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EXECUTIVE SUMMARY

This Report to Congress on the Benefits and Costs of Federal Regulations (Report) was
prepared to implement Section 624 of the Treasury and General Government Appropriations Act
of 2001 (Pub. L. No. 106-554, 31 U.S.C. § 1105 note), commonly known as the “ Regulatory
Right-to-Know Act.” Thisisthe eleventh annual Report since the Office of Management and
Budget (OMB) began issuing this Report in 1997.

A key feature of this Report is the estimates of the total benefits and costs of regulations
reviewed by OMB. Similar to previous Reports, the Report includes aten-year |ook-back of
major Federal regulations reviewed by OMB to examine their quantified and monetized benefits
and costs:

e The estimated annual benefits of major Federal regulations reviewed by OMB from
October 1, 1997 to September 30, 2007 range from $122 billion to $656 billion, while
the estimated annual costs range from $46 billion to $54 billion. These totals are
somewhat higher than those reported last year.

e During the past year, agencies quantified and monetized benefits and costs for 12
“major” final rules. These rules added $28.6 billion to $184.1 billion in annual
benefits compared to $9.4 billion to $10.6 billion in annual costs.

e Six additional major final rules adopted last year did not have quantified and
monetized estimates of both benefits and costs. The Department of Homeland
Security implemented four of these rules, at an estimated annual cost of $1.1 billion
to $2.7 billion. The benefits of improved security are very difficult to quantify and
monetize. The other two implemented migratory bird hunting regul ations and
estimated only the benefits of bird hunting activities and qualitatively discussed the
administrative costs.

In addition, we report the latest results of our ongoing historical examination of the trends
in Federal regulatory activity. Asexplained in Chapter Il of this Report, the data reveal that:

e The average annual costs of regulationsissued over the last seven yearsis about 24%
less than the annual average costs over the previous 20 years.

e Overthelast 27 years, the major regulations reviewed by OMB have added at |east
$139 billion to the overall yearly costs of regulations on the public.

e The estimated benefits of major regulations issued from 1992 to 2007 exceed the
estimated costs by more than four fold.

The Report also provides a summary of the analysis of major regulatory activity by the
so-called “independent” regulatory agencies over the past ten years.



Chapter 111 provides an update on agency implementation of the Information Quality Act
(IQA) (Section 515 of the Treasury and General Government Appropriations Act, 2001 (Pub. L.
No. 106-554, 31 U.S.C. 8§ 3516 note)). The chapter summarizes the a) current status of
correction requests that were received by agenciesin FY 2007, and includes an update on the
status of requests received in FY 2003, FY 2004, FY 2005, and FY 2006: b) agency annual
reports for the Information Quality Bulletin for Peer Review for FY 2006 and FY 2007; c)
implementation status of the Good Guidance Practices Bulletin; d) implementation status of the
Memorandum on the Principles of Risk Analysis.

This Report is being submitted along with the Thirteenth Annual Report to Congress on
Agency Compliance with the Unfunded Mandates Reform Act (UMRA), (Pub. L. No. 104-4, 2
U.S.C. § 1538). OMB reports on agency compliance with Title 11 of UMRA, which requires that
each agency, before promulgating any proposed or final rule that may result in expenditures of
more than $100 million (adjusted for inflation) in any one year by State, local, and tribal
governments, or by the private sector, to conduct a cost-benefit analysis and select the least
costly, most cost-effective, or least burdensome alternative. Each agency must also seek input
from State, local, and tribal government.
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INTRODUCTION

The Regulatory Right-to-Know Act calls for the Office of Management and Budget
(OMB) to submit each year to Congress “an accounting statement and associated report”
including:

(A) an estimate of the total annual benefits and costs (including quantifiable and
nonquantifiable effects) of Federal rules and paperwork, to the extent feasible:

() in the aggregate;
(2) by agency and agency program; and
(3) by major rule;

(B) an analysis of impacts of Federal regulation on State, local, and tribal government,
small business, wages, and economic growth; and

(C) recommendations for reform.

Since the statutory language does not further define “major,” for the purposes of this
Report, we are broadly inclusive in defining “major” rules. We have included al final rules
promulgated by an Executive Branch agency that meet any one of the following three measures:

e Rulesdesignated as“major” under 5 U.S.C. § 804(2);*

e Rulesdesignated as meeting the analysis threshold under Unfunded Mandates Reform
Act of 1995 (UMRA),? and

e Rulesdesignated as “economically significant” under section 3(f)(1) of Executive
Order 12866.°

Chapter | examines the benefits and costs of major Federal regulations issued in fiscal
year 2007 and summarizes the benefits and costs of major regulations issued between September
1997 and 2007. It also discusses regulatory impacts on State, local, and tribal governments,
small business, wages, and economic growth. Chapter Il examines trendsin regulation since
OMB began to compile benefit and cost estimates records in 1981. Chapter 111 provides an
update on implementation of the Information Quality Initiatives, and Chapter IV summarizes
agency compliance with UMRA.

A "major rule" is defined in Subtitle E of the Small Business Regulatory Enforcement Fairness Act of 1996:
Congressional Review of Agency Rulemaking (5 U.S.C. 804(2)) asarule that islikely toresult in: "(A) an annual
effect on the economy of $100,000,000 or more; (B) amajor increase in costs or prices for consumers, individual
industries, Federal, State, or local government agencies, or geographic regions; or (C) significant adverse effects on
competition, employment, investment, productivity, innovation, or on the ability of United States-based enterprises
to compete with foreign-based enterprisesin domestic and export markets."

2A written statement containing a qualitative and quantitative assessment of the anticipated benefits and costs of the
Federal mandate is required under the Section 202(a) of the Unfunded Mandates Reform Act of 1995 (2 U.S.C.
1532(a)) for all rulesthat may result in: "the expenditure by State, local, and tribal governments, in the aggregate, or
by the private sector, of $100,000,000 or more (adjusted annually for inflation) in any one year."

3A regulatory action is considered “economically significant” under Executive Order 12866 §3(f)(1) if it is likely to
result in arule that may have: "an annual effect on the economy of $100 million or more or adversely affectin a
material way the economy, a sector of the economy, productivity, competition, jobs, the environment, public health
or safety, or State, local, or tribal governments or communities.”



CHAPTER |: THE BENEFITSAND COSTSOF FEDERAL REGULATIONS

This chapter consists of two parts. the accounting statement, and a brief report on
regulatory impacts on State, local, and tribal governments, small business, wages, and economic
growth. Part A revises the benefit-cost estimatesin last year’s Report by updating the estimates
to the end of fiscal year 2007 (September 30, 2007). Like the 2007 and prior-year Reports, this
chapter uses aten-year |l0ok-back: estimates are based on the major regulations reviewed by
OMB from October 1, 1997 to September 30, 2007.* This means that 10 rules reviewed from
October 1, 1996 to September 30, 1997 (fiscal year 1997) were included in the totals for the
2007 Report but are not included in the 2008 Report. A list of these FY 1997 rules can be found
in Appendix B (see Table B-1). Theremoval of the FY 1997 rules from the ten-year window is
accompanied by the addition of 12 FY 2007 rules.

All estimates presented in this chapter are based on agency information or transparent
modifications of agency information performed by OMB.> We also include in this chapter a
discussion of major rulesissued by independent regulatory agencies, although OMB does not
review these rules under Executive Order 12866.° This discussion is based primarily on data
provided by these agencies to the Government Accountability Office (GAO) under the
Congressional Review Act. Also in this chapter, in response to public suggestions on previous
reports, we seek comment on possible metrics for evaluating agency compliance with relevant
OMB guidance on regulatory impact analysis.

