in subsections 
(a){3l(Bl and (el: . , 
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.(ii) Identify for the public. in a complete. clear. and simple manner, 
the substantive changes between .tho draft submitted to OIU for review 
and the action subsequently announced; and 

, ,: 
(iii) Identify for the pubHc those changes in the regulatory action that 

were made at the suggestion or,recommendation of OIRA. . 

(F) AU Information provided to the public by the agency shall be in 
plain, understsndable language. . 

(bl OIRA Responsibilities, The Administrator of 01RA shall provide mean
Ingful guidance and oversight -so tbat each agency's regulatory actions are 
consistent with applicable law. the President's priorities, and the principles 
set forth in this Executive oroer and do not conflict with the policies 
or actions of another agency. OIRA shaU, to the extent permitted by law, 
adhere. to the following gUidelines: 

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

(2) OIRA shall waive review or notify tho agency in writing of the 
results of its revi<rw within the foUowing time periods: . 

(A) For IU1"Y notices (If inquiry. advance notices of proposed rulemaking. 
or olhor preliminary regulatory acHons prior to a Notice of Proposed Rule
making, within 10 working days after the date of submission of the draft 
action to OIRA; . 

(Bl For aU other regulatory action.s, within 90 calendar days after the 
date of submission of the information set forth In subsections (a)(3)(B) and 
(e) of this section, unless OIRA has previously reviewed this information 
and, since that review, there has been no material change in the facts 
and circumstances upon which the regulatozy action is based. in which 
,case, OIRA shall complete its review within 45 days; and ' ' 

(el The review process may be extended (1 i once by no more than : 
30 calendar .days upon the written approval of tile Director. and (2) at 
the request of the agency head. 

(3) For each regulatory action that tho Administrator of OIRA returns 
to an' agency for further consideration of some or aU of Its provisions, 

. the Administrator of OIRA shaH proVide the issuing agency a written expla
MUon for such return, setting forth the pertinent provision of lhis Executive 
order on which OlRA is relying. If the agency head disagrees with some 
or aU of the bases for the return. (he agency head shall so inform tho 
Administrator nf OIRA in writing. 

(4) Except as otherwise proVided by law or required by a Court, in 
order to ensure greater openness, accessibility, and accountability in tbe 
regulatory review process. OIRA shall be governed by the follOWing disclosure 
requirements: . 

(A) Only the Administrator of OIRA (or a particular design.e) ,hell 
receive oral communications initiated by persons not em.ployed by the execu~ 
live branch of the Federal Government regarding the substance of a regulatory 
action under OIRA review; 

(B) All, substantive communications between OIRA personnel and per
sons not employed by the executive branch of the Federal Government 
ragarding a :regulatory action under review shall be governed by the following 
guidelines: (t) A representative from the issuing agency shaH be inviteJd 
to any meeting between OIRA pel'$Onnel and such person!s); 

(Hl OIRA shall forward to the issuing agency. withtn 10 working days 
of receipt of the communlcat!on(s). aU written communir.atlons. rogardJess 
of format. between OIRA personnel and any person who is not employed 
by the executive branch of the Federal Government, and the dates and 
names of individuals involved in all substantive oral communications (in

.. 
cluding meetings to which an agency representative was invited, but did 
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;; "', 	 not attend. and telephone conversations between DIRA pmonnel and any . I 
su~h pmon~); and. . . 

., . (iii) OIRA shall publicly disclose relevant Information about such 
communication(s), as set forth below in subsection (b}(4){C) of tbis section . .- . , 	 . 

'-.. (e) DIM ,hall maintain a publicly avaUabla log that shall contain. 

st a minimum. the following informaUon pertinent to regulatory actions . 

under review: 


, (1) The status of "all regulatory actions. includIng if (end if so,' when 
arid by whom) Vice Presidential a.nd Presidential consideration was re.
quested; 

, (ii) A notation of all written communications forwarded to an issuIng
", agency under subsection (b)(4)1B)(ii) of this section; end 

(Iii) The dates and names of individuals involved in aU substantive: 
.ornl communications, including meetings and telephone conversations, be
tween OlRA personnel and any person no~ employed by the executive branch 
of the Federal Government. and the subject mattor discussed during such 
communications, 

(O) After the regulatory action has been published in the Federal Register 
or otherwise issued to the public. or after tha agency has 8n~ounced its 
decision not to publish or issue the regulatory action. QlRA shall make 
available to the public aU documents exchanged between aIM and the 
agency during the review by OIRA under this section. 

(5) AU information provided to the public by OlRA shaH be in platn. 
understandable language, 
Sec. 1. Resolution ofConflicts. To the extent permitted by Jaw. dis·agreern!'Jnts 
or confllcts between or' among agency heads or between OMB and, any 
agency that cannot be resolved by the AdministrAtor of plRA shall be 
resolved by th.e President. or by tno Vice President acting at the request 
of the President, with the relevant agency head (and, as appropriate. other 
interested government officials); Vice Presidential and Presidential consider
ation of such disagreemf;)nts may be initiated only by the Director, by the 
head of fha issuing agency. or by the head of an agency that has a Significant 
interest in the regulatory action .at issue. Such review will ~ot be undertaken 
at the request or other persons,. entities, or their agents. . " 

Rasolution of such conflicts ·shaU be informed by recommendations devel~ 
oped by the Vice President. after consultation with the Advisors (and other 
exocutive branch officials or pet$onnel whose responsibilities to the President 
include the subject matter at issue). The development of lhese recommenda~ 
tions shall be concluded within 60 days after review has been requested. 

During'the Vice Pr~sidential and Preside~tlal r"evlew period, communicatio~s 
with any person not employed by the Federal Government relating to the 
substance of the regulatory action under review and directed to the AdVisors 
or their staffs Of to tho staff' of the Vice President shall be in writing 
and shall be forwarded by the recipient to the affected agency(les) for inclu
sion in the public dockeds}. When the communication is not in writing. 
such Advisors or staff members shaU ,inform the outside: party that the, 
Inatter is under review and that any comments should be submitted in 
writing. 

At the end of this review process. the President, or the Vice President 
acting at the request of the President. shall notify the affected agency and 
the Admlnistrator of OIRA of the President's decision with respect to tne 
matter. 

Sec, 8. Publication. Except to the extent required by law. an agency shall 
not publish in the Federal Register or otherwise issue to the publtc any 
regulatory action that is subject to raview under section 6 of this Executive 

.ordar until (t) the Administrator of OIRA notifies the agency that OIRA 
hes waived its review of the action or has completed its review without 
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'any requests for further consideration,. or (2} the applicable time- period 
in section 6(b}{2) expires without OIRA having notified the agency that 
it is returning the regulatory action for further consideration under section 
6(b)(3)/whicheller occurs first If the terms of the preceding sentence have 
not been satisfied and an agency wants to pub~ish or otherwise issue a 
reguiatory action. the head of that agency may request Presidential consider~ 
ation through the Vice President, as provided under section 7 of this order, 

.,Upon receipt of this request. the Vice President .shall' notify OlRA and • 
the Advisors. The guide-lines and time period, set forth in secUon 7 shall 

apply to the publication of regulatory actions for which Presidential conSider

ation has been sought. 


Sec. 9. Agency AuthOrity. Nothing in this order sliall be construed as displac

ing the agencies' authority or responsibUilies. as authorized by law. 


Sec. 10. Judicial Review. Nothing In this Executive orner shall af~ect any 

otherwise available judicial, review of agency action. This Executive order 

is intended only to improve the internal managemant of the Federal Govern

ment and does not create any right or benefit. substantive or procedural. 

enforceable at law or equity by a party against the United States. its agencies 

or instrumentalities, its off1<::ers or employees, or any other person. 


Sec. 11. Revocations. Executi....e Orders Nos. 12291 and 1249B; all amend

ments to those Executive orders: aU guidelines issued undel' those orders; 

and any exemptions from those orders h&rotofore granted for any category 

of rule are revoked. 


THE WHITE HOUSE, 
September 30. 1993. 

EdItorial note: For 1M ~&ident'$ remarks on signing this Executi\o't} order. SOD Issue 39 
of the Week1yCt:mtpi1otion ofPNfsidMtft11 Documents. 
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THE FIRST YEAR OF EXECllTlVE ORDER NO. l2861; 

I. IijTRQPUC1ION ANP SUMMARy 

Just over one year 490, on September 30, 1993, President 
Clinton issued Executive: Order No.:12866, "Regulatory Planning 
and Review." The Order was designed to restore integrity and 
accountability to centralized regulatory review, qualities 
notably absent during the'previous administration. The Order 
also articulated this Administration's philosophy and pr.inciples 
regarding requlation~ These are best summarized in the Or~er's 
opening lines: . 

The American people deserve a regulatory system that works 
for them, not against them: a regulatory system that 
protects and improves their health, safety, environment! and 
well·being and improves the performance of the economy 
without imposing unaoceptable or unreasonable costs on 
society; regulatory policies that recognize that the private 
sector and private ~arkets are the best engine for economic 
growth; regulatory approaches that respect the role of 
State, local, and tribal governments; and regulations that 
are effective, consistent, sensible, and understandable. 

'!'he President directed the OIM Administrator to report on 
the implementation of the Executive Order after its first six 
months. A written report covering the period October 1, 1993, 
throuqh March 31, 1994, was delivered to the President and Vice 
President on May 1, 1994, as requested, and"was published in the 
ftggral Reqister'on Kay 10, 1994. 

In the Report, we described in Gome detail the progress we 

have made, including improved coordination both between OMB and 
the agencies and among aqencies themselves; more timely' OMS 
review of siqniticant rules; more openness and early 



participation by the pub~ic in rulemakinq; and extensive outreach 
to State, local" and tribal governments and to slIlall busines,ses. 
We also noted that the startup time had been longer than we had 
anticipated, and tha~ 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 compliance with the Order. 

We now have data on the period April 1 through September 3D, 
1994, qIvinq 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 objectives of the 
Executive order, but at the same time we are acutely conscious 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 prooesses established by the 
Order are now for the most part in place, and in qeneral they are 
operating well. We also have more experience with, and a better 
feel for, the implementation of the philosophy and prinCiples set 
out in the Order, particularly as they are reflected in the rules 
that OIRA reviews. While insufficient time and/or data have 
resulted in some regulations that may not be the most cost
effeotive means of achieving their objectives, there are many 
examples where aqencies, by adhering to the philosophy and 
principles of the Order, have in tact produced "smarter" 
regulations. In these cases -~ whether through increased 
outreach to the public, qreater inter-aqenoy cooperation. 
improved analysis, or all of the above -- agencies have been 
better able to balance the complex variety of factors that make 
up regulatory benefits and costs. 

It is important to keep 1n mind the constraints under whioh 
the agencies are operatinq. The regulatory pipeline is a long 
one, and it is not uncommon for rules to be issued years after 
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the authorizing statute or the requlatory initiative first began; 
indeed, ~nny of' the rules promulqated by the aqeneief!' this past. 
year were conceived and to a larqe extent developed before this 
Administration took office, and thUg before the Executive order 
was signed. More importantly, some of the rules that have been 
issued were required by' statutes that contain highly prescriptive 
r~qulatory requirements, complete with time lines that drive much 
of the rulemaking process I particularly in the areas of health, 
safety, and the environment~ In addition, rulemakinq is often 
driven by other factors beyond the direct control of the 
Executive Branch, such as court deeisions and dramatic public 
events that require immediate action. 

. 
Moreover, agencies today face unusual pressures to requlate~ 

With budgetary constraints so tight, and with the difficulty of 
enacting new legislation in the highly partisan atmosphere that 
characterized the last Congress, 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 Buccess of the Order is cOMplicated by other 
factors as well. While some of its processes can be measured 
with prec:ision (for example, the number of rules reviewed by 
OIRA), it is not so easy to juage the success of the philosophy 
and principles of the order in producing "smarter" regulations. 
It is tempting to arque that if all the affected stakeholders are 
equally irritated, then the correct balance has been struck. 
Whatever the truth in this, it is a uniquely gloomy definition of 
success to which we do not subscribe. We believe it is possible 
for parties to be satisfied, if not jubilant, with the outcome of. . 
a rulemakin9' recognizing it for what it is, Dr should be -- a· 
good faith effort in an imperfect vorla to further the public 
goo"d; 
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One of the reasons it is difficult to easily measure the 

success of the Order is that neither the philosophy nor any ~f 


the basic principles -- development of alternatives, setting 
regulatory priorities, obtaining the best reasonably available 
information, assessin9 benefits and costs, considerinq Federal, 
State, local, and tribal needs, coordinating with other aqencies 
-- lends itself to facile, mechanical application. stated 
another way, the principles of the Order are not a simple check 
list of t:asks. Instead, they are. a complex and interactive body 
of standards that require reasoned judgment, difficult decisions, 
and balances of competing priorities. 

Moreover, though the principles appear simple and 
straightforward, they are not always easy to apply in particular 
situations, and the Agencies are often faced with imperfect 
information and limited personnel and financial resources to 

,devote to analysis. And they ultimately tace what must be 
acknowledged as a .dauntinq task: In a society composed of 
complex and changing webs of institutional and individual 
behavior, they must predict the future, attempting to control 
behavior harmful to the common good, without impeding or 
unwittinl41y restraining acceptable and beneficial activities .. 

Finally, under the Executive Order, OIRA reviews only 
'''signifieant" rules, less than half the rules formerly reviewed 
by OIRA and an even smaller percentage of the rulemaking 
documents that are published in the Federal Register. 
Accordingly, 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 ,ot these reasons, we cannot assert that the 
philosophy and principles espoused 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 "qenc1es are applyinq the principles in many and 
diverse lulemakinqs. We urqe those who wish to rush to jullgement 
to ruem.ber thAt even modest changes take enormous ettort 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 changes, and that wa are 
moving in the right direction. 

The May 1st Report on Executive orller No. 12866 contained 
both a short history of regulatory programs of the U.S. 
Government anll a detailed description'of the Order an/l its 
objectives.. These will not be repeated here. Instead, ve update,
the data about the various processes established 1n the Order, 
followed by descriptions of some of the ,substantive changes we 
are seeing,. 
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XX. IlIPLEKEllTATION OF THE PROCESSES SET F()l!TH IN THE OBl1EB 

Eegulatory Planning 

In the lIay 1st Report, we noted that the requlatory planning 
process Bet forth in Section 4 of the Executive order had just 
bequn. on April 5, 1994, the Vice P.resident convened the 
Agencies" Policy lIestin;!. Guidance to the agencies was issued by 
the OlRA Administrator at this meeting, with additional quidance 
provided on lIay 12, 1994. 

Draft Requlatory Plans were due to OlRA on June 1st. We 

asked for Requlatory Plan submissions from over 30 ,,;!eneies - 

all Cabinet agencies except the Department of State: major non
cabinet ~gencies, including the Environmental Protection Agency 
(EPA); and several independent aqencies~ Some of the agencies, 
including the Departments of Defense (000) and Housing and Urban 
Development (HOD), as well as the Consumer Product Safety 
Commission (CPSC), EqUal Employment opportunity commission 
(EEOC), the National Archives and Records Administration (NAHA), 
and the Nuclear Requlatory commission (NRC), submitted Plans on 
June 1st. Most of the Plans 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 was not 
submitted until late July. 

As required by the Order (Section 4(c)(3), the draft 
Regulatory Plans were circulated.by OIRA to other affected 
aqencies, tne regulatory Advisors, and the Vice President within 
10 days of receipt. Agencies were reminded t.o comment to the 
OlRA Administrator on any planned regulatory action of another 
aqency that miqht conflict with its own policies (Section 
4(c)(5»). Very few substantive comments were received by OIRA. 
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OIRA and OVP staff reviewed the Plans for conformance to 
Section 4. In general, the draft Pl~ns, though a 900d start, 
were uneven. Several'were seriouB, thouqhtful efforts; several 
others were perfunctory. .The better efforts were those of the 
Departments of Commerce (DOC), Labor (DOL), and Transportation 
(DOT), and EPA~ In several of these cases, agency overviews were 
well-written descriptions of departmental objectives and their 
relationnhip to Presidential priorities. 

After conSUltations with the Vice President's Office 
(Section 4(c)(6», many aqencies reviewed their draft Plans and 
improved them. These were submitted to OIRA durinq late Auqust 
and september. At present the task of preparinq the Requlatory 
Plans for publication in the [e~e[Al Register with the Unified 
Requlotory Aqenda (as required by section (4)(0)(7» is 
proceeding on schedule. The Plans and Agenda are to be published 
on or about October. 31, 1994. 

The draft Requlatory Plans alerted us to areas where more 
than one agenoy W4S enqaqed'in regulation, and they belped raise 
these issues to agencies' upper level managers. However, the 
Plans did not provi4e very many common themes, and, taken as a 
whole, they did not produce a consistent or coherent state~ent of 
the requlatory priorities of this Administration. While this is 
disappol.ntinq, it is not surpriainq given the different statutory 
mandates and missions of the agencies. 

Cooperation and Coordination 
QlRA And the Agencies: The improved relationships between 

OIRA an~ amonq the aqencies that were noted in the Kay 1st Report 
have continued, grown, and generally become the norm. There 
remain differences of view, which can be quite sharp. But for 
the most part, the differences are healthy, leadinq to better 
rules, rather than sources of friction that are unproductive and 
detract from joint efforts. 
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staffs of both OIRA and the regulatory aqencies are now 
quite familiar with what at the turn of the year was a new and 
untried review p.rocGas.. The procedures by which agencies And 
OIRA select rulemakinqs as "siqnificant,· and thus subject to ONE 
review, has matured -- conforming to the requirements ~t Seotion 
61a) (3)(4) of the Order, yet retaining .. necessary nadbllity. 
While a l1Ionthly or bi-monthly list remains a common norm, many 
variations have developed. Moreover, agencies and OIRA ataff 
have worked out an arrangement to desiqnate informally, often 
ovar the phone, non-significant rules that must be published 
quickly. EVen the most orderly regulatory planninq and tracking 
systems must be able to acc.ommodate unexpected events ~ 

Some of the aqencies have developed the practice of 
consulting OIRA staff 'on whether particular rules are significant 
even before putting them on A monthly list. Some Agencies 
voluntarily submit advanced drafts so that OIRA staff can make a 
more informed judgement regarding siqnificance. Also, in Bome 
cases¥ agencies exempted trom the centralized review requirements 
of the Order have voluntarily SUbmitted rules for review. For 
example, the Advisory Council on'Historic Preservation (ACHP), 
which is formally exempted from the Order, submitted a draft 
proposal for review, 'knowinq that it needed further interagency 
coordination. Thus, thouqh the Order formally requires aqencies 
to provide OIRA with a list "indicating those [rules) which the 
agency believes are siqnificant requlatory actions' (Section 
6(0.) (3IA», and 'specifically states that ·OIRA may review only 
actions identified by the aqency or by OIRA as siqnificant 
regulatory actions under subsection (al (3(A)" (Section 6(b)(1», 
a flexibility built on trust and collegiality has developed with 
many of the aqencies that ,permits the system to work smoothly and 
efficiently. This was unheard of • short time aqo. We hope the 
pattern that is developinq will ultimately spread,to.th!, aqencies 
where historically there has been the greatest resistance to such 
a cooperative relationship. 
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Another specific manifestation of·the improved relationship 
between OIRA and the agencies, which is a very constructive 
devalopment, is the practice of early briefings bY agencies on 
the content of significant rules. For example, early in· the 
process of developing its rules for drug and alcohol testing for 
various transportation officials and workers, DOT consulted with 
the OIRA Administrator and staft on the major issues on which it 
would have to decide in the rulemaking. It then held subsequent 
briefings to update OIRA on the decisions being made at DOT and 
to continue to search for feedback. By the time the rules were 
submitted for OIRA reView, there had been SUfficient discussion 
of the important provisions that the review was promptly 
concluded. 

In another instance, HUO was developinq rules related to 
public housing policy regarding the elderly and the disabled. 
BUD officials provided information to OIRA and to other OKa staff 
even as decisions were being presented to HOD officials. This 
enabled the issues of concern to be addressed on a real time 
basis, and resulted in review·being completed much more quickly 
than would otherwise have occurred. 

AS a final example, in Maroh 1994,. the Department of 
Education (EO) identified seven final regulations pertaining to 
student financial assistance programs that had to be published by 
a May 1, 1994, statutory deadline. OIRA worked with the 
Department's team~t discussing issues and reviewing early drafts 
as they were developed. As a result of this cooperative effort, 
a thorough review under the EXecutive Order took place, while, at 
the same time, the formal time period for review averaged only 
one day and the statutory deadline·was met.. . 

Lastly in the arsa . of improved relationships . between the 
. 

agencies and OIRA, the Regulatory Training and EXchange Program 
has grown and developed. As mentioned in the May 1st Report, the 



,
program, 'which implements. recommendation of the National 
Performance Review! brings agency career staff to OIRA on 
training details, 80 that they can learn how regulatory review is 
conducted and to work on Regulatory Working Group (RWG) matters. 
The objective ot the program 1s to provide expertise to agency 
care'er staff regarding regulatory review that can be incorporated 
into the working practices of the ageney. 

OIRA has now hosted seven detailees, trom the Department ot 
Agriculture (VSPA), the Pepartment of Health and Human Service. 
(HHS), and DOT. Two trainees are currently at OIRA. In 
addition, an OIRA analyst has undertaken. training detail at 
HHS. All of these details have been extremely successful and 
well received, both by the trainees and by OIRA. The agency 
detailees have been fully engaqed in sUbstantive re~latory 
review, and we understand they have 9ained a new appreoiation tor 
the perspective of the central reviewer. They have all been 
senior career officials, highly motivated and knowledgeable, and 
have not only fit in well at OIRA, but have offered valuable 
insights to OIRA statf regarding agency points of view. As the 
good news about ths program travels, we hope that more agencies 
will taK.e advanta98 of this excellent opportunity. 

InteragenCy Coordination: Just as important as improved 
relationships between OIRA and the agencies are better working 
relationships among the agencies themselves and the consequent 
heightened awareness of ~e need for interagency coordination and 
cooperation in complex rulemaking endeavors. Tbe Executive 
Branch is an extensi~e enterpriset and ita proqrams are dispersed 
amonq hundreds of different agencies, subagencies, and offices. 
We obviously cannot claim that there are no glitches, but we 
believe agencies are making strong efforts to engage in much more 
extensive interaqency coordination.. 
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For example, in the ACHP example noted above, the agency 
met at lengtn vith tne Department of Interior (DOl), DOT, USDA, 
I!UD, and EPA in developing its proposed rule. lIot all these' 
agencies were satisfied with the proposal that was eventually 
drafted, but all agreed that they nad been fully ·consulted. Tbia 
process is not over. and will continue 4urinq and subsequent to 
the public comment period, as ACHP develops its final rule. 

In another instance, DOC, DOl, and tbs'Council of Economic 
Advisors (ClA) worked closely toqether on DOC and DOl rulemakings 
that seek, througn a survey methodology called ·contingent 
valuation," to quantify the non-use value of damaqes to natural 
resources. After Substantial consultation amonq the primary 
participants, as veIl as with EPA and the Department of Energy. 
(DOE), ~~I and DOC issued coordinated proposed rules whose 
comment periods only recently closed. It is expected tnat there 
will be even more extensive interagency coordination before the 
final rules are issued. 

It is worth noting that interagency coordination is often 
quite time- and r~source-consumin9 and not without its 
frustrations. Agencies do after all have different perspectives 
on their overlapping jurisdictions and mandates, and the process 
of working out an accommodation is not neoessarily a trivial 
task. In such instances, however, OlBA can otten serve as a 
facilitator of debate, leading to reeolution of issues. 

For eXample, a USDA final rule on farmland protectIon vas 
drafted to implement a statutory requirement that Federal 
agencies measure the adverse affects ot their programs en the 
conversion of 'farmland to nonagricultural uses. During its 
review ,at OIRA, the draft rule was tha subject of extensive 
coordination among USDA,. DOT, RUe, the ~partment of Justice 
(DOJ), and Treasury. Altnough the 90-day review period had to be 
extended, eventually the agencies reached understandings and 
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resolved their disagreements. All agreed that the result was a 
rule that met the intent Of the etatute without unduly burdening 
or restricting other Federal programa. 

Similarly, coordination among agencies was essential to the 
issuance of EPA's rule on Generel Conformity. The Clean Air Act 
Amendments of 1990 (CAA) require that Federal agencies insure 
that any actions they undertake or support are consistent with 
state air quality planning under the Clean Air Act .-- ~, 
Federal actions Duet be shown to be in ·conformity" with state 
implementation plans And must not cause or contribute to air 
quality problems. 

Through its rulemeking; EPA sought to delineate the steps 
Federal agencies were to take and when they were to take them. 
EPA had initially chosen to interpret the statutory language to 
require the complex conformity determinations and 
mitigation/offsetting measures for a vast range of Federal 
actions -- even those where the Federal agency might exert no 
continuing control, such as the sale of DOD property or the 
granting of a Corps of Engineers wetlands modification permit. 
Because other Federal agencies' activities were clearly affected 
by this rulemaking, there vere a series of multi-lateral and bi
lateral discussions orqanizad by OIRA. As a result ot those 
disoussi.ons, eertain definitions vere refined.and certain 
proposed procedures simplified -- again producing a rule that met 
the intent of the statute without unduly burdening or restricting 
other Federal programs. 

An example involving HHS and the National Science Foundation 
(NSF) illustrates the importance of interagency coordination in 
resolving difficulties with stakeholders and developing a 
consistent Federal policy. In September 1989, HHS'u Public 
Health Service (PHS) proposed guidelines to prevent financial 
conflicts of interest by federally funded scientists. The 
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proposal was severely critici.e~ by ,the research co~unity as 
hein9 unreasonably harsh and burdensome, and it was soon 
with~rawn. NSF then began its own efforts to ad~ress this issue, 
publishing a proposed policy tor co~ent. OVer the past year, 
OIRA and the Office of Science an~ Technology Poliey (OSTP) 
worked with NSF an~ HHS to develop a coordinated policy regarding 
how agen'cies, should' regulate financial boldings of scientists who 
receive Federal grants. ' After several 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 
ad,iress potential conflicts of interest. 

The success of this effort is shown, in an article published 
in ~cience Ka~a.1ne describing the rules as "being roundly 
applauded for their re~son~bleness." (Science, Vol 265, July St 
1994, p. 179-80). Whereas the original proposals were considered 
prescriptive and would have reguired institutions to turn over 
researchers' financial di5el~sures to the government, the final 
NSF rule states general alms leavinq implementation to the 
universities. The article quotes the associate ~lce chancellor 
for research at the University of Illinois as viewing the rule as 
". positive example ot the process working for both sides. 
:rnstitutions mO',cle co~ents [an the 1989 proponl], and the agency 
responded in a thoughtful way.

The coordination and cooperation described above is the 
result of strong support by the President and Vice President and 
of trust ,and cooperation among agency regulatory policy 
officials. The mechanisms astablished by the Executive order to 
stimUlate and encourage such coordination are working well. The 
Regulatory Working Group (RWG) bas continued its role of keeping 
high le~el agency regulatory policy officials ,in touch with each 
other and with the White House regulatory policy advisors. 



The RWG followed up its initial meetinqs in November, 

January, and March, with meeting~ in April, Kay, June I and 

August. Im,~.. leme'ntation of the EXecutiva Order was a frequent 

agenda item for these meetings, along with discuBsions of the 

Regulatory Plans, centralized review and the process by which 
rules are determined to be significant, public involvement and 
out%each 'in rulemaking, and the Section 5 review of existing 
regulations. Important legislative iSsues related to regulatory 
affairs "ere also discussed, including unfunded ..andates, risk 
analysis, regulatory flexibility analysis, and takings. In 
addition, the RWG heard periodic reports by the tour subqroups on 
coat-benefit analysis, risk analysis, streamlinin9, and the use 
of informatioa technoloqy in rulemaking. Finally, small business 
issues and issues related to the Paperwork Reduction Act were 
often subjects of discussion among the RWG members. 

The Federal Partnershio - IntergoyeXnmental Cooperat1on: 
EXecutive Order No. 12866 places particular emphasis on improving 
the Federal Government's relationship with state, local, and 
tribal governments. (See Sections 1(b)(9), Section 4(e), Section 
6(a)(1), and Section 6(a)(3)(!)(1i).) Executive Order No. 12875, 
"Enhancing the Intergovernmental Partnership," further addresses 
this issue, focusinq on reduction of nonstatutory unfunded 

. mandates largely ~ouqh a process ot formal consultation and 
coordination. 

OIRA has continued its outreach t~ State, local, and tribal 
governments (Section 4(e». In the May 1st Report, we noted that 
OIRA had held two conferences with representatives of these 
entities. We sponsored a third forum in July, at whiCh 
representatives trom the National Governors' Association, the 
Leaque of Cities, the Conference of State Legislatures" the 
National Association of ~ounties. and the Advisory Commission on 
Intergovernmental Relations spoke about their requlatory 
concerns. 
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WhiJ.e we have no atandar4 of JDeasurement to C;auqe 
improvements, our sense is that aqencies are qenerally takinq 
seriously their obliqatione to work toqetber with other 
qovernmental entities. For example, HHS Secretary Shalala writes 
to the 90ve~nors on occasion summarizing major Departmental 
initiatives of interest to the states. This is part of'an HHS 
effort to ·strenqthen the federal-state partnersbip that is 
crucial to <th~ successful operation of so many of our 
Department's programs." It.1s our understanding that this effort 
to inform the States bas been mucb appreciated. 

Anotbe~ example from HHS involves PHS. OVer tbe next year, 
the agency has committed to extensive consultation with the 
states in d~velopin9 guidelines for at.te ment.l health services 
planninq. Such quidelines will assist States in establishinq 
useful qoals and ,objectives for monitoring the management oft and 
investments in, State mental health services. 

, EPA recently issued a proposal that would limit toxic air 
emissions from municipal waste combusters, many of whioh are 
either owned or operated by local qovernmental entities. In 
preparing its proposal, EPA consulted extensively with a wide 
variety of stakeholders, includinq the Conference of Mayors, 'the 
National Laaque of Cities, the National AssocIation of Counties, 
the Municipal waste Management Association, and the Solid Waste 
Association of North America. In draftinq its proposal, EPA 
considered'the concerns expresseQ by these groups, and discussion 
with them will continue following the proposal. 

A recent rulemakinq by the Architectural and Transportation 
Barriers Compliance Board (ATBeB) concerninq Americans with 
Disabilities Act (ADA) rules is another illustration of 
consultation with state and local officials, as well as of 
interagency coordination. ATBCB's rules set standard,S for State 
and local qovernment implementation of the ADA tbrouqb tecbnical 
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specifications for the desiqn of buildings, parks, roads, and the 
like to make them accessible to people with disabilities. (The 
ATBCB standards will ultimately be implemented through rules' 
issued by DOJ and DOT.) In the course or Executive order reView, 
the ATBCB: requested comment about the scope of State and local 
aecommodations in order to develop a better cost estimate'to 
accompany the ~inal rule; summarized prior conSUltations with 
states and localities, consistent with the provisions Of 
Executive Order No. 12875; and, after meeting with D03, DOT, and 
OMS, developed a list ot State and local organizations to receive 
copies of the rulemaking documents for comment. 

ED also engaged in an extensive process of conSUltation with 
State and local enti~ies during development ot a regulatory 
proposal that would have required St.ates to provide supplementary 
services" in excess ot Federal funds for these serVices, to 
certain disadvantaged students receiving vocational education• 

. ED held two public meetings with state and local education 
officials and student representatives, .olicited written publio 
comment on the issue, and worked with States to obtain additional 

'information on the costa 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 proposed Rulemaking (NPRH) from being published. This 
highlights the fact that While consultation is essential to 
effective rulemaking, it may not be SUfficient -- for all the 
consultation may not Change the different participants' 
perspectives and does not necessarily ensure agreement • 

• t is also worth noting that some agencie8 are not only 
consulting with States, but actively seeking to enhance State 
flexibility and eliminate unnecessarily burdensome regulatory 
barriers. For example, HHS's Health Care Financing Agency (HCFA) 
is developing a Medicaid final rule which will simplify the 
process of obtaining Medicaid home and community-based services 
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waivers, thereby enabling states to offer a wide variety of cost
effective alternatives to institutional care. The rule will 
simplify the cost effectiveness teat by eliminating the "bed' 
capacity test,· which had become burdensome and unproductive to 
maintain; it will also give states. increased flexibility to 
assess their programs. Also in HHS, the Administration for 
Children and Families modified its Adoption and Foster Care 
Analysis and Reporti~g System to reduce burdens on states. 
Rather than require the submission of ell reporting data, the 
age~ey allowed States to $Ubm1t a sample of the data associated 
with the management and reporting ot ~oster care and adoption . 
cases. 

Two final exa~ples illustrate efforts by agencies to include 
tribal governments as partners. HOD consulted with tribal 
representatives in developing amendments to the Indian Housing 
consolidated program to simplify program processes, reduce the 
number oI requlatory requirements, and provide more flexibility 
to local tribal end Indian housing authority officials. HOD held 
a 	 session with the National American Indian Housing Council, 
regional Indian Housing Authority (IRA) associations, and tribal 
leaders. While HOD was fashioning the proposed rule, comments 
we,e solicited from the Native American housing community, an~ 
after publication of the proposed rule, the program offices 

• 	 continued to consult with the IRAs and tribes on the proposed 
changes. 

The second example is the rulemaking on Indian Self
Determination, Where DOl end HHS worked with tribal 
representatives to break a four-year logjam which had delayed . 
publioation of a proposed rule. The purpose of the rule 1s to 
implement a system whereby Indian programs currently administered , 	 . 

by the Federal 90v~rnment may be contracted to, and administered 
by, American Indian tribes. There were extensive 'consultations 
with tribes, including three regional meetings and one national 
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meetinq* to discuss their concerns with the proposed rule, Which 
was published in January 1994. The Department is pursuing other 
ways to Increase tribal participation in the development of the 
final rule, including torming a tribal committee under the 
Federal Advisory Committee Act. 