A. Estimatesof the Total Benefits and Costs of Regulations Reviewed by OMB

Table 1-1 presents an estimate of the total benefits and costs of 93 regulations reviewed
by OMB over the ten-year period from October 1, 1997 to September 30, 2007 that met two
conditions:” (1) each rule was estimated to generate benefits or costs of at least $100 millionin
any one year, and (2) a substantial portion of its benefits and costs were quantified and
monetized by the agency or, in some cases, monetized by OMB. The estimates are therefore not

“All previous Reports are available at: http://www.whitehouse.gov/ombl/inforeg/regpol-reports_congress.html.
®OMB used agency estimates where available. |f an agency quantified but did not monetize estimates, we used
standard assumptions to monetize them, as explained in Appendix A. Inflation adjustments are performed using the
latest available Gross Domestic Product (GDP) deflator and all amortizations are performed using a discount rate of
7 percent, unless the agency has already presented annualized, monetized results using a different explicit discount
rate.

®Section 3(b) of Executive Order 12866 excludes "independent regulatory agencies as defined in 44 U.S.C.
3502(10).”

"OMB discusses, in this report and in previous reports, the difficulty of estimating and aggregating the benefits and
costs of different regulations over long time periods and across many agencies using different methodologies. Any
aggregation involves the assemblage of benefit and cost estimates that are not strictly comparable. In part to address
thisissue, the 2003 Report included OMB’s new regulatory analysis guidance, OMB Circular A-4 that took effect
on January 1, 2004 for proposed rules and January 1, 2005 for final rules. The guidance recommends what OMB
defines as “best practices’ in regulatory analysis, with agoal of strengthening the role of science, engineering, and
economicsin rulemaking. The overall goa of this guidance is a more competent and credible regulatory process
and a more consistent regulatory environment. OMB expects that as more agencies adopt our recommended best
practices, the benefits and costs we present in future reports will become more comparable across agencies and
programs. OMB isworking with the agencies to ensure that their impact analyses follow the new guidance.



http://www.whitehouse.gov/omb/inforeg/regpol-reports_congress.html

a complete accounting of all the benefits and costs of all regulations issued by the Federal
Government during this period.® As discussed in previous Reports, OMB has chosen a ten-year
period for aggregation because pre-regulation estimates prepared for rules adopted more than ten
years ago are of questionable relevance today. The estimates of the benefits and costs of Federal
regulations over the period October 1, 1997 to September 30, 2007 are based on agency analyses

conducted prior to issuance of the regulation and subjected to public notice and comments and
OMB review under Executive Order 12866.

The aggregate benefits and costs reported in Table 1-1 are larger than those presented in
the 2007 Report. Theincrease in benefits and costs are due primarily to three rulemakings
issued in FY 2007: the EPA Clean Air Fine Particle Implementation and Control of Hazardous
Air Pollutants from Mobile Sources rules, and the DOT Electronic Stability Control rule. As can
be seen in Tables 1-1 and 1-2, EPA rules continue, asin prior years, to be responsible for the

majority of estimated benefits and costs generated by Federal regulation.

Table 1-1: Estimates of the Total Annual Benefitsand Costs of Major Federal Rules,
October 1, 1997 to September 30, 2007 (millions of 2001 dollars)

Agency Number of Benefits Costs
Rules

Department of Agriculture 6 906-1,315 1,014-1,353
Department of Education 1 633-786 349-589
Department of Energy 5 4,834-5,209 3,033-3,080
Department of Health and 18 20,565-32,850 3,834-4,331
Human Services
Department of Housing and
Urban Devel opment 1 190 150
Department of Justice 1 275 108-118
Department of Labor 6 1,085-4,215 449-458
Department of Transportation 15 10,407-18,149 5,029-8,756
Environmental Protection 40 83,208-502567 |  32,252-35058
Agency
Total 93 122,190-655,556 46,219-53,894

Table 1-2 provides additional information on aggregate benefits and costs for specific
agency programs. In order for a program to be included in Table 1-2, the program needed to
have finalized three or more major rulesin the last ten years with monetized benefits and costs.

The ranges of benefits and costs presented in Tables 1-1 and 1-2 are not necessarily

8 n many instances, agencies were unable to quantify all benefits and costs. We have conveyed the essence of these
unquantified effects on arule-by-rule basisin the columnstitled “ Other Information” in Appendix A of this and
previous Reports. The monetized estimates we present necessarily exclude these unquantified effects.

® These totalsinclude EPA's March 2005 final "Clean Air Interstate Rule.” On July 11, 2008, the D.C. Circuit
vacated thisrule. EPA is reviewing the Court's decisions.




correlated. In other words, when interpreting the meaning of these ranges, the reader should not
assume that the low end of the benefit range is necessarily associated with the low end of the cost
range, or similarly, that the high end of the benefit range is necessarily associated with the high
end of the cost range. Thus, for example, it is possible that the net benefits of EPA’s water
program rules, taken together, could range from negative $1.6 billion to positive $8.3 billion per
year.

Table 1-2: Estimates of Annual Benefitsand Costs of Major Federal Rules: Selected
Programs and Agencies, October 1, 1997-September 30, 2007 (millions of 2001 dollars)

Agency Number of Benefits Costs
Rules
Department of Agriculture
Animal and Plant Health Inspection 3 862-1,163 726-931
Service
Department of Energy
Energy Efficiency and Renewable Energy 5 4,834-5,209 3,033-3,080
Department of Health and Human
Services
Food and Drug Administration 11 2,491-13,870 914-1,219
Center for Medicare and Medicaid 5 16,831-17,300 2,626-2,818
Services
Department of Labor
Occupational Safety and Health 4 1,075-4,204 491-500
Administration
Department of Transportation
National Highway Traffic Safety 10 9,454-17,185 3,982-7,710
Administration
Environmental Protection Agency
Office of Air 27 79,351-573,326 26,347-28,847
Office of Water 10 2,022-11,539 3,277-3,644

Based on the information contained in this and the previous ten Reports, the total benefits
and costs of all Federal rules now in effect (major and non-major, including those adopted more
than ten years ago) may be significantly larger than the sum of the benefits and costs reported in
Table 1-1. Moreresearch isnecessary to provide a stronger analytic foundation for
comprehensive estimates of total benefits and costs by agency and program.

In order for comparisons or aggregation to be meaningful, benefit and cost estimates
should correctly account for all substantial effects of regulatory actions, not al of which may be
reflected in the available data. Any comparison or aggregation across rules should also consider
anumber of factors that our presentation does not address. To the extent that agencies have
adopted different methodologies—for example, different monetized values for effects, different
baselinesin terms of the regulations and controls already in place, different rates of time
preference, different treatments of uncertainty—these differences remain embedded in Tables



1-1 and 1-2. While we have relied in many instances on agency practicesin monetizing benefits
and costs, our citation of, or reliance on, agency data in this Report should not be taken as an
OMB endorsement of all the varied methodol ogies used to derive benefit and cost estimates.

Many of these major rules have important non-quantified benefits and costs that may
have been a key factor in an agency’ s decision to promulgate arulemaking. These qualitative
issues are discussed in the agency rulemaking documents, in previous editions of this Report, and
in this Report in Table A-1 of Appendix A. Table A-1 also provides links to agency analyses
that are available electronically.

The mgjority of the large estimated benefits of EPA rules are attributable to the reduction
in public exposure to asingle air pollutant: fine particulate matter. Thus, the favorable benefit-
cost results for EPA regulation should not be generalized to all types of EPA rules or evento all
types of clean-air rules. In addition, the ranges of benefits and costs presented in Tables 1-2
need to be treated with some caution. To the extent that the reasons for uncertainty differ across
individual rules, aggregating high- and low-end estimates can result in totals that are extremely
unlikely. Inthe case of the EPA rules reported here, however, a substantial portion of the
uncertainty is similar across several rules: thisisthe uncertainty in the reduction of premature
deaths associated with reduction in particulate matter and the monetary value of reducing
mortality risk.