Openness; PUblic Inyolyement 
The trend toward increased public involvement in the 

rulemaking process has continued since the spring, and we believe 
it has become a common feature of rulemaking in the Clinton/Gore 
Administration. Although we have no statistics to measure 
increased public involvement I it is our sense that Agencies 
increasingly are seeking ways to involve those effected by 
rulemakin91 not only through formal means -- such as regulatory 
negotiations and longer comm~nt periods after publication of 
proposed rules -- but also through more informal means earlier in 
the rulemaking process. 

For example, BUD wanted to amend its existing requlations to 
simplify and expedite the Comprehensive Grant Program planning 
and funding process for certain housing agencies., In developing 
its proposal, the Department held a series ot working sessions 
with various interest groups, bousing authorities, and residents, 
solicltin9 their i4eas and suggestions. BUD then published its 
proposed rule which incorporated many of their recommendations. 

Aqenci~s are also usinq electronic means to obtain early and 
more extensive public input. For example, last winter ED began 
developing a proposal to amend existing regulations governing the 
independent living programs. The Department sent out more than 
400 letters inviting comments, along with computer diskettes tbat 
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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proposed rules was also made available on the "DlKENET" AND NaSA 
DDS" electronic bulletin boards. A series of pUblic meetings and 
teleconferences enabled a cross-section of individuals 
representing A wide variety of organizations and Viewpoints to 
contribute their thoughts during the developmental process. 

, 
lihen the NPR.II was pUblished in the Federal B<!gistet, the 

Department made it available througb these electronic bulletin 
boards, and a "CompareRiteN copy'of the proposal was provided 
that showed changes that were made as a result of the earlier 
pUblic involvement. The pUblic was also invited to submit 
COllUDents on the NPlUf electronJ,cally via the bulletin boards ~ 
This is nn outstanding example of bow outreach and technology can 
~elp the qovernment to solicit the views ot those most 
knowledgeable about a rulemaking. It also serVes to increase the 
sense of partnership between the governmsnt and the public by 
making the rulemaking a joint enterprise rather than the 
imposition of commands by Federal authority. 

~lAtOry NegotiAtion. Another way this Administration has . 
encouraqed communication between the requlators and regulatory 
stakeholders beyond the barebones of the Administrative Procedure 
Act (APA) notice and comment procedures has been its 
encouragement of negotiated rulemaking or "reg neg." 

A reg neg brings together the stakeholders in a potential 
regulatory 'situation to negotiate a proposed document that then 
goes through APA procedures. By involving interested parties 
directly in the drafting of the rule, and by baving them 
negotiate out at least SomB areas of disagreement, it is expected 
that the rule will be more tntslligently drafted and less 
contentIous when it is proposed, and it will be ..ore readily 
accepted and less likely to be litigated wben it becomes final. 
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The Executive Order (Section 6(a)(1» directed agencies to 
explore and use ~- where appropriate -- requl~tory negotiation AS 

a consensual mechanism tor developing rule~~ In addition, 
implementinq a r~commandatlon of the National Performance Review t 

·the President by separate =emorandum issued the same day as the 
Executive Order, directed each agency to identify to OIRA at 
least ons·rulemaking that it would develop through the use of reg 
neg during the upcoming year, Dr explain why the use of 
negotiated rulemaking would not be feasible. 

The Hay 1st Report noted that Agencies had provided reg neg 
candidates to OIRA by December 31, 1993, as the President had 
directed. Since then, many Agencies bave continued the 
substantial planning that is necessary tor a successful reg ne91 

or have begun (or in some cases, conc:uded) reg negs. 

DOT, which WAS the first agency to use reg neg over a decade 
ago and has much experience with this technique, has recently 
identified over a half-dozen possible candidates for negotiation 
during the next year; the Federal Railroad Administration (FRAI 

has already published a notice seeking public eo~ent on its 
proposal to use reg neg for one of these -- a rulemaking 
addressing the bazards railroad workers face along rights-of-way 
from moving equipment. EPA is actively engaged in reg negs for 
disinfectant byproducts, enhanced surtace vater treatment, and 
small nonroad engines. DOl has formed a committee under the 
Federal Advisory Committee Act to deal with a Federal gas 
valuation rulemaking. OSHA has established a reg neg co~ittee 
to examine its steel erection standard. And reg neg co~ittees 
have also been approved for Federal Communications Commission 
(FCC). and Interstate C~erce co~ission (ICC) projects. 

Reg nags do not always work, though the experience so tar 
with the technique is generally favorable. EO bas bOBn required 
by statute to use requlatory negotiation in many of its 
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ruleaa~1ngs. One recent reg neg involving direct loans was a 
very prominent hut not entirely successful negotiation. Although 
consensu& vas reached ~n a majority of the provisions in this 
rule, the negotiators 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 otherwise have been the firet to pounce on 
the 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 reg neg, involving qua~antae agency reserves was 
less publicized hut more successful in reachinq agreement. The 
rule involved how to handle funds h~ld in reserve by the agencies 
that "guarantee,· or reinsure, student loans under the bank-based 
loan program. The negotiations took place two days a month from 
January to July 1994 and involved tbe Department, guarantee 
agency representatives, student representative, school 
associations, and state higher education otticials. OKS observed. 
the negotiations and concurred with the consensus NPRM that 
emerged, reviewinq the fO~l submission from ED in one day. ED 
expects to publish the tinal rule by Decaml>er ot this year, with 
little or no problem in the pr,ocess. 

~mall Business, Regulations otten create a disproportionate 
burden on s~all businesses, since. tor example, the same 
reeordkeepinq or reporting requirement may 'consume a much greater 
percentage ot the manaqerial or administrative reSources of a 
small business than ot a'large business. As a result, OIRA and 
the Small Business Administration (seA) have taken steps to, 
improve the participation ot the small business community in the 
rulema~inq process. We noted in our May 1st Report that OIRA and 
SBA sponsored a Small Business Porum in March 1994 tor this 
purpose. This Forum brought toqether representatives of small 
business and six ot the Federal agencies who most regulate them 
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- the Internal Revenue serviee' (IRS) , the Food and Orug 

Administration (FDA), DOT, EPA, DOL, and DOJ. 


This Forum was followed by work sessions, which took place 
over a three-month period, that developed findings and 
recommendations centered around five industry sect~rs'-
chemicals and metals; food processing; transportation and 
trucking; restaurants; and the environment, recyclinq, and waste 
disposal. These sessions Were capped with a town-meeting-style 
forum held at the Chamber of Commerce in washinqton and chaired 
by the Administrators of OIRA and SBA. An audience of about 75 
small business owners, who had come to Washinqton to participate 
in SEA's Small Business Week and many of whom wer~ winners of SBA 

" small business awards, directed questions and comments to a panel 
of aqency officials representing the six regule.tory agencies 
listed above. 

A second Small Business Forum was hald en July 27, 1994, in 
which the recommendations and findings of these work groups were. . 

presente~. The concerns expressed by small businesses and the 
recommendations drafted by agency staff to help alleviate these 
concerns parallel to a remarkable degree principal provisions of 
the Executive Orller. These include, 

o the need for better ooordination among Felleral 
agencies; 

o the neell for more small business involvement in the 
r'equlatory development process; 

o the inability of small business owners to comprshend 
overly complex requlations a~d those that are 
overlapping, inconsistent and redundant; 

o the burdens caused by cumulative, overlappinq, and/or 

inconsistent Federal, State,and local re9ll1,atory and 
recordkeaping requirements; 
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o "the nead for tangible evidence of paperwork reduction; 
and,. 

o. the perceived existence of an adversarial relationship 
" between small business owners and tederal aqeneies. 

OffIcials from the participating agencies pledged to move 
ahead· with various activities responsive to some of the 
recommendationa and to examine ways to respond to the remainin9 
recommendations. In addition, pilot projecta with the qoyernors' 
offices of New York and North Carolina wera announced. These 
states will work with SSA and .the regulatory agencies on means of 
improving Federal-State coordination regarding burdens on small 

. businesses and State projects to improve their own ability to 
communicate better with, and involve small businesses tn, stAte 
regulatory decisionmaklng. 

As a qeneral matter,. however, it 1s our experience that 
regulatory agencies etill tend to dratt one-size-fits-all rules, 
rather than tailoring them to particular regulated communities, 
including small businesses. It appears that it will take further 
effort before sucb tailoring becomes commonplace. We believe 
that more extensive early involvement by SSA in the rulemaking 
process CQuld help move this process torward~ Accordingly! we 
are currently developing with SSA a process to assure that SSA's 
Chief Counsel for Advocacy bas full opportunity to review 
significant agency rulemakings where such tailoring would be most 
appropriate and to have aqencies implement the RequlatQry 
:flexibility Act more effectively and completely. 

Integrt~y of OlEA Reyiew 
prior to this Administration, the regulatory review. 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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!Uselosun: Sec:tion 6(10) (4) of the Exeeu.tive order .sets 
forth ce.rtain disclosure procedures "to ensure ~eater openness, 
acc:essibility, and acc:ountability in the regulatory revie~ 
process .... OIRA's practices regarding these procedures were' 
described in detail in our Kay 1st Report. It is a telling 
measure of the almost ca.plete success ot these procedures that 
there is little additional to Bay about them and, as far as we 
know, little interest in th.... anymore. OIRA adheres to these 
procedures, and they have long become routine. 

We continue to make available a daily list ot draft agency 
regulations under review. Starting in August 1994, this list was 
made available electronically as well on the Internet. Monthly 
statistics. and data en rules for which review has been completed 
are also made public~ Meetings and telephone calls wi~ persons 
outside the EXecutive Branch on regulations under review continue 
to be logged, and an agency representative invited to such 
meetings. As of Karch 31st this log had 36 entries. It now 
contains an. additional 35 entries tor meetings that occurred 
between April 1st and September 30th. In all but 6 instances, 
these meetings were chaired by the OIRA Administrator; in these 
6, the meetings were chaired loy other OMB. officials. An agency 
representative was invited to all meetings and attended· in all 
but 5 instances. Xaterials sent to OIRA on pending re9Ulations 
from anyone outside the Executive Branch are kept in a public 
file and a copy is forwarded to the appropriate agency. After a 
re9Ulatory action that has undergone review is published, 
documents exchanged between OIRA and the agency during the 
review, including the draft rule submitted for review, are made 
available to anyone reguesting them. As far as,we know, this 
aspect of the Order is working as it was envisioned. 

Eegy1atorv Review Statistics, EXecutive Order No. 12866 
changed the ..cope of centralized regulatory review by having OIRA 
review only 'significant" rules. This was designed to return 
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responsibility for routine rulemakinq to the agencies. to reduce 
delay, Gnd to tocus OIRA's limited resources on the most 
important rules. In the Kay 1st Report, we described in detail 
how this process wos working. We noted that establisbing tbe 
process'tor datarminin9 Whether rules were -significant" or "not 
significant" bad taken longer than anticipated to set up, but 
tbet .fte~ the first three months, the process of limiting the 
rules reviewed by OIRA,seemed to be workinq~ 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 infrequently reaching a final decision can 
take longer thAn we would 11ke~ However I the siqnifican4 

: 

problems we described in the Kay lst Report tbat characterized 
the process during its first three months bave for all practical 
purposas bean resolved. 

OIRA's regulatory review statistics show that in other 
respects as well, what was intended by the Executive Order has, 
in tact, 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 Tables 1 and 2 in. the Kay 1 Report; the 755 figure 
includes rules su~itted tor review prior to Executive Order No. 
12866.] RYen though the first six months of the Order included 
review of rules received before the sign1nq of the Executive 
Order and the continued SUbmission of 80me non-significant rules, 
the total for the first year ot the Order is 1143 reviews. This 
is half otthe avera;e reviews per year tor the previous 10 
years, slightly over 2,200. Between January 1 and September 30, 
1994, when for the most part only significant rules were 
submitted to OIRA for review, OIRA reviewed 661 rules. At this 
rate, OIRA will r.eview fewer than 900 rules in 1994, a 604 
reduetion from the annual averaqe of the previous deCAde. Thus, 
the number of roles OIRA reviews has been reduced substantially. 
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The agencies with the qreatest number of rules submitted for 
OIRA review between April 1 and Septe~r 30th were HHS 82, USDA 
65, EPA 47, E03S, ROD 34, and DOT 31. These six agenoies 
aocount for·76\ of the rules reviewed by OIRA. Table 1 a160 
shows ~at of the 388 rules reviewed during the second six months 
of the Order, 66 (17\) were "economically significant,· while 322 
(83\) were signifioant for other reasons (Section 3(t)(2,3, and 
4)). USDA and EPA had by far the most economically significant 
rules, 21 and 16, respeotively. 

Of the totalot JBB rules, 149 or 38\ were proposed rules; 
179 or 46,'were tinal rules; and the remaining 60 or 15' were 
notices (such as HHS, ROD, or EO funding notices, notices of 
selection criteria, or notices or procedures). OIRA concluOed 
'review ~thQut any chanqes being made on 58t of the rules 
reviewed; it conoluded review ~ ehanges on 35%. The remaining 
7' were withdrawn by the agency, were returned because they ver~ 
sent improperly (5 USDA rules)', or vere cleared in order for an 
agency to meet a court or statutory deadline (8 of 9 were EPA 
rules). The percentage of rules cleared xith chanqes varied 
·widely by agency -- 18t for USDA, 26% tor HHS, 26' fO~ DOT, 47' 
for KUD, 60t for EPA, and 69t for EO. 

The average review time for all rules reviewed was 30 days, 
compared to 38 days for those reviewed during the first six 
months ot the Order. Reviews of economically significant rules 
were on average slightly longer (31 days) than those of other 
significant rules. Average review times for all rules varied by 

agency -- from below mean for USDA (22 days) and DOT (22 days); 
to about mean for HHS (29 days) and EO (30 days) I. to above the 
mean for KUD (37 days)· and EPA (48 days). 

In our May 1st Report, we indicated that once the review 
process was fully implemented and agencies submitted only 
significant rules to OIRA, the total n~r ot rules reviewed was 



likely to decrease. As noted above, this has certainly proven to 
be the case. We also predicted that the pereentaqe o~ rules 
cleared with changes would increase. This has occurred to 80.8 
degree; the averaqe percentaqe of rules cleared with changes over 
the past decade averaqed about 22' compared to 35' for the rules 
reviewed between April and September 1994. 

We also predicted that average·review time was likely to 
increase, particularly for economically si~ificant rules. This 
has not proven to be the case. In tact, average review time is 
about what it has been over the past decade. Hore specifically, 
the review time for economically significant rules is only 
marginally greater than review time for other si~iflcant rules. 
There are several tactors that may explain, in part, this 

, 
phenomenon. We note, for example, that'USOA had the greatest 
number of economically significant rules (21) and a very short 
average revIew time (14 days). This 1s because most of USDA's 
economic:ally siqn1t1cant rules are crop priee supports, 
regulations that essentially codify decisions already made 
through the appropriations process. It may also be that the 
average review time for economically si9nificant rules is. 
relatively low because agencies are consulting with OIRA earlier 
in the process, thereby obviating the need for lengthy reviews 
when the rule is formally submitted. Regardin9 the review time 
for significant rules in general, it appears that the Order's 
limitation of 90 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 review process. 

OIRA's review is limited to 90 days except that extensions 
mey be granted by the Director or requested 

, 

by an agency head 
. 

(section 6(h) (2) (8 and e». Such extensions have heen needed 
infrequently; for example, of the 388 rules reviewed between 

< • 

April and September; only 11 or 3' were extended beyond the 90
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day pariod. All of these extensions wera made at the request of 
tile agency. 

Tn.. 90-day review period has generally proven adequate, and 
as bas been noted, we are able to c~mplete most reviews within' 
tilat time period. However, in some instances 90 days is simply 
not enouclh to conduct an adequate review. W1tere interagency 
coordination is needed (sucn as USDA's Farmland Protection rule 
or EPA's Gsneral Conformity rule), issues may take more time to 
resolve, if only because of tile logistics. of getting all of tne 
interested agencies together. in some other instances, we are 
rusned at tile end of the review period, or rules must be extended. 
beyond that period, because agencies are slow in responding to 
OMB questions or requests for analysis. Some of these may be the 
result ot limited resources or otherwise beyond tne control of 
the agency, but in 80me cases it may retlect a conscious decision 
by the agency that this rulemaking is of lesser importance than 
'other pressing matters. We understand l and indeed sympathize, 
but it remains a concern tor us because the agency's delay is on 
our clock and it ia Executive Order review tnat is ultimately 
curtailed. 
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III. A2PLlCAIION OF THE PHILQ~OPHY AHD fBIH~IEW~3 


Sl'.;,'l' FORTH IN THE EXECllUYE 0llIl1>!! 