As Table 1-2 indicates, the degree of uncertainty in benefit estimates for clean air rulesis
large. In addition, the wide range of benefits estimates for particle control does not capture the
full extent of the scientific uncertainty. The five key assumptions in the benefits estimates are as
follows:

e The analyses assume that inhalation of fine particlesis causally associated with arisk of
premature death at concentrations near those experienced by most Americans on adaily
basis. While no definitive studies have yet established any of several potential biological
mechanisms for such effects, the weight of the available epidemiological evidence
supports an assumption of causality.

e Theanalyses assume that all fine particles, regardless of their chemical composition, are
equally potent in causing premature mortality. Thisisan important assumption, because
fine particles formed from power plant SO, and NO, emissions are chemically different
from fine particles emitted directly from both mobile sources and other industrial
facilities, but no clear scientific grounds exist for supporting differential effects by
particle type.

e The analyses assume that the concentration-response function for fine particlesis
approximately linear within the range of outdoor concentrations under policy
consideration. Thus, the estimates include health benefits from reducing fine particles in
both attainment and non-attainment regions.

e Theforecasts for future emissions and associated air quality modeling are assumed to be
valid.



e Thevaluation of the estimated reduction in mortality risk is largely taken from studies of
the tradeoff associated with the willingness to accept risk in the labor market.

In response to recommendations from a committee of the National Research
Council/National Academy of Sciences, EPA isworking with OMB to improve methods to
quantify the degree of technical uncertainty in benefits estimates.'°

B. Estimates of the Benefitsand Costsof ThisYear’'sMajor Rules

In this section, we examine in more detail the estimated benefits and costs of the 39
major final rules for which OMB concluded review during the 12-month period beginning
October 1, 2006, and ending September 30, 2007. These major rules represent approximately 13
percent of the 296 final rules reviewed by OMB, and approximately one percent of the 3,552
final rules published in the Federal Register during this period. OMB believes, however, that the
benefits and costs of major rules capture the majority of the total benefits and costs of al rules
subject to OMB review.™

Of the 39 rules, 18 were “social regulations,” which may require substantial additional
private expenditures as well as provide new social benefits.*? Of the 18 social regulations, we
are able to present estimates of both monetized benefits and costs for 12 rules. The estimates are
aggregated by agency in Table 1-3, and each rule is summarized in Table 1-4. Four of therules
for which we were not able to present estimates of both costs and benefits were rules designed to
improve homeland security. The benefits of improved security are very difficult to quantify and
monetize; however, the Department of Homeland Security did estimate the cost of all of these
rules, which are summarized in Table 1-5.** The Department of the Interior did not estimate
costs for two other final rules setting conditions for migratory bird hunting. We did not include
those migratory bird hunting rulesin the totalsin Tables 1-1 through 1-3. It isdifficult to
estimate the costs of these two rules since costs are typically associated with requirements or
restrictions on activities imposed by rules. Instead, the agency estimated the value the rule
providesto hunters. We attempt to summarize the available information on the non-monetized
impacts, and/or provide links to such information where available, for al 18 of these rulesin the
“other information” column of Table A-1.

The remaining 21 regulations implemented Federal budgetary programs, which primarily
caused income transfers, usually from taxpayers to program beneficiaries. Although rules that
facilitate Federal budget programs are subject to Executive Order 12866 and OMB Circular A-4,
and are fully reviewed by OMB, past Reports have focused primarily on regulations that impose

%For more information on this study, please see Estimating the Public Health Benefits of Proposed Air Pollution
Regulations, National Academy of Sciences, 2003 (available at http://books.nap.edu/catal og/10511.html).

e discuss the relative contribution of major rules to the total impact of Federal regulation in detail in the
“response-to-comments’ section on pages 26-27 of the 2004 Report. In summary, our evaluation of afew
representative agencies found that major rules represented the vast mgjority of the benefits and costs of all rules
promulgated by these agencies and reviewed by OMB.

2The Federal Register citations for these rules and links to available RIAs appear in Table A-1in Appendix A.
3See Chapter 4 in the 2003 Report (pp. 64-80) for a more detailed discussion of thisissue.
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costs primarily through private sector mandates. Thisfocuswas in part because, by their nature,
transfer rules are assumed to have a one-to-one effect on benefits and costs. Their effects on net
benefits, if any, are much smaller than the magnitude effect on the net benefits of regulations
with private sector mandates.

Social Regulation

Of the 39 economically significant rules reviewed by OMB, 18 regulations require
substantial private expenditures or provide new socia benefits. We are able to present
monetized benefits and costs for 67 percent (12 of 18) of the rules, and for about 83 percent (10
of 12) of the non-homeland security-related rules. Since OMB began to compile this Report in
1997, thisis among the highest percentage of economically significant rules presenting both
monetized benefits and monetized costs. Table 1-3 presents total estimated benefits and costs,
by agency, of these major rules reviewed by OMB over the past year, and Table 1-4 provides a
summary of each regulation. These tables are the basis for the totals in the accounting statement
in Section A of this chapter.

In assembling these tables of estimated benefits and costs, OMB has applied a uniform
format for the presentation to make agency estimates more closely comparable with each other
(for example, annualizing benefit and cost estimates), and OMB has monetized quantitative
estimates where the agency has not done so. For example, we have converted agency projections
of quantified benefits, such as estimated injuries avoided per year or tons of pollutant reductions
per year, to dollars using the valuation estimates discussed in Appendix A of this Report and in
Appendix B of our 2007 Report, which can be found at
http://www.whitehouse.gov/ombl/inforeg/regpol-reports_congress.html. Table A-1in Appendix
A aso reports other qualitative information as reported by the agencies on the 18 social
regulations reviewed by OMB in the time period covered by this Report.

Table 1-3: Estimates of the Total Annual Benefitsand Costs of Major Federal Rules,
October 1, 2006 to September 30, 2007 (millions of 2001 dollars)

Agency Number of Rules Benefits Costs
Department of Agriculture 2 169-340 185-415
Department of Energy 1 490-865 381-428
Department of Health and 2 38-209 97-303
Human Services

Department of Labor 2 10 -42
Department of Transportation 2 6,723-12,340 1,314-1,969
Environmental Protection 3 21,143-170,391 7,475-7,584
Agency

Total 12 28,574-184,156 9,410-10,657




Table 1-4: Estimates of the Total Annual Benefitsand Costs of Major Rules Reviewed
Between October 1, 2006 and September 30, 2007 (millions of 2001 dollars)

Rule Agency | Benefits Costs Explanation of OMB Calculations
Prohibition of the Use of Specified
Risk Materialsfor Human Food and | USDA/ 0 87-221 We converted agency annual impact
Requirements for the Disposition of FSIS estimates to 2001 dollars.
Non-Ambulatory Disabled Cattle
Bovine Spongiform Encephal opathy USDA/
(BSE); Minimal-Risk Regions and 169-340 98-194
. - APHIS
Importation of Commodities
Energy Efficiency Standards for DOE/ 490-865 38148 We converted agency annual impact
Electric Distribution Transformers EERE estimates to 2001 dollars.
Current Good Manufacturing
Practice in Manufacturing, Packing, HHY 10-79 87-203 We converted agency annual impact
or Holding Dietary Ingredients and FDA estimates to 2001 dollars.
Dietary Supplements
Current Good Manufacturing
Practice for Blood and Blood
Components: Notification of :
ConsFi) gnees and Transfusion HHS/ 28-130 11 WG.} converted agency annual impact
S L FDA estimates to 2001 dollars.
Recipients Receiving Blood and
Blood Components at Increased Risk
of Transmitting HCV Infection
We counted this burden reduction asa
. . DOL/ cost reduction instead of a benefit. We
Revision of the Form 5500 Series EBSA 0 (83 also converted the agency cost savings
estimate to 2001 dollars.
Thisruleis economically significant and
DOL/ major, since MSHA estimated first year
Emergency Mine Evacuation 10 41 cost of approximately $150 million. We
MSHA .
also converted agency annual impact
estimates to 2001 dollars.
. . DOT/ 5,987- We converted agency annual impact
Electronic Stability Control (ESC) NHTSA | 11,282 913-917 estimates to 2001 dollars.
! : DOT/ 401- We converted agency annual impact
Side Impact Protection NHTsA | 7361098 | 1051 | estimatesto 2001 dollars.
Control of Hazardous Air Pollutants | EPA/ 2,310- 298346 We converted agency annual impact
From Mobile Sources Air 2,983 estimates to 2001 dollars.
Clean Air Fine Particle EPA/ 18,833- 7324 We converted agency annual impact
Implementation Air 167,408 ' estimates to 2001 dollars.
Oil Pollution Prevention; Spill We counted this burden reduction asa
Prevention, Control, and EPA/ 0 (148)- cost reduction instead of a benefit. We
Countermeasure (SPCC) SWER (86) also converted agency annual impact
Requirements--Amendments estimates to 2001 dollars.
28,574- 9,410-
Total 184156 | 10,657




Homeland Security Regulation

Table 1-5 presents the available impact information on the 4 major homeland security
regulations adopted in the past year by the Department of Homeland Security (DHS). Because
the benefits of homeland security regulation are a function of the likelihood and severity of a
hypothetical future terrorist attack, they are very difficult to forecast, quantify, and monetize.
For the purposes of Table 1-5, we have annualized and converted the cost estimates to 2001
dollarsin amanner similar to Table 1-4. We have also summarized the available information on
how the agency forecasts that the rule will improve security or otherwise prevent or mitigate the
consequences of aterrorist attack.

Table 1-5: Estimates of the Total Annual Benefitsand Costs of Major Federal Rules:
Major Homeland Security Regulations, October 1, 2006-September 30, 2007

(millions of 2001 dollars)

Rule Agency Benefits Costs Other Information
Chemical Facility DHS/ The goal of thisruleisto reduce the We converted agency
Anti-Terrorism oS vulnerability of high-risk chemical 835-1,535 | annual cost estimates
Standards facilitiesto aterrorist attack. to 2001 dollars.

The goadl isto prevent high-risk

passengers from boarding aircraft

bound for or departing from the U.S,,
P ger Manifest and to prevent wph passengers and
for Commercial crew from departing on vessels
Aircraft and Vessdls | DHY leaving the U.S. DHS p_erfqrmeq a We converted agency
ATivi bresk-even anadysis, which identified | 94-134 annua cost estimates

rriving In and CBP . . .
Devarting From the annual risk reductions required for the to 2001 dollars.
eparting

United States ruleto' breakeven for thrfee attack

scenarios. DHS also estimated

quantified benefits of $14 million per

year, primarily due to fewer diverted

aircraft.

Thegoa of thisruleisto increase

security in the air environment by

requiring a passport at all airports of

entry. Therule addresses a
Documents Required DHS/ vulnerability of the U. S. to entry by We converted agency
for Travel Within the CBP terrorists or other persons by false 131-664 annual cost estimates
Western Hemisphere documents or fraud under the previous to 2001 dollars.

documentary exemptions for travel

within the Western Hemisphere.

These vulnerabilities have been noted

extensively by Congress and others.
Transportation The goal of theruleisto increase the
Worker Identification DHS/ security of the maritime transportation We converted agency
Credential (TWIC) TSA sector by reducing the number of 88-415 annua cost estimates
Implementation in the high-risk individuals with access to to 2001 dollars.
Maritime Sector secure areas in vessels and facilities.

1,149-

Total 2748
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OMB has also compiled the total impact of all major, economically significant homeland
security rules that have been finalized since the creation of the DHS and that contain monetized
costs. Since DHS was created, agencies have finalized 14 major homeland security regulations
that impose atotal cost on the economy of between $3.4 billion to $6.9 billion a year.*

C. Regulations I mplementing or Adjusting Federal Budgetary Programs

Of the 39 economically significant rules reviewed by OMB, 21 implement or adjust
Federal budgetary programs. Of these, two rules were issued by the Department of Commerce,
one by the Department of Labor, two rules were issued by the Departments of Agriculture
(USDA), two by the Department of Education (ED), twelve by the Health and Human Services
(HHYS), one by Veterans Affairs (VA), and one by the Social Security Administration (SSA).

The budget outlays associated with these rules are “transfers’ from taxpayersto program
beneficiaries, on behalf of program beneficiaries, or fees collected from program beneficiaries,
therefore, consistent with past Reports, OMB refers to these rules as “transfer” rules. These rules
are summarized below in Table 1-6.

Table 1-6: Agency RulesImplementing or Adjusting Federal Budgetary Programs,
October 1, 2006 to September 30, 2007

Rule Agency | Beneficiary Description

[FR Cite]

Implement and DOC $1.34 hillion, beginning October | This regulation implements and administers a coupon

Administer a Coupon 1, 2006 program for digital-to-analog converter boxes

Program for Digital-to- authorized under the section 3005 of Public Law 109-

Analog Converter Federal Government to US 171, known as the Digital Television Transition and

Boxes[72 FR 12097] households Public Safety Act of 2005.

Public Safety DOC | $1hillion The Public Safety | nteroperable Communications

Interoperable (PSIC) Grant Program is a one-time formul a-based,

Communications Federal Government to State matching grant program intended to enhance public

(PSIC) Grant Program governments safety interoperable communications with respect to
voice, data, and/or video signals.

14 Although OMB began compiling this list since the creation of DHS, this list includes rulemakings from other
agencies, such as the Food and Drug Administration (FDA) regulations implementing the Public Health Security
and Bioterrorism Preparedness and Response Act of 2002, which have improving homeland security as a primary
benefit.