The proc:es.ses described above ....- requlatory planninq, 

interagency and 1nter90vernm~ntAl coordination, openness and 

encouraqed public participation, reatoring integrity to 

centralized review -- were all designed to lead to better, more 

focused, more effective, less burdensOme -- i.e., smarter-

regulation. The many examples oited above demonstrate that the 

regulatory process has been improved. The question remains, are 
the philosophy.and principles of the Order being applied to the 
fullest extent? Are we really getting smarter regulation? .This 
is difficult to answer because, as noted 1n the Introduction, 
there is no direct measure of performanqe that 'we can use. We do 
have anecdotes, however, sugqestinq that the Administration is 
producing smarter regulations, as we now discuss. 

One ot the more important features ot the Executive Order is 
its emphasis on good data and qood analysis to inform (and not 

. just justify) decisionmaking. One example of the application of 
this principle is DOT's National Hiqhway Traffic Safety 
Administration (NHTSA) rulemaking on side-impact protection for 
light trucks. In the spring of 1994, NHTSA submitted to OIRA for 
review a proposed rule that would extend to light trucks many of 
the same side-impact protection requirement~ now applicable to 
passenger carp. The proposal was accompanied by a first-rate 
regulatory analysie prepared by NHTSA staff. The analysis 

revealed that while the added reguirements were cost-effective 

when applied to the protection of front seat passengers, they 

were not cost-effective for protecting rear seat passenqers. For 
this reason, NHTSA decided to delete the language proposing to 
prescribe require~ents atfectinq'rear seat passenqers, instead 

seeking comment on the issue. 
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Another example is HOD's rulemaking on mobile home wind 
requirements. In the wake ot Hurr1eane Andrew, HOD JIloved to 
upgrade the safety of mobile homes. However, increased safety 
standards means in.crea.sed costs. The Wall Street Journal quotes 
HOD's Assistant Secretary for Housing as remarking that the issue 
requires Mthe classic balancinq act~ We could make these homes 
completely safe and solid - 80 mueh so that .they'd be out of 
reach for lower-income consumers~" To inform i~s policy choices 
and to stimulate discus.sion among the various stakeholder.s, HOD's 
draft regulatory impact analysis setfortb the tradeofts, and tbe 
data tbey are based on, tor public scrutiny. Both tbe data and 
the analysis bave been criticized, but this rulemaking 
demonstrates the value of analysis, even it it is flawed, in 
engag1ng stakeholders in the debate that leads to reasonable 
balances, as suggested by HOO's Assistant Secretary • 

. Ancther feature of the Executive Order i8 its preference for 
focused (or tailored) requirements.and for performa~ce-based (or 
flexible.) provisions rather than' across-the-board, mechanically 
applied, command-and-control approachs. An example cf 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 abat....ent of 
housinq, commercial buildings, and various industrial structures~ 
EPA plans to issue these regulations in phases througbout 1994. 
The tirst phase included pr.imarlly administrative matters, - 
~, worker training, certification, and state program 
administration regulations. Initially, the proposal vas heavily 
prescriptive (~, detailed diagrams tor soil sampling), 
included extensive paperwork requirements (~, detailed 
documentation of each, identical sampling effort), and did not 
distinguish between potentially high-risk and low-risk lead 
hazards. EPA and OIRA staft, working together, sUbstantially 
revised the draft proposal to reduce the prescriptive character 
of the rule, adopt more of a performance standard approach, and 
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, 

re-foeus the requirements on the more important sources of health 
risk (~, spending less'reaources on testing and studies, . 
leaving more for cleanup itself). This rsvised proposal should 
also provide States and local governments with greater 
flexibility in establishing lead abatement programs than had 
Driginally been contemplated. 

Also relevant here is the EPA combined sewer overflow 
policy. EPA developed a policy for controlling combined sewer 
overflows (eSos) -- i.e., instances when, as a result of heavy 
rains, sewage and other waste overflow normal channels, bypassinq 
treatment plants'. The new policy ensures that an extensive 

'planning effort is undertaken, so that cost-effeetive eso 
controls can be developed that meet appropriate health and 
environmental objectives. It establishes clear control targets, 
but provides sufficient flexibility to municipalities so that 

'they can tailor programs to their specific circumstances. 

The DOT alcohol and drug testing rules were mentioned above 
as an example of improved agency/olRA relations. They are also 
illustrative of a rulemaking 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, POT adopted a performance-based approach for determining 
the rate of random drug and alcohol testing. Thus, based on 
already existing performance-based data, the random drug testing 
rate was reduced from 50' to 25' 'for the airline and rail 
industries; tor alcchol testing, the testing rate will be 25t if 
the industry violation rate in any year ia leaa than it, and it 
may decrease to lot if the industry violation rate is less than 
0.5t for two consecutive years. DOT also simplified and 
streamlined its requirements for reporting drug testing data, 
introducing sampling techniques and otherwise reducing the burden 
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and complexity of the information collection requirements from 
employers. 

Another example trom DOT involves the Coast Guard's 
rulemakinq involving overfill devices. The Coast Guard was 
required by statute to promulgate rules'involving the 
installation of aignalling (overfill), devices to alert crew about 
the likelihood of a unanticipated spill. In its proposal, the 
coast Guard added material concern1nq the use of lower ~ost 
signalling devices (~, stick gauges) rather than more costly 
and sophi..tieated alarm devices. The tinal rule, whIch will be 
published soon, will allow the lower cost devices on certain 
vessels (~, tank barges) thus significantly reducing the cost 
of the rule from about $90 million to about $40 million (npv) 
over 15 years. The Coast Guard does not believe that the use of 
the less costly signalling devices on theB" vessels will 

significantly increase the risk of small unanticipated spills. 


An example from DOL's Occupational Safety and Heath 
Administration (OSHA) is that agency's rulsmaking on asbestos. 
In preparing its final rule governing asbestos in the workplace, 
OSHA made sUbsta.ntial changes to it. proposal to improve the 
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 require extensive 
controls (~, glove baqs. a1n!-anclosure, and respirators) tor 
~ maintenance work conducted around asbestos-containinq 

. mo;terials, even if exposure was negligiblel.l!...!4. pulling wires 
above suspended ceilings), OSHA's final rule required such 
controls only when there 1. a physical disturbance of the 
materials. In addition, the final rule avoided inconsistencies 
with existing EPA standards by eliminating the use of terms to 
classify asbestos that differed from those used by EPA. Finally, 
OSHA raised in the preamble of the final rule the possibility of 
its adopting an action level to serve ae a clear requlatory 
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threshold below which fewer proteetive·measures would be needed 
if practical sampling lIevfces becollle available. 

HHS also has been attentive to the principles of the Order. 
For example, the Mammography Quality Standards Act of 1992 
required FDA to establish Federal certification and inspection. . 
programs for mammography facilitie.; requlations for accrediting 
bodies for mammography facilities; and standards for mammography 
equipment, personnel,' and practices. In des1qn1nq these rules, 
FDA made the standards less burdensome on mammography facilities, 
which are nearly all small businesses, by incorporating existing 
standards to the maximum extent possible. It also provilled tor 
the issuance of Federal certificates to facilities already 
accredited by the American College of Radiology; required 
facilities to submit certification information only to an 
accrediting body and not to FDA; and permitted flexibility in 
meeting certain other standards9· 

AS noted above, HHS has alao been sensitive to minimizing 
the burden of Federal requlations on S,tate, lOCAl, and tribal' 
governments. For exa=ple, this past year, the Maternal and Child 
Health Bureau developed a streamlined, block grant application 
and annual report. The revisions resulted from'an imp~ess1ve 
consultetion effort with State maternal and child health groups 
and the National Governor's Association. The burden imposed by 
the requirements has been cut in half, while the materials are. 

easier to understand and will be =ore useful in local, state, and 
Federal planning. 

HHS has also taken steps to streamline the burden on the 
private sector as well. In March 1994, HCFA published a rule 
that replaCed the annual requirement for physicians to provide 
hospitals with a signed acknowledgement concerning penalties tor 
misrepresenting certain information with.a one-time signing 
requirement, fulfilled at the time a physician is initially 
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granted hospital a~itting privileges. One major medical 
association characterized this chAnge as one "that will alleviate 
the "hAssle tactor" for physicians and one that is an important 
step toward restoring mutual trust between the Federal government 
and the medical protession. 

"Another example ot burden reduction comes from DOT. The 
Federal Aviation A~ini8tration !FAA) realized that not all 
requlatory modifications are dramatic, but 'incremental efforts to 
reduce burden and unnecessary provisions can 3dd up to 
Significant improvements. Recently, in a,broader rule that made 
other changes to the medical certification atandards, FAA 

"responded to an American Medical Association report 8uqgesting 
that the burdens of the medical certification process for pilots 
could be siqniticantly reduced by extending the two-year 
certification to a three-year duration for younger pilots. This 
simple chanqe will cut the overall paperwork associated with the 
certification process by about 15' in total, and over 30' for 
those pilots under age 40. 

In the same vein is a recent SBA action that eliminated a 
longstanding requlatory 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 free speech; the result was a ban on SBA assistance 
to businesses involved in media activities. After first 
considering modest revisions to the rule, SBA concluded that the 
concern vas no longer a ~alid one, and that the demand tor 
assistance from small businesses in the media field tar 
outweighed the need for caution in this area. 

Several of the latter examples, involve rethinking or 
.- redesigning existing requlation. focusing on existinq 

requlations has been an important' feature of the Executive Order. 
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and, as we now discuas$ we are beginning to see real progress in 
this area. 
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IY. IKPLEHEHTATIQH OF THE LOO&BACK PROVISIONS 
gF THi ElIEl:lJIIYE ImPEB 

Individuals who must comply with Federal rules frequently 
comment, often with great frustration and anqer, that it i$ the 
accumulated burden of rules in effect -- many of which appear 
unnecessary, redundant, outdated, or downright stupid -- that is 
so exasperating to them. In respo~se 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 impose unnecessary burdens 
(SectIon 5). 

, In the Kay 1st Report we noted that this review of existing 
requlation t a tflookback." process, hed begun, Although it bad 
proven more difficult to institute than we had anticipated. We 
observed that, und~rstandably, agencies are focused on meeting 
obligations for new rules, often under statutory or court 
deadlines, at a time when staff and budgets are being reduced; 
under these circumstances, it is hard to muster resources tor the' 

qenerally thankless task of rethinkinq and rewritinq current 
regulatory programs. Six months later, we are somewhat further 
along, althouqh we continue to believe that any real progress 
will depend on the extent to Which senior policy officials 
recognize and attend to this effort. 

It is important to emphasize what the leokback effort is and 
is not. It is ~ directed at a simple elimination or expunqinq 
of specific regulations trom the Code of Federal Regulations. 
Nor doeD it envision tinkering with regulatory proviSions to 
consolidate or update provisions. Kost of this type of chanqe 
has already been accomplished, and the additional dividends to be 
realized are u!'!Hkely to be significant. Rather, the looJd:>ack 
provided for in the Executive Order speaks to a fundamental re
engineering of entire regulatory systems', many of which have 
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remaineOS fund....enl:ally unchanqed for 30 to 50 yean. '1'0 do this 
successfully requires a dedicated team in an &qency ~ith broad 
understandinq of the program's objectivos, experti&e in the 
intricacies ot the regulatory program, an intimate knowledge of 
the stakeholders, and resourcefulness, tenacity, resolve, and 
support. 

Probably the best example of such a re-engineering of a 
regulatory &ystem is the work currently being dono by the DOC's 
Bureau of EXport Administration (BXA) to rewrite the Export 
Administration Regulations (EAR). This comprehensive review is 
int<,nded to simplify anOS clarify this lengthy and' complex body of 
regulations tha,t establishes licensing req1m .... for dual-use 
products -- L.L., those that .... y have both eommercial and 
military applications -- and to make the regulations more uaer
friendly, which they currently are not. The rules were first 
promulqated in 1949 to implement the Export Control Act of 1949. 
There has not been a complete overhaul of the EAR since that 
time. This effort is important enouqh that DOC has chosen it as 
one of its four entries for the Regulatory Plan. 

In its ~e-engineerinq of the EAR, BXA is following the 
recommend.ations of the Trade promotion Coordinating- Committee 
(TPCC), a Presidential committee mandated bY the Export 
Enhancement Act of 1992. BXA has already published a notice 1n 
the FederAl BegilSI~ requesting comment on a simplification of 
the program. Meanwhile, a task foree within the agency has been 
working ona complete overhaul and restrueturing of the rules. In 
particular, the rules are being fundamentally redirected from the 
current negative presumption that all exports subject to the Act 
are prohibited unless authorized, to a positive approach that all 
exports are permitted unless a license is specifically required. 
The agency tentatively-plans to have an NPRM published by the end 
of this,year. 
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A good example of an institutionalized'lookback program is 
the contlnual re.viev of selected, requlations by DOT's National 
Highway Traftic Safety Administration (NHTSA). NHTSA has been 
conduct1nq these safety standard evaluations for over 15 years, 
and to our knowledge, it is the only program of its kind in the 


, Executive Branch. HHTSA rules deal primarily with automobile end 

light truck safety. On a regular basis, the agency selects rules 
from its current programs to review, 'evaluating not only the 
effectiveness ·o~ the rule and whether there are any provisions 
th~t are unnecessary, unduly burdensome, or in need of change for 
other reasons, but also reviewing the initial analysis itself - 
whether the predicted costs and benefits have been realized, and, 
if not, why not, This approach not only enables the agency to 
modify its current rules based on analysis, but also he~ps the 
staff conti!lually improve the analytic techniques used in 
asseasinq the costs and benefits of new rules. Indeed, its 
recent standards for side-impact protection resulted directly 
from a review of its prev!ous·standard, which revealed that the 
rule' was not providing bene!its in multi,..vehicle accidents', !lore 
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 Regi&ter notice 
describing its future evaluation plans and soliciting public 
comment on which additional assessments it should pursue. 

DOT's federal Highway Administration, (FHWA) , like BXA, has 
initiated a major, ·zero-based" review of its Federal Kotor 
carrier Safety Regulations. These are the primary body of 
regulaUons that are deaigned to ensure the ....fety of commercial 
trucks and drivers. The regulations have not been extensively 
revised since the early 1970's, The goals and objectives of the 
zero-base re~1ew are (1) to focus en those areas of "enforcement 
and complIance that are most effective in reducing motor carrier 
accidents; (2) to reduce oompliance costs; (3) to encourage 
innovation; and, (4), to clearly and SUccinctly describe what is 
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reguired by the regulations. Through the zero-base review, FHWA 
intends to develop a unified, performance-based regulatory system 
that will enhance safety on the nation'. highways while ' 
minimizing the burdens placed on the motor carrier industry. 

Other DOT lookback efforts inelude FRA'a revision of its 
power brake regulations to reduce the freguency with which 
railroads must inspect'their brake systems. ~ecently, the FRA 
proposed performance-based rules that would reduce inspection 
£requencies, as lonq as breke systems, when inspected, Deet 
certain brake defect ratios. Also, FAA is reviewing its 
regulations to identify those rules that are inconsistent with 
state-of··the-art technoloqy or current industry practice. To 
enhance its ability to perform its statutory role without undue 
economic burden on the aviation industry, FAA announced a. 

comprehensive review in January ot this year, askinq 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 establishinq its 
priorities for future regulatory changes. 

USDl is also conducting several lookbacks. The Food and 
Nutrition Service (~Sl has proposed to revise its school meal 
nutrition standards, the first major modification to these 
standards in nearly SO years. To ensure that children have 
access to healthy meals at school, USDA has updated nutrition 
standards to .eet the Dietary Guidelines tor Americans and, at 

, 
the same time, USDA has streamlined the administration of the 
rule so that local school food service staffs may concentrate on 
providing healthful food for their students rather than on 
bureaucratic red tape. 

This'e~tort was the result of extensive outreach and 
substantial analysis by USDA. Although commenters on the rule 



have ra,ised concerns, the initial p~ess rea.et~'oJ'? to the proposal 
was overwhelmingly positive. The New Yor~ Times concluded: 

The AgricultUre Department recognizes that these 
ironclad rules (current meal patterns) are irrelevant 
in a nation where most 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 HHS are also wor~ing to re-engineer their food 
safety and inspection regulatory programs. Building upon their 
generally successful efforts to coordinate the nutrition labeling 
of foods, USDA and HHS'are moving forward with ambitious plans to 
modernize the system of food safety regulation in the United 
States. Both Departments too~ steps in 1993 and 1994 to require 
Hazard Analysis Critical control Point systems (HACCP) in the 
production of food. 

The Food Safety and Inspection service (FSIS) at the USDA 
,has initiated a comprehensive review of the regulations that 
ensure the safety of all meat and poultry. The meat and poultry 
requlations are based upon the Federal Meat Inspection Act first 
passed in 1907. Although the meat and poultry statutes and 
requlations have been amended a number of times over the last 85 
years, 'USDA has never undert~en a top-to-bottom review of the 
inspectionaystem. 