%5 The benefit and cost estimates for these rules should be treated with caution and may not reflect actual amounts
transferred due to a variety of reasons, such as other legislation, changes in program participation, changes in market
conditions, etc. Prospective impacts are estimated at the time of rulemaking to reflect, in part or whole,
requirements for estimating regulatory impacts as described in Circular A-4 for economically significant rules, and
arein general different from annual budget accounting practices, which details current levels of expenditures from
these rules. Agencies have used different methodologies and valuations in quantifying and monetizing effects.
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Rule Agency | Beneficiary Description
[FR Cite]
Claimsfor DOL $955.70 million(7% discount This regulation amends the interim final rule that
Compensation Under rate), $944.70 million (3% provides lump-sum payments and medical benefits to
the Energy Employees discount rate) from 2007 to 2011 | covered employees and, where applicable, to
Occupational Illness survivors of such employees, of the Department of
Compensation Program Federal Government to eligible Energy (DOE), its predecessor agencies and certain of
Act of 2000, as employees or survivors its vendors, contractors and subcontractors and to
Amended individuals found eligible by the Department of
Justice (DOJ) under section 5 of the Radiation
Exposure Compensation Act (RECA).
Institutional Eligibility ED 964.5 million (7% discount rate), | The Secretary is amending the Federal Student Aid
Under the Higher 975.7 million (3% discount rate) | Program regulations to implement the changesto the
Education Act of 1965, from 2006 to 2010 Higher Education Act of 1965, as amended (HEA),
as Amended; Student resulting from the Higher Education Reconciliation
Assistance General Postsecondary Students; Student | Act of 2005 (HERA), Pub. L. 109-171, and other
Provisions and Federal Aid Program Participants to recently enacted legidation specifically for provisions
Student Aid Programs Federal Government of direct assessment, identity theft, and special
[71 FR 64378] allowance payments.
Student Assistance ED $693.9 million (7% discount These final regulations for the Academic
General Provisionsand rate), $694.2 million (3% Competitiveness Grant Program (ACG) and National
Federal Student Aid discount rate) in 2005 SMART Grant programs specify the eligibility
Programs--Academic requirements for a student to apply for and receive an
Competitiveness and Federal Government To award under these programs for the 2007-2008 award
National Science and Postsecondary Students year, implementing the provisions of the Higher
Mathematics Access To Education Act of 1965 (HEA), as amended by the
Retain Talent Grant Higher Education Reconciliation Act of 2005
Programs (HERA) .
[71 FR 64402]
Home Health Payment HHS $410 million (3 & 7% discount Thisfinal rule sets forth an update to the 60-day
System Rate Update for rates, $2006) in 2007 national episode rates and the national per-visit
CY 2007 and Deficit amounts under the Medicare prospective payment
Reduction Act of 2005 Federal Government To system for home health services and sets forth policy
Changes to Medicare Medicare home health service changes related to Medicare payment for certain
Payment for Oxygen providers durable medical equipment for the purpose of
Equipment and Capped implementing sections 1834(a)(5) and 1834(a)(7) of
Rental Durable Medical the Social Security Act, as amended by section 5101
Equipment (CMS-1304- of the Deficit Reduction Act of 2005.
F) [71 FR 65884]
Changesto the Hospital | HHS $620 million in 2007 Federal This final rule revises the Medicare hospital
Outpatient Prospective Government to OPPS Medicare | outpatient prospective payment system, updating the
Payment System and Providers conversion factor and the wage index adjustment for
CY 2007 Payment hospital outpatient services, revising the relative APC
Rates, and Changes to $150 million in 2007: Premium | payment weights using claims data from January 1,
the ASC Payment Payments from Beneficiariesto | 2005, through December 31, 2005, and updated cost
Systemin CY 2007 Federal Government report information, and continuing increased
(CMS-1506-F) payments to rural SCHs, including EACHs.
[71 FR 67960]
Revisions to Payment HHS $2800 million ($2007) in 2007 Thisfina rule with implements certain provisions of

Policies under the
Physician Fee Schedule
and Ambulance Fee
Schedule for Calendar
Y ear 2007 (CMS-1321-
FC) [71 FR 69624]

Federal Government to
physicians

the Deficit Reduction Act of 2005, aswell as making
other changes to Medicare Part B payment policy,
intended to ensure that our payment systems are
updated to reflect changesin medical practice and the
relative value of services.
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Rule Agency | Beneficiary Description
[FR Cite]
Competitive HHS $522.10 million (7% discount Thisfinal rule establishes competitive bidding
Acquisition for Certain rate, $2007), $547.9 million (3% | programsfor certain Medicare Part B covered items
Durable Medical discount rate, $2007) in 2011 of durable medical equipment, prosthetics, orthotics,
Equipment (DME), from DME suppliersto Federal and supplies (DM EPOS) throughout the United States
Prosthetics, Orthotics, Government in accordance with sections 1847(a) and (b) of the
and Supplies (CMS- Socia Security Act.
1270-F) [71 FR 16794] $130.5 million (7% discount
rate, $2007), $137 million (3%
discount rate, $2007) in 2011
from DME suppliersto
Medicare beneficiaries
Prospective Payment HHS $156 million (3% and 7% The estimated decrease in Federal paymentsto L TCH
System for Long-Term discount rates) in 2008 providers for rate year 2008 reflects an updated
Care HospitalsRY “Federal rate” increase of 0.6%, a decrease of 1.0%to
2008: Annual Payment Long-term care hospitals to the “area wage adjustment”, a decrease of 0.9% to the
Rate Updates and Federal Government revision of the “short stay outlier” policy and a
Policy Changes (CMS- decrease of 2.5% in the “high cost outlier threshold.”
1529-F) [72 FR 26869]
Cost Limitsfor HHS $735.6 million (7% discount Thisregulation is designed to ensure that Medicaid
Governmentally- rate, $2007), $757.3 million (3% | paymentsto governmentally-operated health care
Operated Providers discount rate, $2007) in 2007- providers are based on actual costs of providing
(CMS-2258-F) 2011(? Check timeline?) servicesto Medicaid individuals and that the
[72 FR 29748] financing arrangements supporting those payments
State governments to Federal are consistent with the statute. Private health care
Government providers are generally unaffected by thisrule, except
for limited situations where the clarification provided
by the regulation may require a change to current
financing arrangements.
Medicaid Prescription HHS $957.8 million (7% discount This rule sets the Federal upper reimbursement limit

Drugs--Average
Manufacturer Price
(CMS-2238-F)

[72 FR 39142]

rate), $973.6 million (3%
discount rate) from 2007 to 2011
Federal Government to State
governments

$683.8 million (7% discount
rate), $695.1 (3% discount rate)
from 2007 to 2011

State governments to pharmacies

(FUL) as 250 percent of the average manufacturer
price (AMP) for drugs on the FUL list, and will
clarify the requirements and manner in which AMPs
are determined for multiple-source drugs and other
drug payment revisions. Thisrule aso lists the
physician administered multiple-source drugs that the
Secretary determines have the highest dollar volume
of dispensing in Medicaid and will require
manufacturers to include authorized generics when
they report their AMP and best price for covered
outpatient drugs to the Secretary.
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Rule Agency | Beneficiary Description
[FR Cite]
Revised Payment HHS Zero net effect; This rule revises the method by which Medicare sets
System for Services payment rates for ASC facility services and includes
Furnished in Anincreasein Medicare illustrative new payment rates for ASC servicesin
Ambulatory Surgical paymentsto ASCsfor CY 2008 | accordance with that methodology. Thisrule finalizes
Centers (ASCs) compared to CY 2007 of policies proposed as part of the August 23, 2006, CY
Effective January 1, approximately $308 million; 2007 Outpatient Prospective Payment System rule.
2008 (CMS-1517-F)
[72 FR 42470] Reduced Medicare spending in

HOPDs and physicians' offices

on services that migrate from

these settings to ASCs that offset

the increase payments to ASCs,

The revised ASC payment

system will result in Medicare

savings of $220 million over 5

years as the revised payment

rates are fully phased in.
Prospective Payment HHS $150 million in 2008 The estimated increase reflects both an updated
System for Inpatient “market basket” increase of $195 million or 3.2% and
Rehabilitation Facilities Federal Government to adecrease to the outlier threshold update of $45
for FY 2008 (CMS- Medicare providers million or 0.7%
1551-P) [72 FR 44283]
Prospective Payment HHS $690 million in 2008 Thisfinal rule updates the payment rates used under
System and the prospective payment system (PPS) for skilled
Consolidated Billing for Federal Government to nursing nursing facilities (SNFs) for fiscal year (FY) 2008.
Skilled Nursing facilities
Facilities—Update for
FY 2008 (CMS-1545-P)
[72 FR 43412]
Changesto the Hospital | HHS $3837 million in 2008 The rule implements an overall increase of 3.5 percent
Inpatient Prospective in operating payments, including hospital reporting of
Payment Systems and Federal Government to quality data program costs ($1.89 million) and all
FY 2008 Rates (CMS- Medicare providers operating payment policies, and a capital payments
1533-P) [72 FR 47130] increase of 0.6 percent per case, yielding an estimated

capital payments increase of $282 millionin FY 2008
compared to FY 2007.

Home Health HHS $20 million in 2008 This rule implements the 3.0 percent home health
Prospective Payment market basket increase (an estimated additional $430

System Refinements
and Rate Update for
Calendar Y ear 2008
(CMS-1541-P)
[72 FR 49761]

Federal Government to home
health agencies

million in CY 2008 expenditures attributable only to
the CY 2008 home health market basket update), and
the 2.75 percent decrease (-$410 million for the first
year of a3-year phase in) to the HH PPS national
standardized 60-day episode rate to account for the
nominal increase in case-mix under the HH PPS.
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Rule Agency | Beneficiary Description
[FR Cite]
Medicare Part B SSA Certain High-Income Medicare Starting in January 2007, the Medicare Part B
Income-Related Part B Beneficiaries to premium subsidy will be reduced for an estimated 4
Monthly Adjustment the Medicare SMI Trust Fund. to 5 percent of the approximately 40 million Medicare
Amount (2101F) Part B beneficiaries. The reduction of the Federal
[71 FR 62923] Annual transfers of therule are premium subsidy will result in beneficiaries with
expected to be $1.37 billion (7% | modified adjusted gross income above the threshold
discount rate) or $1.398 billion paying more of the cost of their Medicare Part B
(3% discount rate) from 2007 to | benefits through an income-related monthly
2011. adjustment amount that will be added to the Medicare
Part B standard monthly premium plus any applicable
premium increase for late enrollment or reenrollment.
Traumatic Injury VA $400 million (3% and 7% Section 1032 of the “Emergency Supplemental
Protection Rider to discount rates, $2005) wherethe | Appropriations Act for Defense, the Global War on
Service members covered period is 2005 Terror, and Tsunami Relief, 2005” established an
Group Life Insurance automatic traumatic injury protection rider to Service
[72 FR 10362] Federal government to members Group Life Insurance (SGLI) for any SGLI
beneficiaries insured who sustains a serious traumatic injury that
results in certain losses as prescribed by the Secretary
of Veterans Affairsin collaboration with the Secretary
of Defense.
This rule modifies the interim final rule to provide
that a service member must suffer a scheduled loss
within 2 years after atraumatic injury, rather than one
year. Thisrule also amendsto clarify that aservice
member does not have to be insured under SGLI in
order to be eligible for TSGLI based upon incurrence
of atraumatic injury between October 7, 2001, and
December 1, 2005, if the member's loss was a direct
result of injuriesincurred in OEF or OIF.
2005 Hurricane Disaster | USDA | $250 million (3% and 7% Thisfinal rule sets forth the Farm Service Agency
Assistance Programs discount rates) where 2005 isthe | (FSA) regulations for the 2005 Section 32 Hurricane
[72 FR 875] covered period Disaster Programsin response to emergency
agricultural situations caused by the 2005 hurricanes
Federal government to farm Dennis, Katrina, Ophelia, Rita, and Wilmain certain
producers countiesin Alabama, Florida, Louisiana, Mississippi,
North Carolinag, and Texas. Thisfinal rule also sets
forth provisions related to the 2006 Livestock
Assistance Grant Program.
2006 Disaster USDA | $150.5 million (3% and 7% The rule establishes seven disaster programs to
Assistance Programs discount rates, $2006) in 2007 provide funds to eligible producersin counties
[72 FR 6435] affected by the 2005 hurricanes Katrina, Ophelia,

Federal government to farm
producers

Rita, Wilma, or arelated condition.

It isimportant to note that rules that transfer Federal dollars often have opportunity costs
or benefits in addition to the budgetary dollars spent because they can affect incentives and thus
lead to changes in the way people behave (e.g., in their investment decisions). Including budget
programs in the overall totals would, however, confuse the distinction between rules that impose
costs primarily through the imposition of taxes, and rules that impose costs primarily through
mandates on the private sector. OMB feels this Report is properly focused on regulations that

impose costs primarily through private sector mandates.
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At the same time, economists recognize that transfers impose real costs on society
because they cause people to change behavior, either by directly prohibiting or mandating certain
activities, or by altering prices and costs. The costs resulting from these behavior changes are
referred to as the “deadweight loss” associated with the transfer. OMB Circular A-94 suggests
that transfers that result from increased taxes may be associated with a marginal excess burden
(deadweight loss) of 25 cents per dollar of federal revenue collected (p. 12). More recent
estimates noted in the 2008 Economic Report of the President range from 30 to 50 cents per
dollar of federal revenue collected (p. 116).'° We seek comment on how to treat these costsin
future reports.

We also caution the reader not to assume that these rules were subject to less stringent
analysisand review. In fact, agencies thoroughly analyze and OMB thoroughly reviews all
significant Federal budget rules under Executive Order 12866. If economically significant, these
rules must be accompanied by regulatory impact analyses.

D. Major RuleslIssued by Independent Regulatory Agencies

The congressional review provisions of the Small Business Regulatory Enforcement
Fairness Act (SBREFA) (Pub. L. No. 104-121) require the Government Accountability Office
(GAO) to submit to Congress reports on major rules, including rules issued by agencies not
subject to Executive Order 12866 — the so-called independent regulatory agencies. In preparing
this Report, we reviewed the information on the benefits and costs of major rules contained in
GAO reports for the period of October 1, 2006 to September 30, 2007. GAO reported that three
of these agenciesissued atotal of ten mgjor rules during this period.

As Table 1-7 indicates, one of the rules monetized benefits and costs; two rules
monetized benefits and two monetized costs. OMB does not know whether the rigor and extent
of the analyses conducted by these agencies are similar to those of the analyses performed by
agencies subject to Executive Order 12866, since OMB does not review rules from these
agencies.

OMB providesin the Appendix C of this Report asummary of the information available
on the regulatory analyses for major rules by the independent agencies over the past ten years.
This summary is similar to the ten-year look-back for social regulation included in recent
Reports. It examines the number of major rules promulgated by independent agencies as
reported to the GAO from 1998 through 2007, which we present in Table C-1. The reader
should note that OMB did not finalize a Report in 1999. OMB reconstructed the estimates for
this period based on GAO reports. Prior to the 2003 Report, OMB did not report on independent
agency major rules on afiscal year basis, but rather on an April-March cycle. Similar to last
year, OMB isreporting all of the rules from 1998 through 2007 on afiscal year basis (see Table
C-1). The number of rules presented in earlier Reports therefore, may not match the number of
rules presented here. We also present information on the extent to which the independent
agencies reported benefit and cost information for these rules in Tables C-2 through C-4.

18 Council of Economic Advisers (2008). Economic Report of the President, p. 116.
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Table 1-7: Major Ruleslssued by Independent Regulatory Agencies,

October 1, 2006 to September 30, 2007

Agency Rule Information on M onetized M onetized
Benefitsor Costs Benefits Costs
Federal Service Rules for the 698-806 MHz No No No
Communications Band, Revision of the Commission’s
Commission Rules Regarding Public Safety Spectrum
Requirements, and a Declaratory Ruling
on Reporting Requirement under the
Commission’s Anti-Collusion Rule (72
FR 48814)
Federal Review of the Emergency Alert System No No No
Communications (72 FR 62123)
Commission
Nuclear Revision of Fee Schedules; Fee Recovery | No No No
Regulatory for FY 2007 (72 FR 31402)
Commission
Securities and Executive Compensation and Related Yes No Total cost of
Exchange Person Disclosure (71 FR 53158) over $250
Commission million
Securities and Mutual Fund Redemption Fees (71 FR Yes No $668 million
Exchange 58257) in one-time
Commission capital cost
savings;
$175 million
in annual cost
savings
Securities and Internal Control Over Financial Yes No No
Exchange Reporting in Exchange Act Periodic
Commission Reports of Non-Accelerated Filers and
Newly Public Companies (71 FR 76580)
Securities and Internet Availability of Proxy Materials Yes $16-$80 $48.3-$241.4
Exchange (72 FR 4148) million million
Commission annually annually
Securities and Termination of a Foreign Private Issuer's | Yes No $200 million
Exchange Registration of a Class of Securities in 1% year
Commission Under Section 12(g) and Duty to File
Reports Under Section 13(a) or 15(d) of
the Securities Exchange Act of 1934 (72
FR 16934)
Securities and Amendments to the Rules Regarding Yes No No
Exchange Management’ s Report on Internal
Commission Control Over Financial Reporting (72 FR
35310)
Securities and Shareholder Choice Regarding Proxy Yes $2.7-$29.4 No
Exchange Materias (72 FR 42222) million
Commission
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E. Scorecard Measuresfor Compliance with Relevant OM B Guidance on Quality of
Regulatory Analysis