FSIS' review is intended to mOve the meat and poultry 
inspection system -- currently based upon ·organoleptic· 
inspection, whereby an inspector u,ses the aanses of touch, eight 
and s'mell to test the safety of the product -- towards more 
science-based procedures that address microbial contamination. 

. 
For example, under a HACCP system, 

" 

plants would identify the 

points elonq their processinq line that are vulnerable to the 
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greatest hazards (risk of contamination), and devise plans to 
mitigate those hazards. 

FDA, which has jurisdiction over all foods not regulated by 
FSIS, suc~ as t~Sh, fruits, and vegetables, has announced plans 
to greatly expand its use of HAOCP systems. FDA sees HACCP as a 
revolutionary way to enSure that proper production processes and, 
controls are be1nq maintained,' even When an inspector is not 
present. In January 1994, FDA issued a proposed rule that would 
require HACCP analysis and recordkeeping by all firms that 
process seafood in the United. states. Also, after consultation 
with USDA, FDA pUbli~led an Advanoe Notice of Proposed Rulemaking 
in AU9ust 1994 exploring the possibility of extending HACCP 
systems beyond the seafood industry to other food production 
within the next ten years. 

Other agencies are also conducting lookbacks. In HHS, HCFA 
is looking at Medicare regulations that govern conditions of 
participation for home health 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 
replaced with more universally applicable provisions that are 
patient/outcome oriented and driven by meaningful data to better 
ensure healthy outcomes for aged patients and those with 
disabilities. In redesigning these regulations, HeFA has met, 
and is continuinq to meet, with a variety of provider and 
consumer representatives. 

HOD has planned a review of its public housing development 
proqram ,rules. The current rules are outdated and contain 
unnecessary restrictione on the flexibility of public housing 
authorities (PHAs). HOD expects to revise the regulations to 
provide more flexibility for all participants, with even greater 
flexibility for the best performers. "High performer" PHAs will 
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have .aximum latitude to develop public housing within very broad 
parameters, and with minimal HOD Qversight; remaininq PHAs will 
be given broadened responsibility comaensurate with their 
abilities and areas of expertise. streamlining the progra. will 
help to reduce' a substantial pre-construction pipeline and 
expedite the provision of replacement housing for davelopments 
that should be fully 'or partially replaced. 

The Office of the Comptroller of the Currency (OCC) b..... 
started a review of existing regulations on national bank lending 

. li~ita to moderni&e, simplify, clarify, and eliminate unnecessary 
regulatory burden. In developing this review project, oce 
designed a more efficient internal review process that involved 
senior agency officials earlier in the project to provide policy 
guidance. oee published an NPRK in February 1994. 

DOL's Pension and Welfare Benefit Administration (PWBA) has 
initiated a review of its rule'concerning disclosure of plan 
information to participants. Since enact.ent of the Employee 
Retirement Income Security Act (ERISA) in 1974, ther~ have been 
few modifications either to the law's reporting and disclosure 
provisions ,or to the underlying regulations. PWBA issued • 
Request for Information last December to solicit comments from 
the public concernin'l the adequacy and timeliness Of the 
information provided pursuant to these rules. Th~ agency 1~ 
currently reviewing the many comments to Assess the need tor 
requlatory,and/or statutory changes. Also at DOL, OSHA has 
started a review of its outdated ,walking and working surfaces 
standards with an, eye to replacing tha with performance-oriented 
standards to permit more flexibility in co.pliance. 

Several Departments have used the Federal Register to 'lather 
information on those 'requlations that mi9ht be candidates for 
elimination, .odification, or'other improvemant. DOE published a• 
notice of inquiry 1n the llderal Regiutlr and has solicited 
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recommendations from over 200 st~eholder organizations and DOE. 
field offices. Based on this input, DOE prepared a second ~otice 

.' . 
of inquiry targeting particular areas ot its regulations for 
review. Si~ilarly, DOl published a notice in the l~deral 
Register announcing its intent to review its significant existing 
regulations and requesting public comment on which regulations 
should be reviewed. After a GO-day comment period, DOl published 
a secon,l notice, announcing which regulations will be reviewed, 
and requesting specific comments on how those regulations should 
be revised. 

These examples of lookba:ks vary from major projects well 
underway to initial, in some cases tentative and not fully 
formed, efforts. They are indicative ot a serious effort by this 
Administration to look not only at rules that are being 
developed, but at the accumulation of regulatory programs that 
are already on the books. There is no apparent reason ~hy every 
Pepa~ent and agencY cannot initiate at least one such project. 
We expect that lookbacks will become more prevalent and more 
productive ~ver the coming months. 

QPNCLQSIQN 

In our Hay 1st Report, we conclUded that While it was too 
early to arrive at a tinal judqment regarding the success of the 
new system, the early indications were that there bad been 
substantial improvement in the rulemakinq process. With six 
months more experience and data,' we ara more confident ·that the 
EXecutive Order is makinq a differenoe, that the Administration 
is moving in the right direction, and that there is much to be 
proud of. As before, however, our optimism is guarded; we know 
full well that there is much to be done.to obtain the benetits we 
are seeking to realize. 
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Economic Analysis of Federal Regulations Under Executive Order 12866 
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regulatory agencies. Th.i. dooumcnt rept~eniJI the r.ecults of an flx.haustivb two-year effort by the. stoUp kl desenb& 
"best p~" for prepa.ring the OCCt:\()mic analYiis of .. iignifieant regulatory ACtion cAlled for by the Executivo 
Order. 
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ECONOMIC ANALYSIS OF FEDERAL REGULATIONS UNDER EXECUTIVE 

ORDER 12866 


INTRODUCTION 

In .ccordaru:e with the regulatory philosophy and principles provided in Sections l(a) 
and (b) and Section 6(a)(3)(C) of Executive Order 12866, an Economic Analysis (EA) 
of proposed or existing regulations should infonn decisionmakers of the consequences· 
of alternative actions. In particular, the EA should provide infonnation allowing 
decisionmakers to determine that: 

There is adequate inform.tion indicating the need for and consequences of the 
proposed action; • 

The potential benefits to society justify the potential costs, recognizing that not 
all benefits and costs can be described in monetary or even in 
quantitative 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 stalU!~ requires 
another regulatory approach; 

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

Agency decisions are based on the best reasonably obtainshle SCientific, 
technical, economic, and other information. 

While most EAs should include these elements, variations consistent with the spirit and 
intent of the Executive Order may be warranted for some regulatory actions. In 
particular, regulations estahllshing terms or conditions of Federal grants, contracts, or 
fuumcial ...istance may call for a different fonn of regulatory analysis, although a full
blown benefit.rost analysis of the entire program may be appropriate to infonn 
Congress and the President more fully about its desirability. 

The EA that the agency prepares should also satisfy the requirements of the 'Unfunded 
Mandates Refonn Act of 1995" (p.L. 1044). Title n of this statute (Section 201) 
directs agencies 'unless otherwise prohibited by law [toJ 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 tribal 



· analysis because of the importance and complexity of the issue, !he need for expedition, 
the nature of !he statutory language and the exteot of statutory discretion, and the 
sensitivity of net benefits to the choiee of regulatory alternatives. In particular, a less 
detailed or inteosive analysis of the entire range of regulatory options is needed when 
regulatory options are limited by statute. Even in these eases, however, agencies 
should provide some analysis of other regulatory options that satisfy !he philosophy and 
principles of the Executive Order, in order to provide decisionm.akers with information 
for judging the consequences of the statutory constraints. Whenever an agency has 
questions about such issues as the appropriate analytical techniques 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(1)(1) of the Executive Order) should contain three elements: (I) 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 
Se<:\ions HIT below. The same basic analytical principles apply to the review of 
existing regulations, as called for under Se<:tion 5 of the Executive Order. In this case, 
the regulation under review should be =pared to a baseline case of not taking the 
regUlatory action and to reasonable alternatives. 

1. STATEMENT OF NEED FOR THE PROPOSED ACTI"ON 

In order to establish the need for the proposed action, the analysis abould discuss 
whether the problem ..nstitutes a significant market failure. If the problem does not 
constitute a market failure, the analysis abould provide an alternative demonstration of 
eempelling public need, such as improving govemmen!al processes or addressing 
distributional concerns. If !he proposed aelion is a result of a Statutory or judicial 
dire<:tive, that should be so stated. 

A. Market Failure 

The analysis should d~termine whether !here exists a market failure that is likely to be 
significant. In particular, the analysis should distinguish aetnal market failures from 
poteotial market failures that can be resolved at rellItively low ..st by market 
participants. Examples of the latter include spillover effe<:ts that affected parties can 
effectively internalize by negoti3tion, and problems resulting from inConnaticn 
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ways in which -reputation effects- may serve to provide adequate information. Buyers 
may obtain reasonably adequate information about product characteristic. even when 
the seller does not provide that information, for example, if buyer search costs are low 
(as when the quality of a good can be determined by inspection at point of sale), if 
buyers have previously used the product. if sellers offer warranties, or if adequate 
information is provided by third parties. In addition, insurance markets are important· 
sources of information about risks. 

Government action may have unintentional harmful effects on the efficiency of market 
outcomes. For this reason 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 Ught of actual experience. a particularly 
demanding burden ofproof is required to demonstrate the need for any of the following 
types of regulations: 

• 	price controls in competitive markets; 

• 	 production or sales quotas in competitive markets; 

• 	 mandatory uniform quality standards for goods or services, unless they have 
hidden safety bazards 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 (a) where indispensable to 
protect health and safety (e.g., FAA tests for commercial pilots) or (b) to manage 
the use of common property resources (e.g., fisheries, airwaves, Federal lands, 
and offshore areas). 

B. 	Appropriateness of Alternatives to Federal Regulation 

Even where a market fajlure 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 
aitematives may include the judiCial system, antitrust enforcement, and workers' 
compensation systems. Other nonregulatory alternatives could include, for example, 
subsidizing actions to achieve a desired outcome; such subsidies may be more efficient 
than rigid mandates. Similarly. a fee or charge, such as an effiuent discharge fee, may 
be a preferable alternative to banning or restricting a product or action. Legislative 
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th""'fore misleading and inappropriate to characterize. standard as a performance 
standard if it is set so that there i. only one feasible way to meet it; as a 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 a 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 unaeeeptable 
air quality outcomes (such as "hot spots" from local poDution concentration). 

2. Different Requirements for Different Segments of the Regulated Population. There 
might be different requirements established for Jarge and small fmns, 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. It is not efficient to 
place a heavier burden on one segment of the regulated population solely on the 
grounds that it is better abJe to afford the higher cost; this has the potential to load on 
the most productive seetors of the economy costs Il1at are disproportionate to the 
damages they create. 

3. Alternative Levels of Sltingency. In general, both the benefits and costs associated 
with a regulation will increase with the level of stringency (although marginal costs 
generally increase with sltingency, whereas marginal benefits decrease). It is important 
to consider alternative levels of sttingency to better understand the relationShip between 
stringency l!lld the size l!lld distribution of benefits and costs among different groups. 

4. Alternative Effective Dates of Compliance. The tinting of. regulation may also 
have an important effect on its net benefits. For example, costs of. regulation may 
vary substantially with different compliance dates for an industry that requires a year or 
more to pian its production runs efficienUy. In this instance, a regulation Il1at provides 
sufficient lead time is liIreIy to achieve its goals at a much lower overall east than a 
regulation that is effective immediately, although the benefits also could be lower. 

5. Alternative Methods of Ensuring Compliance. Compliance alternatives for Federal, 
state, or local enforcement include on-site inspection, periodic reporting, l!lld 
compliance penalties structured to provide the most appropriate incentives. When 
alternative monitoring and reporting methods vary in their costs and benefits, prontising 
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, alternatives 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 that alter the incentive of insurers and insured parties), and required bonds, 
insuranee or warranties. (In many instances, implementing th~ alternatives will 
require legislation.) 

8. Considering SpecifIC Statutory Requirements. When a statute establishes a specific 
regulatory requirement and the agency has discretion to adopt a inore 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 thet is what the agency proposes. 

III. ANALYSIS OF BENEATS AND COSTS 

A. General Principles 

The preliminary analysis described in Sections I and IT wiD lead to the identification of 
a workable number of alternatives for consideration. 

I. Baseline. The benefits and costs of each alternative must be measured against a 
baseline. The baseline should be the best assessment of the way the world would look 
absent the proposed regulation. ThaI assessment may consider a wide range of factors, 
including the likely evolution of the market, likely changes in exogenous factors 
affecting benetits and costs. likely cbanges in regulations promulgated by the agency or 
other government entities, and the likely degree of compliance by regulated entities 
with other regulations. Often it may be reasonable for the agency to forecast that the 
world 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 compered against reasonable alternatives. 

When more than one baseline appears reasonable or the baseline is very uncertain, and 
when the estimated benefits and costs of proposed rules are likely 10 vary significanUy 
with the baseline sciected, the agency may cboose to measure benefits and costs against 
multiple allernative baselines as a form of sensitivily analysis. For example, the 
agency may choose 10 conduct a sensitivity analysis involving 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 
unmane~ benefits (i.e., a value that would result in the action baving positive net 
benefits). Such a value can be evaluated for it. reasonableness in the discussion of the 
justification of the proposed action. Cost-effectiveness analysis should also be used to 
compare regulatory alternatives in cases where the level of benefits is specified by 
statute. 

If the proposed regUlation is composed of. number of distinct provisions. it is 
imponant to evaluate the benefits and costs of the different provisions separately. The 
interaction effects between separate provisions (such that the existence of one provision 
affects the benefits 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 ofprovisions in iliis way. Some judgment must be 
used to select the most signifJatnt or suspect provisions for such analysis. 

3. Discounting. One of the problems ilia! 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 compering benefits and costs, to simply add up ilie benefits and 
costs accruing over time. Discounting takes account of the fact iliat resources (goods 
or seJVices) that are avallshle in a given year are worth more than ilio identical 
resources avallable 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-<lollar benefits and costs must be discounted to 
present values before benefits and costs in different years can be added together to 
determine overall ne! benefits. To obtain constant dollar estimates, benefit and cost 
s:treams in nominal dollars should be edjusted 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 to be an 
approximation of the opportunity cost of capital, which is the before-tax rate of return 
to incremental private investment. The Circular A·94 rate, which was revised in 1992 
bated on an extensive review and public comment, reflects the rates of rerum on low 
yielding forms of capital, such as housing, as weli as ili. higher rates of returns yielded 
by cotpOrnte capital. , This average rate currently is estimated to be 7 percent in real 
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into account chang.. over time in relative values may have an effect similar to 
discounting environmental impactS at a lower mte, it is important to separate the effeets 
of discounting from the effeets of relative price changes in the economic anaIysis, In 
particular, the discount mte should not be adjusted for expected changes in the relative 
prices of goods over time. Instead, any changes in relative prices thet are anticipated 
should be incmporated directly in the calculations of benefit and cost streams. 

. 
(b) Additional considemtions. Modem research in economic theOry has established a 
preferred model for discounting, sometimes referred to as the shadow price approach. 
The basic concept is that economic welfare is ultimately determined by consumption; 
in\'CSbnent affects welfare only to the extent that it affects current and future 
consumption. Thus, any effect that a government program has on public or private 
investment must be convened to an associated stream of effects on consumption before 
being discounted. 

Converting invesmenf.related benetits 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 mte 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 invesment, and the rate of reinvestment of future yields from current 
investment. 

Estimates of the shadow price are quite sensitive to these assumptions. For example, in 
scme applications it may be appropriate to assume that access to global capital markets 
implies no crowding out of private invesbnenl by government actions or thaI monetary 
and fiscal authorities determine aggregate levels of investment so that the impact of the 
contemplated regulalion,on lotal private investment can be ignored. Alternatively, 
there :is evidence that domestic saving affects domestic invesment aod that regulatory 
costs may also reduce investment. In these cases, more substantial crowding out would 
be an appropriate assumption. 

The rate of time preference is also a complex issue. Genera1ly, it is viewed as being 
approximated by the real return to a safe asset, such as Government debt. However, ~ 
substantial fraction of the population does little or no saving and may borrow at 
relatively high interest rales. 
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contraCting cancer) and the lack of complete knowledge about pammeter values that 
denne 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 w the fact that 
knowledge of the probabilities and sets ofpossible outcomes that characterize a 
probability distribution of risks, based on experimentation, statistieal sampling, and 
other "ientinc tools. is itself incomplete. Thus. for example, a cancer risk 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 sucb exposures; the science underlying the 
quantification of the hazard is uncertain; or there are plausible competitors to the model 
for converting scientific knowledge and empirieal measures of exposures into risk units. 
Estimates of regulatory benefIts entail additional uncertainties, 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 opportunity costs or the compliance strategies 
of regulated entities. . 

Estimating the benefits and costs of risk-reducing regulations includes two components: 
a risk .assessment that, in pan, characterizes the probabilities of occurrence of outcomes 
of interest; and a WJhiation of the levels and cbanges in risk 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 
eondueled in a way that permits their use in a more general benefil-cost framework. 
juS! as the benefiH:ost analysis shonld attempt to capture the results of the risk 
assessment and not oversimplify the results (e.g.• the analysis sbould address the 
benefit and cost implications of probability distributions). 

Risk ma1Ulgement is an activity coneeptually distinct from risk assessment or valuation. 
invohing a policy of whether and how 10 respond to risks to health, safety, and the 
envimnment. The appropriate level of protection is a policy choice rather than a 
scientific one. The riak assessment should generate a credible. objeetive. realistic, and 
scientifically balanced analysis; present information on hazard, dose-response, and 
exposure (or analogous material for non-health assessments); and explain the 
confidenee in each assessment by clearly delineating strengths, uncertainties, and 
assumptions, along with the impacts of these faclors on the overall assessment. The 
data, assumptions, models, and inferences used in the risk assessment to construct 
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:results representing a range of plausible scenarios, toge!ber wi!b any information !bat 
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 assessment. The existence of plausible alternative models and their 
implications should be cmied through as part of each risk characterization product. 
Alternative models and assumptions should be used in the risk aSsessment as needed to 
provide decisionmakers with information on !he robustness of risk estimates and 
estimates of regulatory impacts. A!J with other elements of an EA, there should be 
balance between thoroughness of analysis in !he treatment of risk'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 evaluated at every step of the assessment. The 
assessment should provide sufficient information for decisionmakers to understand the 
degree of scientific uncertainty and !he robustness of estimated risks, benefits, and 
costs. The choice of model. or scenarios usad in the ri.k assessment should be 
explained. 

Where feasible, data and assumption. should be presented in a manner that permits 
quantitative evaluation of their incremental effects. The cumulative effects of 
assumptions and inferences sbould also be evaluated. A full characterization of risks 
sbould include fllldings for the entire affected population and relevant subpopulations. 
Assumptions should be consistent with reasonably obtalnable scientific information. 
Thus, for example, low-dose toxicity extrapolations should be consistent with 
physiologicallmowledge; assumption••bout environmental fate and transport of 
contaminants should be consistent with principles of environmental chentistry. 

The material provided should permil the reader 10 replicate the analysis and quantify 
the effects of key assumptions. Such analyses ate beconting increasingly easy to 
perform because of advances in computing power and new methodological 
developments. Thus, the level and <cope of disclosure and transparency should 
increase over time. 

In order. for the EA 10 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 to quantitatively characterize the probability distn'butions, 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 infonnalion as possible 
aboullbe JilreIy plausibility or frequency of occurrence of different scenarios (sets 
ofparnmeter values) considered. 

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

• 	Meta-analysis 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, lbereby improving confidence in lbe 
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, arid analyze variations in those results as 
functions of potential causal factors. Care must be taken to ensure that the data 
used are comparable, that appropriate Slatistical methods are used, and that 
spurious correlation problems are considered. One significant pitfall in the use of 
meta-analysis arises from combining results from several studies that do not 
measure comparable independent or depecdent variables. 

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

Uncertainty may arise from a variety of fundamentally different sources, including lack 
of data, variability in populations or natural conditions, limitations in fundamental . 
scientific Imowledge (both social and natural) resulting in lack of Imowledge about kny 
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 10 defer action 
pending further study. Que factor that may help determine whether further study is 
justifiable as a policy alternative is an evaluation of the potential benefits of the 
infonnation relative to the resources needed 10 acquire it and the potential costs of 
deJaying action.. When uncertainty is due largely to observable vatiability in 
populations or natural conditions, one policy alternative may be to refllle targeting, that 
is, 10 differentiate policies across key subgroups. Analysis of such policies should 
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information on the incidence ofregulatory effects in c:aleuiating tollll net benefits 
estimates. . . 

The importance of including estimates of individuals' willingness to pay for risk 
reductico. vmes. Willingness to 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 marJret returns to 
investment. When the effetts of regulation fall primarily on private parties, it is 
sufficient to incolpOrate 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 generaIIy Should not be adjusted as a 
device to 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 or· 
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 unforeseeable) changes in market conditions as 
time passes. In such cases, tbe certainty equivalents of net benefits will tend to cbange 
systematically over time; these changes Should be tsken into account in analyzing 
regUlations that have substantial effects over a long time period. Uncerllllnty that 
increases systematically over time will result in certainty equivalents that fall 
systematically over time; however, these decreases in certainty equiva1ents will mimic 
the effr.cts of an increase in the discount rate only under special circumstances. 

5. Assumptions. Where benefit or cost estimates are heavily dependent on certain 
assumptions,it is essential to make those assumptions explicit and, where alternative 
assumptions are plausible, to carry out .sensitivity analyses based on the alternative 
assumptions. If the value of net benefits changes sign with alternative plausible 
assuml,tions,further analysis may be necessary to develop more evidence on whicb 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 evaluating the results 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. Nonmonetiud Benefits and Costs. Presentation of monetiud 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 effeets may not be easy. Effects that cannot be fully monetiud or otherwise 
quantified should be descril:ied.· Those effeets that can be q,:"",tified should be 
presented along with qualitative information to characterize effeets that are not 
quantified. 

Irrespective of the presentation of monetiud benefits and costs, the EA should present 
available physical or other quantitative measures of the effects of the alternative actions 
to help decisionmakers understand the full effects of alternative actions. These include 
the magnitude, timing, and likelihood of impaets, plus other relevant dimensions (e.g., 
irreversibility and uniqueness). For instance, assume the effects of. water quality 
regulation include increases in fish populations and habitat over the affected stream 
segme",~ and that it is not possible 10 monetize such 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 be taken, however, wben estimates of 
monetiud 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 
be<:ause they were judged to be relatively unimportant, and efreets that could not be 
quantified for other reasons. 

8. Distributional Effeets and Equity. Those who bear the costs of a 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 alternative across the 
population and economy, divided up in various ways (e.g., income groups,:ace, sex, 
industrial sector). Benefits and costs of a regulation may be distributed unevenly over 
time, perhaps spanning several generations. Distributional effeets may also arise 
through 'transfer payments' arising from a regulatory action. For example, the 
revenue collected througb a fee, surcharge, or tax [Ill excess of the cost of any service 
provided) is a transfer payments. 

Where distributive effects are thought to be important, lbe effeets of various regulatory 
alternatives sbould be described quantitatively to the ex!en! possible, including their 
magnitude, likelihood, and incidence of effects on particular groupa. Agencies shOUld 
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result of a proposed regulation. To the extent possible. tlie probability distributions of 
benefits should be pre:<ented. Extreme estimates should be presented as complements 
to central tendency and other estimales. 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 wlll 
allow for a reasoned determination by decisionmakers of the appropriate level of 
regulatory action. 

It is important to guard agains! double-oounting of benefits. For.example. if. 
regulation improves the quality of the environment in a community. the value of real 
estate in the community might rise. reflecting the greater attractiveness of living in the 
improved environment Inferring benefits from changes in property values is complex. 
On the one hand. the rise in property values may refiect the capitalized value of these 
improvements. On the other hand. benefit estimates that do not incorporate the 
oonsequences of land 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 regul.tory impacts into property values. 

1. General Considerations. The concept of "opportunity cost" is the appropriate 
construct for valuing hoth 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 wilIingness-to-pay. as 
long as the goods and services affected by • potential regulation are traded in markets. 
It is more difficult to estimate benefits where market transactions are difficull to 
monitor or markets do not exist. Regulatory analysts in these cases need to develop 
appropriate proxies that simulate market exchange. Indeed. the analytical proeess of 
deriving benefit estimates by simulating markets may suggest alternative regulatory 
strategies that create such markets. 

Either wilIingness-to-pay (WTP) or wilIingness-to-aceept (WfA) can provide an 
appropriate measure of benefits, depending on the allocation of property rights. The 
common preferenee for WI'P over wrA measures is based on the empirical diffieulties 
in estimating the latter. 

Estimates of wilIingness-ta-pay based on observable and replicable behavior deserve the 
greatest level of confidence. Greater uneertalnty attends benefit estimate. Ibat 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 benefilS. 
Genernlly, 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 estimaleS of the value of environmental amenities derived 
from tI1lvei-{:()s\ studies, hedonic price models !hat measure differences or changes in 
the value of land, and statistical studies of occupational-risk premiums in wage tates. 
For all these methods, care is needed in designing protocols for J;djably estimating 
benefits or in adapting the resullS of previous studies to new applications. The use of 
occupational-risk premiums can be a source of bils because the risks, when recognized, 
may be voluntarily rather than involuntarily assumed, and the sample of individuals 
upon which premium estimaleS are based may be skewed toward mere risk-tolerant 
people. 

Contingent·valuation methods have become increasingly common for estimating 
indirectly tI1lded 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 to pay compared to methods based on (mdirect) 
revealed preferences. Accordingly, value estimates derived from contingent-valuation 
studies require greater analytical care than studies based on obSe!Vable behavior. For 
example, the contingent valuation instrument must portray a realistic choice situation 
for respondents - where the hypothetical choice situation colTesponds closely with the 
policy context to which the estimaleS will be applied. The practice of contingent 
valuation is I1lpidly evolving, and agencies relying upon this tool for valuation should 

. judge the reliability of their benelit estimates using this technique in light of advances 
in the state of the art. 

4. Principles and Methods for Valuing Goods That A:re 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 genemlly more severe than) those arising with respect to indirect 
benefilS, principally because there are rew or no relsted market transactions 10 provide 
data for willingneSs·to-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 obSe!Vable and replicable behavior with r~t to 

the good in question, combined with the complex and often unfamiliar nature of the 

goods being valued, argues for &reat care in the design and exCClltion of surveys, 
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Valuing lost production and other tim..related costs gives rise to a number of 
methodological concerns. For occupational illness or injury, lost production can be 
measurod 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 illness or injury to these parts 
of the population presents I> greater challenge than valuing the lOS. of employee . 
services using wage rates. Fmally, the valuation of health impacts on children or 
retirees through the direct-<:osl approach is especially problematic since their zero 
opportunity cos! in the labor market is not a good proxy for the social cost of illness. 
The agency should use whatever approach it can justify but should provide a c1eat 
explanation of the assumptions and reasoning used in the valuation. 

(1) Fatality risks. Values of fatality risk roductlon often figure prorilinently in 
assessments of government action. Estimates of these values that are as accurate as 
possible, given the circumstances being assessed and the state of knowledge, will 
reduce the progpccts for inadequate 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 
sometimes 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. 
l! should be made c1eat that these tenns refer to the willingness to pay for reductions in . 
risks of premature death (scaled by the reduction in risk being valued). That is, such 
estimates refer only to the value of relatively small changes in the risk of death. They 
have no application to an identiftable individual. . 

There i. also confusion about the term "stausticallife." This terms refers to the sum of 
risk roduclions expected in a population. For example, if the annual risk of death is 
reduced by one in a 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 roductions in fatality risks is in terms of the "value of 
statisticallife·years extended" (VSLY). For example, ifa regulation protected 
individua1s whose average remaining life expectaney was 40 years, then arisk 
roduclion ofone fatality would be expressed as 40 lif..years extended. This approach 
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which U,e net benefits of tile two alternatives are equal). This method will frequently 
be infeasible because of its computational demands but, where feasible, it may be a 
useful addition to the sensitivity analysis. 

An implicit valuation approach til.! could be used entails ealeulations of til. net 
incremental cost per unit of reduction in fatality risk (cost per "statistical life saved") of 
alternative measures. with net incremental costs defmed as COsts ,minus monctired 
benefits. Alternatives can be arrayed in order of increasing reductions in expected 
fatalities. Generally this will also coxrespood to increasing incremental cost. (It is 
possible, that there will be some initial economies of scale, with declining incremental 
costs. If incrementa! costs are declining over a broad range of alternative measures, it 
is likely that there are flaws in the defmition of the measures or the estimation of their 
effects.) The incremental cost per life saved then can be calculated for each adjacent 
pair ofalternatives. With this construction, the choice to undertake. certain set of 
measures while eschewing others implies a lower and upper bound for the value per life 
saved; it would be at least as large as the incremental cost of the most expensive 
measure undertaken. but not as large as the cheapest measure not undertaken. In 
contrast 10 explicit valuation approaches, this avoids the necessity of specifying in 
advance a value for reduction. in fatality risks. However, the range of values should be 
consistent with estimated values of reductions in fatality risks calculated according to 
the willingness-to-pay methodology, and the method should be consistently applied 
across regutatory decisions (within statutory limitations), in order to assure that 
regulation achieves the greatest risk reduction possible from the level of resources 
committed to risk reduction. 

While there are theoretical advantages to using a value of statisticallife-year-extended 
approach, cuttent research does not provide a definitive way of developing estimates of 
VSLY that are sensitive to such factots as current age, latency ofeffect. life years 
remaining, and social valuation of different risk reductions. In lieu of such 
information, there are sevetal 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 is 10 use results from the wage compensation literature (which focus on the 
effect of age on WfP to avoid risk of occupational fatality). However, these results 
may not be,appropriate for other types of risks. Another approach is to annualize the 
VSL using an appropriate rate of discount and tlte average life years remaining. This 
approac.h does not provide an independent estimate of VSLY; it simply rescales the 
VSL estimate. Agencies should cousider providing estimates of both VSL and VSLY, 
while recognizing the developing slate of knowledge in this area. 
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(Producers' swplus is the difference between the amount a producer is paid for a unit 
of a good aod the minimum amount the producer would accept to supply that unit. II is . 
measured by the area between the price aod the supply CUIVe for that unit. Consumers' 
swplus is the difference between what a consumer pays for a unit of a good and the 
maximum amount the consumer would be willing to pay for that unit. It is measurod 
by the distance between the price aod the demand curve for that unil.) 

The opportunity cost of an alternative also incorporates the value'of the benefits 
forgone as a consequence of that alternative. 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 produet, laking into account the mitigating effects of potential 
substitutes. As another example, even if a resource required by regulation does not 
have to be paid for because it is already owned by the regulated fum, the use of that 
resoutce to meet the regulatory requirement has an opportunity cost equal 10 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 calculated should be incremental, that is, they should represent changes in 
costs lllat wOuld occur if the regulatory option is chosen compared to costs in the base 
ease (ordinarily no regulation or the existing regulation) or under a less stringenl 
alternative. Future costs that would be incumd even if the regulation is nol 
promulgated, as 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 calculated as the area under the marginal cost curve over 
the relevant range. A schedule of monetized costs should be included that would sbow 
the type of cost aod when it would OCCut; the numbers in this table should be expressed 
in constant, undiscounted dollars. 

The EA should identify and exptaln the data or studies onwhich cost estimates are 
based with enough detall to permit independent assessment and verifieadon of the 
results. Where COSt estimates are derived from a statistical study. the EA should 
provide sufficient information so that an independent observer can detenntine the 
representativeness of the sample, the reliability of extrapolations used to develop 
aggregate estimates. and the statistical significance of the results. 
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<a) Swcity rents and monopoly profits. H, for enmple, sales of. competitively 
produced product were restricted by • government regulation so as to mise prices to 
consumers, the resultiog profit increases for sellers are not a net social benefit of the 
rule, nor is their payment by consumers generally a net social cost, thougb 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 lb. product. The same 
conclusion applies if the government restriction provides an oppollUnity 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 governmentmandate and the 
induced change in market structure. 

(b) Insurance payments. Potential pitfalls in benefit-cost analysis may also arise in the 
ease of insurance payments, which are transfers. Suppose, for example, a worket 
safety regulation, by decreasing employee injuries, led to reductions in firms' insurance 
premium 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 adntinistering insurance (such as the time insurance 
company employees needed 10 process claims) due to the reduction in worker insurance 
claims. Reductions in insurance premiums that are matched by reductions in insurance 
daim payments are changes in transfer payments, not benefits. 

(c) Indirect taxes and subsidies. A third instance where special treatment may be 
needed 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 51,000 customs duty is a 
transfer payment from the fum to the Treasury, not a real resource cost. This 
approach, which implicitly assumes !bat the equipment is supplied at constant costs, 
should be used except in special circumstances. Where the taxed equipment is not 
supplied at constant cost, the technically correct treatment is to ealculate how many of 
the units purchased as a result of the regulation are ,applied from inercased production 
and how many from deereased 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. Thi, calculation is usually difficult and imprecise because it requires 
estimates of supply and demand elasticities, which are often difficultto obtain and 
inexact. Therefore, this treatment should only be used where the benefit-cost 
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and Methods. A comprehensive high-level treatment of environmental valuation issues. 
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treatment of issues related to public and private sector discounting. 

E. J. Mjshan, Economics for Social Decisions: Elements of Cost-Benefit AnalYSis. 
Assumes some knowledge of economics. Chapters 5-8 should he helpful on the 
important subjects of pruducers' and consumers' surpluses (not discussed extensively in 
this guidance document). 

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

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

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

George Tolley. Donald Kenkel, and Robert Fabian, Ed•. , Valuing Health for Policy: 
An Economic Approach. An excellent summary of methods 10 value reduction in 
morbidity and extensions to life expectancy. 