A number of peer reviewers and commenters on the draft 2007 Report to Congress on the
Benefits and Costs of Federal Regulation and previous reports urged us to develop “scorecards’
to evaluate the extent to which agencies' regulatory analyses comply with OMB guidance and to
report the scorecard results in the future reports. The relevant guidance would include OMB
Circular A-4 and Circular A-94. Their recommendations include:

e Developing aminimum scorecard based on OMB guidance (e.g., Circular A-4, Circular
A-94) for al ruleswith “outs’ for statutory exemptions;

¢ Including a scorecard showing the number and percentage of final regulations that pass or
fail abenefit-cost test based strictly on factors that can be quantified and expressed in
monetary terms;

e Reguesting that all agencies report on the extent to which they comply with OMB’s
guidelines for conducting regulatory analysis using a regulatory scorecard and OMB
should summarize the information and present it in a user-friendly format;

e Holding agencies accountable both for following guidelines and reporting the extent to
which that happens.

For such a scorecard to be effective, the metrics should be both objective and meaningful,
which is challenging. Objective metrics can measure whether an agency performed a particular
type of analysis, but may not indicate how well the agency performed this analysis. In addition,
the metrics may be too broad to reflect agency compliance with specific guidance on technical
matters (e.g., how to conduct an underlying contingent valuation study that provides key
information to aregulatory analysis). We seek comment on the following possible questions for
use in a scorecard:

1. Doesthe analysisinclude a statement of need for Federal regulation, including market failure
or other compelling public purpose?

2. Doesthe analysisidentify and examine a sufficient number of reasonable aternative

approaches?

Does the analysis quantify and monetize benefits and costs of proposed action?

Does the analysis quantify and monetize benefits and costs of main alternative approaches?

Does the analysis discount future benefit and cost streams at 3% and 7%?

For public health and safety regulations, does the analysis include cost-effectiveness

analysis?

Are uncertainties in estimates clearly presented? Does the analysis contain a formal

uncertainty analysisif rulemaking has more than a $1 billion cost or benefit in any one year?

Does the analysis provide a separate description of significant distributional effects?

|s a break-even analysis presented for rules with substantial unquantifiable benefits?

SP LN

~

© ©

We noted in OMB Circular A-4 that an agency

cannot conduct a good regulatory analysis according to aformula. Conducting
high quality analysis requires competent professional judgment. Different
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regulations may call for different emphasesin the analysis, depending on the
nature and complexity of the regulatory issues and the sensitivity of the benefit
and cost estimates to the key assumptions.*’

We are concerned that publishing scorecards may inadvertently introduce incentives for
agencies to attempt to apply a cookbook-approach to regulatory analyses. To that end we seek
comment on the usefulness of the scorecard concept.

We are particularly interested in comments addressing the following questions:

Are the metrics objective?

Are there other objective measures that indicate compliance with OMB guidance?

Is there a concern that limiting a scorecard to arelatively small number of measures will have
the perverse effect of increasing compliance with the bare minimum requirements on the
scorecard at the expense of overall quality of the analysis because the scorecard fails to
address critical elements of regulatory analysis?

4. Should the agencies report the extent to which they comply with relevant OMB guidance?

wWN e

F. Thelmpact of Federal Regulation on State, Local, and Tribal Gover nments, Small
Business, Wages, and Economic Growth

Sec. 624 (a)(2) of the Regulatory Right-to-Know Act (Pub. L. No. 106-554, 31 U.S.C.
§ 1105 note) calls on OMB to present an analysis of the impacts of Federal regulation on State,
local, and tribal governments, small business, wages, and economic growth.

I mpacts on State, Local, and Tribal Governments

Over the past ten years, seven rules have imposed costs of more than $100 million per
year (adjusted for inflation) on State, local, and tribal governments (and thus have been classified
as public sector mandates under the Unfunded Mandates Reform Act of 1995).*

e EPA’'sNational Primary Drinking Water Regulations: Disinfectants and Disinfection
Byproducts (1998): This rule promulgates health-based maximum contaminant level
goals (MCLGs) and enforceable maximum contaminant levels (MCLs) for about a dozen
disinfectants and byproducts that result from the interaction of these disinfectants with
organic compounds in drinking water. The rule will require additional treatment at about

" OMB Circular A-4, p. 3. http://www.whitehouse.gov/omb/circul ars/a004/a-4.pdf

®\e note that EPA’s proposed rules setting air quality standards for ozone and particulate matter may ultimately
lead to expenditures by State, local, or tribal governments of $100 million or more. However, Title 11 of the
Unfunded Mandates Reform Act provides that agency statements of compliance with Section 202 must be
conducted “ unless otherwise prohibited by law.” (2U.S.C. § 1532 (a)) The conference report to thislegislation
indicates that this |language means that the section “does not require the preparation of any estimate or analysisif the
agency is prohibited by law from considering the estimate or analysisin adopting therule.” (H.R. Conf. Rep. No.
104-76 at 39 (1995)) EPA has stated, and the courts have affirmed, that under the Clean Air Act, the primary air
quality standards are health-based and EPA is not to consider costs.
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14,000 of the estimated 75,000 covered water systems nationwide. The costs of the rule
are estimated at $700 million annually. The quantified benefits estimates range from zero
to 9,300 avoided bladder cancer cases annually, with an estimated monetized value of $0
to $4 billion per year. Possible reductionsin rectal and colon cancer and adverse
reproductive and developmental effects were not quantified.

EPA’s National Primary Drinking Water Regulations. Interim Enhanced Surface Water
Treatment (1998): This rule establishes new treatment and monitoring requirements
(primarily related to filtration) for drinking water systems that use surface water astheir
source and serve more than 10,000 people. The purpose of the rule is to enhance health
protection against potentially harmful microbial contaminants. EPA estimated that the
rule will impose total annual costs of $300 million per year. Theruleis expected to
require treatment changes at about half of the 1,400 large surface water systems, at an
annual cost of $190 million. Monitoring requirements add $96 million per year in
additional costs. All systemswill also have to perform enhanced monitoring of filter
performance. The estimated benefits include average reductions of 110,000 to 338,000
cases of cryptosporidiosis annually, with an estimated monetized value of $0.5 to $1.5
billion, and possible reductions in the incidence of other waterborne diseases.

EPA’s National Pollutant Discharge Elimination: System B Regulations for Revision of
the Water Pollution Control Program Addressing Siorm Water Discharges (1999): This
rule expands the existing National Pollutant Discharge Elimination System program for
storm water control. It covers smaller municipa storm sewer systems and construction
sites that disturb oneto five acres. The rule alows for the exclusion of certain sources
from the program based on a demonstration of the lack of impact on water quality. EPA
estimates that the total cost of the rule on Federal and State levels of government, and on
the private sector, is $803.1 million annually. EPA considered alternativesto the rule,
including the option of not regulating, but found that the rule was the option that was
“most cost effective or least burdensome, but also protective of the water quality.”