W. lGp Viscusi, Risk By Choice. Chapter 6 is a good starting point for the topic of 
valuing health and safety benefits. Other more teclmical sources are given in the 
bibliography. 
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i.XECUTNE OFF"tCE Of' THE PRESloeNT• O'''ICE OF ..,Io.N4GEMENT ANO eVOC-£T 

l ... '.., .....'~"~,·. ~'''V 
flt(hJI....TO""" ...,.'",lItS 

MEMO~'DUM FOR REGULATORY WORKING GROUP 

FROM, Sally Katz~ 
SUBJECT, Principles for Risk Analysis 

Attached is a statement of policy on risk assessment, management 
and communication. The principles are designed to define risk 
analysis and its purposes, ~nd to generally guide agencies as 
they use risk analysis in. the regulatory context. They are 
intended to provide a general framework -- a structure stating 
basic princ5.ples upon which a wide consensus now exists. 

The principles are aspirational rather than prescriptive.- Their 
application requires flexibility and practical judgment. The 
science of r:.sk assessment is rapidly <;hanging and i.ts use is a 
function of a number of factors -- 'including legal 'mandates and 
available resources -- that vary from one regulatory program to 
another. 'We therefore do not offer these principles as 
conclusive, complete or irrevocable; they are Intended to be used 
as a pc,int 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 be quoted or extracted in 
isolation. The principles are not intended to provide the basis 
for judicial review or legislation . 
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PrInciples ror RIsk Assessment, Management, and Communication 

Regulatory Worldn, Oroup 
JanuaIy 12. 1995 

A. 	 Genernl Principles 

1. 	 These Principles are IntendM to be goals for agency activities with respect to 

the assessment, management, and communication of environmenl3l, health, 

and safety risks. AgenCies should recognize thai risk analysis Is a tool- one 

of many. but nonetheless an impoiunt tool -In the regulatory toolldt. These 

Principles are intendM 10 provide a genernl policy framework for evaluating 

and reducing risk, while recognizing thai risk analysis Is an evolving process 

and agencies must retain sufficient flexibility 10 incorporate scientific 

advances. 

2. 	 The principles in this document are intended 10 be applied and interpreted in 

the context of starulOry policies and requirements. and Administration 

priorities. 

As stated in Executive Order No. 128156. "In setting regulatory priorities. each 
, ., ,3. 

agency shall'consider, to the'extent reasonable, the degree and narure of the 

risks posed by various substances or activities within its jurisdiction" [S<ction, . 

1(b)(4)]•. Further. In developing regulations. federnl agencies should consider 

•••.how the action will reduce risks 10 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· [S<ction
, 	 . . 

4{c)(l){D)]. 

4. 	 In ~ndertaldng risk analyses. agencies should establish and maintain a clear . 
distinction between the Identification, quantification. and characterication of 

risks, and the selection of methods or mechanisms for managing risks. Such a 

distinction. however. does not mean separation. Risk management policies . 

may induce changes in human b<;haviors that can alter risks (i.••• reduce. 

1 



• 
" 	 • 

• 	 increase, or change Illeir e!lara<;ter), and Illese linkages must be incorporated 

into evaluations o( Ille effectiveness o( such polieies. 

S. 	 The depth or extent o( Ille analysis of the risks. benefit> and cost> associated 

willl • decision should be commensurate with the nann.. and significance of the 

decision. 

B. 	 Principle. (or Risk Assessment 

1. 	 Ageneies should employ the best reasonably obtainable scientlfic information 

to assess risks to bealth, safety, and the environment. 

2. 	 Characterizations o( risks and of changes in the nalllre or m'gnilllde o( risks 

should be both qualiialive and quantitative, consistent with available data. The 

cha.ra<:teriz.alions should be brosd enough to inform the range of policies to 

reduce risks. 

3. 	 Iudgment> used in developing a risk assessment, such as assumptions, default>, 

and uncertainties, should be stated explicitly. The rationale for these 

judgments and Illelr influence on the risk assessment should be articulated. 

4. 	 Risk assessments should encompass all appropriate b:wIrds (e.g., acute and 

chronic risks, including cancer and non-cancer risks, to human health and me 
envirorunent). In addition to oonsidering the full population at risk, attention 

should be directed to subpopul.tions that may be partlculMly susceptible to 

such risks andlor may be more highly exposed. 

S. 	 Peer review of risk assessmenis can ensure that the highest pro(essional 

standards are mainta!ned. Therefore, agencies should develop policiea to 

maximize its lise. 

6. 	 Agencies should strive to adopt consistent approacbes to evaluating the risks 

posed by b:wIrdous agent> or evenu. 

C. 	 Principles for Risk Management 

1. 	 In maldng significant risk management decisions, aB.eneles should analyze the 

distiibution of the risks and iIle 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 strntegies. ~ly feasible risk 

management strategies, including regulation, positive and negative economic 

incentives, and other ways to encourage behavioral changes to reduce risks 

(e.g., 	informatioD dissemination), should be evaluated. Agencies should 

employ the best availabl. scientific, economic and policy analysis, and sueb 

analyses should Include explanations of significant assumptions, uncertainties, 

and melhods of data development. 

2. 	 In .boosin, among alternative approaches to reducing risk, agencies should 

seek to offer the greatest net improvement in totallQcietal welfare, accounting 
, 	 . 

for a broad range of relevant social and economic considerations IiUch as, 

equity, quality of lire, individual preferences, and the magnitude and 

distribution of benefits and costs (bo!h direcl and indirect; bod! quantifl3ble 

and non.quantifiable), 

D. 	 Principle. for Risk Communication 

1, 	 Risk communication should involve Ibe open, two-way exchange of 

information between profesSionals, including both Policy makers and 'cxports"'" 

in rel~vant diSciplines. and the public. 

2. 	 Risk management goals !bould be stated clearly, and risk assessments and risk 

management decisions shOUld be communicated accurately and objectively in a 

meaningful manner. To maximize public understanding and participation in 

risk-related decisions, agencies should: 

a.. explain the basi. for significant assumptions; data, models, and 

. inferences used or relied upon In the assessment or decision; 

b. 	 descn1>e the sources, extent and magrtitude of Significant uncertainties 

IlSsoeiated with the assessment or decision: 

c. 	 mske appropriate risk comparisons, taking into account, for example, 

public artitudes wi!h respecl to voluntary versus involuntary risks; and,, , . 
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d; provide timely, public access to relevant supporting documents and a 

reasonablc oppol'1wliey for public C<llllIlll'III. 

E. 	 Principles ,for PriorilY Setting Using Ri,k Analysis 

1. 	 To infonn prioriey selling, agencies should seck to compare risks. gfouping 

them into broad categories of concern (c.g., high. moderate. and low). 

2. 	 Agencies should set priorities for managing risks so thst those a<:tions resulting. 

in the greatest net improvement in socle1al welfare are taken first, aocounting 

for relevant management and social considerations such as different tyPes of 

health or envirorimental impacU; individual preferenoes; the fea.slbiliey of 

reducing or avoiding risks; qualiey of life; environmental justice; and the 

magnitude and distn"bution of both short- and long-lenn benelllS and costs. 

3. 	 The setting of priorities should be infonned bY internal agency experts and a 

broad range of individuals in stilte and local government. industty••cademla. 

and nongovernmental organizations, as wen as the public III large. Where 

possible. consensus view. should be reflected in the setting of priorities. 

4. 	 Agencie, should attempt to coordinate risk reduction efforts wherever feasible 

and approprialll. 
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EXECUTIVE OF"F"ICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT ANO BUDG£T 

October 12. 1993 
THE QIJ\EC-TOA 

FOR HEADS OF EXECUTIVE DEPARTMENTS AND AGENCIES, AND 
INDEPEND~"T REGULATORY AGENCIES • 

FROIl: 	 Leon E. Panetta L1t?;1;
Director ~ 

SUBJECT: 	 Gllia;nce tor Implementing E.O. lUU 

The President issued Executive Order No. 12866, -Regulatory 
Planning and Reviewfft on September 30, 1993. This Order directs 
the Office of Management ana audget (OKB) to carry out the 
centrali.zed revieW" of siqnificant regulatory actions under 
develop~ent at regulatory 6gencies., ~ 

WH,hin Ol!l!, the Office of Information and Regulatory 
Affairs (OIRA) has the primary responsibility under the 
Executive Order for a number of the specific regulatory reviey 
an~ planning functions. Sally Katzen, the OIRA Administrator, 
has prepared a memorandum setting forth initial steps to 
implement the Order. Among other things, each agency must 
pro~pt1y designate a Regulatory Policy Officer and begin
discussions vith OIRA concerning: those r&qulations that warrant 
centralized review. 

I urge you to send Administrator Katzen's memorandum 
(attached) to the appropriate officials for their immediate 
attentio'n. 

Attachment 



EXEC'-'T,VE OFFICE OF THE PRESIDENT 

OFFICE OF MANAGEMEf\,"'[ ANO BUDOET 


WA$;.(tNCTON, O,C, 20503 


October 12, 1993 

MEMORANDUM fOR HEADS OF EXECUTIVE DEPARTMENTS AND AGENCIES, 
INDEPENDENT REGULATORY AGENCIES 

AND 

FROM: sally K.tze~1~ 
Administrator, Office of 

Information and Regulatory Affairs 

SUBJECT: Guidance for Implementing £.0. 12866 

The Preside:r.t issued Executive Order No. 12866, tlRegul'atory 
Planning and Review,1t on September 30, 1993 (58 Fed.Reg. 51735 
{October 4, 1993).1 It calls upon Federal agencies and the 
Off ice of Information and Regulatory Affa~rs (OIRA) to -carry out 
specific ac~ions deSigned to streamline and make more efficient 
the regulatory process. This memorandum provides guidance on a 
number of the provisions of the new Order. Undoubtedly, with 
experience, additional questions will be raised, and we will 
atte~pt to respond promptly as they arise~ 

The Order as a whole applies to all Federal agencies, with 
the exception of the independent regulatory agencies (Sec. 
3(b). The independent regulatory agencies ~ included in 
provisic,ns concerr.ing the IlUnified Regulatory Agenda" (Sec. 
4(b}) ar.d "The Regulatory Plan" (Sec. 4(en. However. 'While the 
Presider,t's "Statement of Regulatory Philosophy and Principles" 
(Sec. 1) applies by its terms only to those agencies that are 
not independent, the independent regulatory agencies are 
requested on a voluntary basis to adhere to the provisions that 
may be pertinent to their activiti&s~ 

In addition f the Order states that the OlRA Administrator 
may exempt 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 
immediately, these agencies are exempt from the scope of the 

This Order replaces E.O. 12291 and 0:.0. 12498. 
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Ordar. 1 Like the independent agencies, those agencies listed in 
Appendix A are requested 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 a RequlatQ~Y 
Policy Officer "who shall report to the agency head'* (Sec. ,~ 

< 

6(a)(2». This Regulatory Policy officer is to be involved ~t 
each stage of the regulatory process to foster the development of 
effective, innovative f and least burdensome regulations. Because 
the Regulatory Policy Officer will in most circumstances serve as 
the agency representative to the Regulatory Working Group (see
below), please provide us with the name, mailing address I and 
telephone and fax numbers of your desiqneee as soon as possible. 

3. Regulatory Working Group. 

The Qroer directs the orR~ Adminis'Crator to convene a 
Regulatory Working Group consisting, in part. of the 
representatives of the heads of 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 members of the Regulatory Working Group, which is 
attached as Appendix a. SOl'l",e of the Departments that have 
separate regulatory components may quality for ~ultiple 
representatives. Please notify us if you believe that your 
Department should have more than one represent~tive. In 
suggesting additional representatives, please identify these 
persons and provide us with their mailing addresses, and 
telephone and fax numbers. 

The Administrator is to convene the first meeting of the 
Requlatory Working Group within 30 days_ It is therefore 
essential that ~e have your response as soon as possible. 

4. Regulatory Planning Mechanism. 

The Order emphasizes planning as a way of identifying 
significant issues early in the process so that whatever 
coordination or eollaboration is appropriate can be achieved at 

2 To assure that the purposes of the Executive Order are" 
carried ,out, 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 ~arrants centralized review. 
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the beginning of the regulatory develop~ent 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 schedule and will be published before the end of 
October. Traditionall;{( all Agencies participate, describing 
briefly the regulations under development. The Order does not 
call for any change in either the scope or format of this 
document ~ ,~. 

The second planning document is the annual· Regulatory Plan 
(Sec. 4(c»), which is to be published in October as part of the 
Unified Eegulatory Agenda. The Regulatory Plan seeks to capture
the most iruportant significant regulations. In advance of 
agencies drafting their Regulatory Plans, the Vice President will 
meet with agency heads to seek a common understanding of 
regulatory priorities and to coordinate regulatory efforts to be 
accomplished in the upcoming year (Sec. 4(a)). The Vice 
President will convene the first meeting in early 1994. 
Following that meeting, we will provide appropriate guidance on 
the scope and structure of the submissions for the ~ 
Regylatory Plan. # 

.As you may recall, OMS had asked in OMS Bulletin No. 93-13 
(~ay 13, 1993) that certain agencies prepare a draft li2l 
Reaulotorv Program under the then applicable Executive Order No. 
12498. ¥.any 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 Order. While there is no\oo; insufficient time 
for all of the steps necessary to prepare a formal regulatory 
plan tor this year, the materials we have received will be useful 
in preparing for the meeting with the Vice President and our' 
other coor'chnation efforts. Those agencies that have already 
drafted but not submitted materials, as well as those who wish to 
augment 'Jhat, we have already received, are encouraged to send 
these rnat.erials to OIRA. 

5. Review o'f Existing Regulations. 

The Order directs each agency to create a program under 
whiCh it will periodically review its existing significant 
regulations to determine whether any should be modified or 
eliminated to make the agency's regulatory program more 
effective, less burdensome, and in greater alignment with the 
President's priorities and regulatory principles (Sec~ S)~ 
Specifically, within 90 days, agencies are to submit to the OIRA 
Administrator a program establishing, consistent with the 
agency/s resources and regUlatory priorities, the procedures for 
carrying '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. Sea}). 

We are aware that past Administrations have required 
agencies to undertake similar review efforts. So~e 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 to the Order. we are asking each agency to send to 
the OIRA Administrator within 90 days a work-plan which 
identifies ~ho and which office within the agency will be 
responsible for assurin9 that periodic reviews take place; the 
criteria to be used for selecting targets 0: review; the kinds of 
public involvement, data collection, economic and other analysis, 
and follow-up evaluation that are planned; the timetables to be 
applied; and. to the extent then known, the targets selected. As 
the program is imple~ented and an agency selects specific targets 
for review, please identify the specific programs, regulations, 
and legislation involved. To the extent they are relevant, we 
'Will share with you the revie.... efforts of other agencies. 

,6. Centrnlized Review of Regulat.ions. 

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 focus on the important 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 U ). Among other things. this will permit agencies ~o 
conduct the needed analyses for these regulations as part ot the 
development process, not as an after-th~-fact exercise (Sec. 
6(a) (3) (ll)j. ' , 

The Order defines Usignificant" regUlatory actions as those 
likely to lead to a rule (1) having an annual effect on the 
economy of $100 million or more or adversely and materially
affecting a sector of the economy, productivity, competition, 
jobs t the environment, public health or safety, or State, lOCAl; 
or trihal qovernments or communities; (2) creatin9 a serious 
inconsistency or otherwise interfering with an action taken or 
planned by another 8gency; (3) materially altering the budgetary
impact of entitle~entsj grants, user fees, or loan programs; or 
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{4) raising novel legal or policy issues (Sec. 3 (f}).l This 
definition is not ~holly susceptible to mechanical application; 
rather, in many instances I it will require the e~ercise of 
judgment. We will worK with the agencies to come to a 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 personnel at each agency to 
work with the OIRA desk officer(s) to develop an appropriate ,list· 
of rulema};:inqs that are under development for submission to OIR.A~· 
Yor each rulemaking, please use the format below: 

DEPARTMENT/REGULATORY COMPONENT. Title (\Indicate 
significance']; Upcoming Action! (Identify}) Planned 
Sub:nission/publication: (dateJ i RIN: [nurnber~J T 

statutory/Judicial Deadline: (date, if any). 

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

, 
) The Order is intended to cover any policy docUtr,ent of 

general applicability and future effect, which the agency intends 
to have the force and effect of law, such as guidances I funding 
notices, manuals, i~plementation strategies, or other public 
annouTlcernants, designed to irrlplernent, interpret, or prescribe law 
or policy or to describe the procedure or practice requirements 
of an agency. Such documents are nor~ally published in the 
federal Register, but can also be made available to the affected 
public directly . 

.: St.ate one of the following: "Not Significant", 
"Significant ll 

, or ItEcononically S~gnificantH. A designation as 
tlEconomically Significant" means that the regulatory action is 
likely to result in the effects listed in the first subsection 
naTl'lely. i.e., .lhave 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, productivitYt eompetition,
jobs, the environment, public health or safety, or State, local,· 
or tribal qovernments or communities." A regulatory action that 
is considered "Economically Significant!! must ultimately be 
supported by the analyses set forth in Section 6(a) (3)(C). 

5 Indicate whether the upcoming regulatory action is a 
"Notice of Inquiryft, "Funding Notice" f tiANPRM", IINPRM*', I1Interim 
Final Rule: fl 

l ·'Final Rule" I or what other action it may be. 

• tIRIN" is the Regulation Identifier Number published in 
the Unified Regulatory Agenda. If a RIN has not been assigned, 
the agency should obtain one through the normal process by 
contacting the Regulatory Information Service Center. 



continuing and, if continuing, the si9nifi~ant changes 
in program operations or award criteria~ Briefly 
describe issues associated with the rulemakinq, as 
appropriate, e.g., impacts {both benefits and costs}, 
interagency and intergovernmental (State and local) 
effects, budgetary effects (e.q" outlays, number of 
years and awards, administrative overhead), time 
pressures t and why the regulat,ory action is important,. 
sensitive, controversial or precedential. For final 
regulatory actions, include a brief statement of the 
nature and extent of public comment~ and the nature and 
extent of changes made in response to the public 
co~,ents.) «(Name and telephone number of program 
official who can ans~er detailed questions) 

We are not looking for a lengthy or detailed descript.ion of 
the isslJes listed above. All we need is information sufficient 
,to confirm the characteriZation of "significant" or tlnot 
significant tl Similarly, for final regulatory actions, the• 

descriptie,n of the public COlirments and changes is simply to 
enable us to decide whether we can expedite or waive our review 
of the final rule where, for exall".ple, there are few or no public 
COm.r:'ients and little or no substantive change from the previously 
revie....ed NPRM. 

Under the Executive Order, within 10 working days after OIRA 
receives this list. we will meet ""ith or call your office to 
discuss whether or not listed regulatory actions should be 
subr.,itted for centralized review (Sec. 6{a) (,l} (A)}. The purpose 
of this neeting is to confir~ the characterization of the 
proposal as IIsignificant U or "not significant t' , the 
characterjzation is important because f absent a materia~ change 
in the development of the rule, those characteri%ed as "not 
significant" need .D.2.t be submitted for OIRA review before 
pub~ication. 

OIRA will also want to discuss the timing for updates that 
would identify any hew regulatory actions under development. 
OIRA implemented this procedure with several agencies on a pilot 
basis while the Order vas being drafted. We are most pleased by 
the results. It has in some instances taken one or two tries to 
develop a process that works for a particular agency. In most 
instances f submission of A list once 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 Qf 
the rulern.king. This will enable us to identify early the issues 
that we are concerned about and to inform agency personnel of the 
type of analyses that eIRA will look for when it reviews the 
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regulatory action. All of this is designed to make the review 
process more efficient and avoid last minute problems. 

~~en an agency submits 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 ~ill meet that need~ and an assessment 
of the potential costs and benefits of the regulatory action, 
together with an explanation of how it is consistent with a 
statutory mandate, promotes the President's priorities, and 
avoids undue interference with State, local, and tribal 
qovernments. This should not impose additional burden on the 
agency_ All of the information should have been prepared as 
part of the 3gency t s deliberative process; and mUCh, if not all, 
of this information should already be set forth in the preamble 
of the proposal so as to allow more intorned public comment. 

If the re9ulatory action is economically significant (as 
defined in Sec. 3(f) (l}),' the Order 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 •. 
£(a) (3(C)). We 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 conclusion of this review, agencies,should continue to adhere 
to the existing OMS guidance on how to estimate benefits and 
costs. 

In order to assure that the public is aware of our r"eview 
under the Order and the possible effects that this review may 
have had. agencies should indicate in the preareble to the 
regulatory action whether or not the regulatory action was 
subject to review under t.O. 12866. On the other hand, there is 
no requirement that an agency document (in the preamble or in its 
sub~issions to OIRA) compliance with each principle of regulation 
set forth 'in'the beginning of the Executive Order (Sec. l(b)}; we 
dOt however, expect agencies,to adhere to these principles and to 
respond to any questions that may be raised about how a 
regulator}" action is consistent with these prOVisions of the 
Order. 

The OIRA Administrator was qiven the authority to exempt any 
category of agency regulations from centralized review (Sec. 
3(d) (4». To begin with, we have decided that the previously 
granted exemptions should be kept in effect E except as the Order 

, 
See footnote 4~ 
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specifically includes them.· Several edditional exemptions have 
been added as a result of cur ongoing discussions with agencies. 
A list of current exemptions is set torth in Appendix c. W& will 
add to this list as experience warrants. We urge you to contact 
the Administrator, or have your staff contaot your OIAA desk 
officer, to discuss those categories you believe may be suitable 
for exemption. 

7. Openness and Public Accountability. 

TO assure greater openness and accountability in the 
regUlatory review process, the Order sets forth certain 
responsil:>Uities for OlRA (Sec. 6(1:» (4)). Among other things, 
OIRA is placing in its public reading room a list of all agency 
regulatory actions currently undergoing review. This list is 
updated daily, and identifies each regulatory action by agency, 
title, date received. and date review is completed'. 

The reading'room also contains a list of all meetings and 
telephone conversations with the public and Congress to discuss 
the substance of draft regulations that OIRA is reviewing. 
Within OlM, only the Adr..inistrator (or at;! individual 
specifically designated by the Administrator -- generally the 
Deputy Administrator) may receive such oral corn~unications. 

When these meetings are scheduled, we are asking those 
outside the Executive branch to have conur.u!'1icated their concerns 
and supporting facts to the issuing agency befo!"e the meeting 
~ith OIRA. To assure that the matters discussed are known to the 
agency, we are inviting policy-level officials from the issuing 
agency to each such meeting. 

In addition J written materials received from those outside 
the Executive branch will be logged in the reading rOOm and 
forwarded to the issuing agency within lO working days. It will 
be up to each agency to put these in its rulemaking docket. 

After the regulation is published 1 OIRA is making available 
to the pUblic the documents exchanged between OIRA and the 
issuing agency. These materials will also be made public even if 
the agency decides not to publish the regulatory action in the 
Federal Beg1~ter. In addition, the Order directs that, after a 

• Section 3ed) {2} includes within the" definition of 
"regulation" or "rule" those pertaining to "procurement" and the 
tf ilt'.port or export of non-defense articles and services. U The 
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 
involving the Munitions List. ' 
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regulatory action has been published in the Federal Register or 
otherwise released, each agency is to ~ake available to the 
public thf~ text submitted for review, and the required 
assessments and analyses (Sec. 6{a) eJ) (E». 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 publicI in a complete l clear. and simple ~anner, the 
substan"tive changes that it made to the re9ulatory action between 
the tioe the draft was submitted to OIRA for review and the 
action was subsequently publicly announced, indicating those· 
changes that were ~ade at the suggestion or recommendation of 
elRA (Sec, 6(a)(J)(E) (il) & (iii», Should you have any 
questions about these matters t please call the Administrator or 
one of your OIRA Desk Officers. 

S. Tir..e Lin',its fer OlRA Review. 

The Order sets forth strict time limits for alRA review of 
regulatory actions. For any notices of inquiry, advance notice 
of proposed rulemaking, or other preliminary regulatory 8ction t 
OIRA is to complete review within 10 working days (Sec. 
6(b)(2) (A)). For all other regulatory ac,ions, OIRA has 90 
calendar days, unless OlR);. has previously reviewed it and there 
has been r,o mat.erial change in the facts and circumstances upon 
lo.'hich the regulatory action is based, in v.'hich case there is a 
limit of 45 days (Sec. 6(b) (2) 'B)~ Because o! these tight time 
lit:lits, we l'l"tust work closely together to ensure that requests for 
clarification or information are responded to prc~ptly, .Upon 
receipt of a regulatory action; we plan to take a quick look and 
make cert.ain t~a't. \.'hatever analyses should be included are 
included, and to get back promptly to the agency to ask for 
whatever is missing_ 

I::. 50rr:e instances t it reason for OIAA revie....' wi 11 be the 
potential effect of a regulation on other agencies. In these 
circumstances, OIAA .....ill attempt to provide the affected agencies 
with copies of the draft regulatory action as soon as possible. 
If you are aware that ,another an agency has an interest in the 
draft re9ula~ory action, please let us know quickly. 

We also want to stress the provision in the Order that calls 
upon each agency. in eme:rgency situations or when t.he agency is 
obligated by la~ to act more quickly than normal review 
procedures allow, to notify OIRA as soon as possible and to 
schedule the ruletnakinq proceedings so as to permit sufficient 
time for OIRA to conduct an adequate review (sec. 6(a) (3)(0», 

9. Regulation Identifier Number (RIN). 

We ask that each agency include a Regulation Identifier 
Number in .the heading of each regulatory action published in the 
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Federal Peqister. 9 This will make it easier for the public and 
agency officials to tracK the publication history of regulatory 
.actions throughout their life cycles and to link doc~ments in the 
Federal Register with corresponding entries in the Unified Agenda 
of Fedgta'LB.~q";llaticDS (Sec. 4 (b») end the Regulatory Plan (Sec. 
4(c)). 

We look forward to working with you to implement this 
Executive Order~ If you have any quest ions I please let us know. 
We will, of course t provide additional guidance as experience and 
need dictate . 

• The Office of the Federal RS9ister hos issued 9uidance to 
agencies on the placement of the RIN number in their docu~ents. 
See pocument Drafting H8.pdbookl 1991 Ed. ( p. 9. 
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APPENDIX A 

AGENCIES EXEMPT fROM E.O. 12866 

Advisory council on Historic Preservation 
African Development Foundation 
Alasxa Natural Gas Transportation System, 

Office of the Federal Inspector 
American Battle Monuments Commission 
Arms Control and Disarmament Agency 
Board for International Broadcastin9 
Central Intelligence Agency 
commission of Fine Arts 
CO]T,mi ttee for Purchase from the, Blind 

and Severely Handicapped 
Export-Import Bank of the United Scates 
Farm Credit Syste:n Assistance Board 
federal Financial Institutions Examination Council 
Federal Mediation and Conciliation Service 
Harry S. Truman Scholarship Founda~ion 
Institute of Museum Services 
Inter-American Foundation 
International Development Corporation Agency 
James Madiso~ Menorial fellowship Foundation 
Merit Systems Protection Board 
Navajo Hopi Indian Relocation commission 
National Capital Planning COl'1'unission 
Office of special counsel 
Overseas Private Invest1l',ent Corporat.ion 
Par.atr.a Canal Co~mission 
Pennsylvania Avenue Development Corporation 
Peace corps 
S~lective Service System
Tennessee Valley Authority 
United States Metric Board 
United Stat,es Information Agency 
United Stat,es International Development Cooperation Agency 
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APPENDIX 8 

MEMBERS OF THE REGULATORY WORKING GROUP 

Department of Agriculture '. 

Depertment of Commerce 
Department of Defense 
Oepartment of Education 
Department of Energy 
Department of Health and HUlrian Services 
Depart:rr.ent of Housing and Urban Development 
Oepartment of the Interior 
:Oepartment ,of Justice 
Department of Labor 
Department of Transportation 
Department of the Treasury 
Department of Veterans Affairs 
Environmental Protection Agency 
Small Business Ad~inistration 
Ceneral Services Administration 
Equal £r:'lplc:r.r.c.~t Opportunity Cor,):f.issiol). . 
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APPENDIX C 


REGULATORY ACTIONS EXEMPTED FROM CENTRALIZED REGULATORY REVIEW 

DEPARTMENT OF AGRICULTURE 

Food and Nutrition service--special Nutrition prQ9ran " , 
notices t.hat revise reimbursement rates and eligibility criteria" 
for the School Lunch, Child Care Food, and othe~ nutrition 
programs. 

food and Nutrition service--Food Stamp program notices that 
set eligibility criteria and deduction pol,icies. 

Agricultural Marketing service--Regulations that establish 
voluntary standa!ds for grading the quality of food. 

Anirral and plant Health Inspect.ion Service--Rules and 
notices ccncer~ing quarantine actions and related measures to 
prevent the spread of animal and plant pests and diseases. 

Animal and Plant Health Inspection Servige--Rules affirming 
actions. taken on an emergency basis if no adverse comments were 
received. 

Ryral Electrification Ad~inistraticn--Rules concerning 
standards and specifications for construction and materials. 

DEPARTMENT OF COMMERCE 

National Oceanic and At~ospheric Administration--Certain 
time-sensitive preseason and in season Fishery Management Plan 
regUlatory actions that set restrictions on fishing seasons, 
catch size, and fishing gear. 

DEPARTMENT OF EDUCATION 

Certain final Byles Based on Prooosed Ryles--Final
regUlations basad on proposed regulations that OMS previously 
reviewed where: (1) OMS had not previously identified issues for 
review in at final regulation stage; (2) Education received no 
substantive public comment; and (3) the proposed regulation is 
not substantively revised in the final regulation. 

BuIes Directly Implementing statute--Final requletions that 
only incorporate statutory language with no interpretation. 

H2tici§ Qf Final Fynding Priorities--Notices Qf final 
funding priorities for which OMB has previously reviewed the 
proposed priority. 
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DEPARTMENT OF ENERGY 


Po~er Marketing Adrninistraticns--Regulations issued by 
various po~er adninistrations relating to the sale of electrical 
power that they produce or market~ 

DEPARTMENT OF HEALTH AND HU¥~ SERVICES 

Food and prug Administration--Agency notices of funds 
availability. '. 

Food and Drua Adminstratioh-~Medical device 
reclassifications to less stringent categories~ 

food and Oru? Ad~instration--OTC monographs, unless they may 
be precedent-setting or have large adverse impacts on consumers. 

Food and Drug Administration--Final rules for Which no 
co~oents were received and which do not differ from the NPRM. 

DEPARTKENT 0, THE INTERIOR 

pf!ice of Surf?u;e Mining--Actions to ~prove, or 
conditionally approve, State regulatory mining actions or 
amend~ents to such actions. 

Office of Surface MiningA-Apprcval of State mining 
reclarr,ation plans or amendments. 

Office of Surface Minina--Cooperative agreements between OSM 
and States. 

United States Fish and Wildlife Service-~Certain parts of 
the annuel migratory bird hunting regulations. 

DEPARTMEt;T OF TRANSPORTATION 

All Of,ice of pOT--Amendments that postpone the compliance 
dates of regulations already in effect~ 

Coast Gya~--Regatta regulations, safety zone regulations, 
and security zone regulations. 

Coast Guard--Anchorage, drawbridge operations, and inland 
wate~ays navigation regulations. 

. 
Coast Guard--Regulations specifying amount of separation 

required between cargoes containing incompatible chemicals. 

Federal Aviation Administration--standard instrument 
approach procedure regulations, en route altitude regulations, 
routine air· space actions, and a~rworthiness directives. 
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Natiqnal Highway Traffic Safetv hdTr,inistraticn--Federal 
Motor Vehicle Safety Standard 109 table of tire sizes. 

DEPARTMEwr OF THE TREASURY 

lnternal Revenue Service. Bureau of Alcohol. Tobacco. and 
firearms, And Customs Service--Revenue rUlings and procedures, 
Customs df!cisions, legal det.erminations t and other similar ruling 
documents., Major legislative regulations are covered fully. 

ENVIRONMENTAL PROTECTION AGENCY 

Office of Pesticides and Toxic substances--Act:ions regarding 
pesticide tolerances, temporary to~erancesl tolerance exemptions, 
and food iJdditives regulations, except those that make an 
existing 1~oleranc-e more stringent. 

Office: of Pesticides and Toxic Substances--Unccndit.ional 
approvals 0: TSCA section 5 test roarketi~g exemptions, and of 
experiTole-ntal use permits under FIFRA,. 

Office Qt Pesticides and Toxic Sub5t~:-:ces--De::ision 
documents defining ar.d est3blishing registrl.ticn stat;darcs; 
decision documents and termination decisions for the RPAR 
process; ~nd data call-in requests made under section ,(C) (2) (8) 
of rIrRA. 

Office of Air. Noise. and RagiatigD--R~les that 
ur.conditionally approve revisions to State Irr.ple~en~ation Plans. 

Office of Air. Noise, and Radiation--Unconditional 'approvals 
of equivalent methods for ambient air quality monitoring and of 
NSPS, NESHAPS. and PSO delegations to States; approvals of carbon 
monoxide and nitrogen oxide waiversi area designations of air 
quality planning purposesi and deletions from the NSPS source 
categories. li,s~. 

Offi£e >sf Water--Unconditional approvals of State Water 
Standards,. 

Offl£e Qf Water--Unconditional approval of State underqround 
injection control programs, delegations of NPOES authority to 
States; deletions from the 307{a) list of toxic pollutants; and 
suspension of Toxic Testing Requirements under NPDES. 

QJfice Qf Sol i4 W~:tJiU'::____ and 'Emergency Resoonse--Uncondi tional 
approvals of State authorization under RCRA of State solid waste 
rnanagenlent plans and of hazardous waste delisting petitions under 
RCM. 



-16

PENSION BENEFIT GUARANTY CORPORATION 

Interest Rates--Changes in interest rates on 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 . 

• 
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