EPA’s National Primary Drinking Water Regulations; Arsenic and Clarificationsto
Compliance and New Source Contaminants Monitoring (2001): This rule reduces the
amount of arsenic that is allowed to be in drinking water from 50 ppb to 10 ppb. It also
revises current monitoring requirements and requires non-transient, non-community
water systems to come into compliance with the standard. This rule may affect either
State, local or tribal governments or the private sector at an approximate annualized cost
of $206 million. The monetized benefits of the rule range from $140 to $198 million per
year. The EPA selected a standard of 10 ppb because it determined that this was the level
that best maximizes health risk reduction benefits at a cost that is justified by the benefits,
as required by the Safe Drinking Water Act.

EPA’s National Primary Drinking Water Regulations. Long Term 2 Enhanced Surface
Water Treatment (2005): The rule protects against illness due to cryptosporidium and
other microbial pathogens in drinking water and addresses risk-risk trade-offs with the
control of disinfection byproducts. It requires the use of treatment techniques, along with
monitoring, reporting, and public notification requirements, for all public water systems
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that use surface water sources. EPA estimates the total cost of the rule on Federal and
State levels of government, and on the private sector, is between $60 and $170 million
per year.

EPA’s National Primary Drinking Water Regulations. Stage 2 Disinfection Byproducts
Rule (2006): Therule protects against illness due to drinking water disinfectants and
disinfection byproducts (DBPs). ** The rule effectively tightens the existing standards by
making them applicable to each point in the drinking water distribution system
individually, rather than only on an average basisto the system asawhole. EPA has
determined that this rule may contain a Federal mandate that results in expenditures of
$100 million or more for the State, local, and tribal governments, in the aggregate in the
private sector in any one year. While the annualized costs fall below the $100 million
threshold, the costs in some future years may be above the $100 million mark as public
drinking water systems make capital investments and finance these through bonds, loans,
and other means. EPA's year-by-year cost tables do not reflect that investments through
bonds, loans, and other means spread out these costs over many years. The cost analysis
in general does not consider that some systems may be eligible for financial assistance
such as low-interest loans and grants through such programs as the Drinking Water State
Revolving Fund.

DHS s Chemical Facility Anti-Terrorism Standards Rule (2007): Thisrule establishes
risk-based performance standards for the security of our nation’s chemical facilities. It
requires covered chemical facilities to prepare Security Vulnerability Assessments
(SVAS), which identify facility security vulnerabilities, and to develop and implement
Site Security Plans (SSPs), which include measures that satisfy the identified risk-based
performance standards. The rule also provides DHS with the authority to seek
compliance through the issuance of Orders, including Orders Assessing Civil Penalty and
Ordersfor the Cessation of Operations. DHS has determined that this rule constitutes an
unfunded mandate on the private sector. In the regulatory impact assessment published
with this rule, DHS estimated that there are 1,500 to 6,500 covered chemical facilities.
DHS also assumed that this rule may require certain municipalities that own and/or
operate power generating facilities to purchase security enhancements. Although DHS
was unable to determine if this rule will impose an enforceable duty upon State, local,
and tribal governments of $100 million (adjusted annually for inflation) or more in any
one year, for the sake of completeness, we have included it in thislist.

Although these seven rules were the only ones over the past ten yearsto require

expenditures by State, local and tribal governments exceeding $100 million (adjusted for
inflation), they were not the only rules with impacts on other levels of governments.

19 While causal links have not been definitively established, a growing body of evidence has found associations
between exposure to DBPs and various forms of cancer, aswell as several adverse reproductive endpoints (e.g.,
spontaneous abortion).
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I mpact on Small Business

The need to be sensitive to the impact of regulations and paperwork on small business
was recognized in Executive Order 12866, “ Regulatory Planning and Review.” The Executive
Order calls on the agenciesto tailor their regulations by business size in order to impose the least
burden on society, consistent with obtaining the regulatory objectives. It also callsfor the
development of short forms and other efficient regulatory approaches for small businesses and
other entities. Moreover, in the findings section of the Small Business Regulatory Enforcement
Fairness Act of 1996 (SBREFA), Congress stated that “... small businesses bear a
disproportionate share of regulatory costs and burdens’ (Section 202(2) of Pub. L. No. 104-121).
Each firm has to determine whether a regulation applies, how to comply, and whether itisin
compliance. Asfirmsincreasein size, fixed costs of regulatory compliance are spread over a
larger revenue and employee base, which often results in lower regulatory costs per unit of
output.

Research by the Small Business Administration (SBA) Office of Advocacy suggests that
small entities disproportionately shoulder regulatory and paperwork burdens. The Office of
Advocacy has sponsored three studies that estimate the burden of regulation on small
businesses.®® The most recent study, published in 2005, found that regulatory costs per
employee decline as firm size—as measured by the number of employees per firm—increases.
The Office of Advocacy estimates that the total cost of Federal regulation (environmental,
workplace, economic, and tax compliance regulation) was 45 percent greater per employee for
firms with fewer than 20 employees compared to firms with over 500 employees. The Office of
Information and Regulatory Affairs (OIRA), along with the Office of Advocacy and other
Federal regulatory agencies, isworking both to minimize unnecessary burdens, and also to help
America s small businesses comply with regulatory and reporting requirements.

Because of thisrelatively large impact of regulations on small businesses, President Bush
issued Executive Order 13272, which reiterates the need for agencies to assess the impact of
regulations on small businesses under the Regulatory Flexibility Act (RFA) (5 U.S.C. § 601-
612). Under the RFA, whenever an agency comes to the conclusion that a particular regulation
is expected to have a significant economic impact on a substantial number of small entities, the
agency must conduct both an initial and final regulatory flexibility analysis. Thisanalysis must
include an assessment of the likely burden of the rule on small entities, and an analysis of
alternatives that may afford relief to small entities while still accomplishing the regulatory goals.

2Crain, W.M. 2005. “The Impact of Regulatory Costs on Small Firms.” Report prepared for the Office of
Advocacy, U.S. Small Business Administration. Available at http://www.sba.gov/advo/research/rs264tot.pdf.

The other two reports are Hopkins, T., 1995, “Profiles of Regulatory Costs;” and Crain, W.M. and T. Hopkins 1999,
“The Impact of Regulatory Costs on Small Firms.” These reports are also available on the Office of Advocacy’s
website.
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1. Annual Report of the Chief Counsel for Advocacy on Implementation of the Regulatory
Flexibility Act

The Office of Advocacy reports annually on the overall performance of agency
compliance with the RFA and Executive Order 13272, and the Office of Advocacy effortsto
improve the analysis of small business impacts and to persuade agenciesto afford relief to small
businesses. The comprehensive report for FY 2007 is available at
http://www.sba.gov/advo/laws/flex. It provides a summary of agency compliancein FY 2007
with Executive Order 13272 and the RFA, and an agency-by-agency review of RFA compliance.
In addition, the FY 2007 report adds a new chapter on the RFA’s “lookback” provision, section
610. RFA section 610 requires agencies, in addition to examining the effects of proposed
regulations, to review existing regulations to determine if they are outdated, duplicative, or
overly complex.

2. Small Business Regulatory Review and Reform Initiative, and Section 610 Review of
Regulations

To facilitate better agency compliance with the RFA section 610, the Office of Advocacy
launched a new initiative in FY 2007, the Regulatory Review and Reform or “r3” initiative. The
initiative is designed to (1) assist agencies and small business stakeholders to better understand
and benefit from section 610 reviews of existing rules, and (2) give interested small entities the
opportunity to nominate existing agency rules for review and potential reform.

Ther3initiative consists of two related activities. First, after a processin which more
than 80 nominations were received, the Office of Advocacy identified the top 10 rules to be put
forward for agency review in 2008. Four of the reforms recommended, DOL’s Mine Safety and
Health Administration’s explosives standards, and EPA rules on community drinking water
systems, spill prevention control and countermeasure requirements, and recycling solid waste,
are similar to nominations OMB received in our 2004 manufacturing initiative and previous
reform nomination cycles®. More information about the r3 initiative can be found at
http://www.sba.gov/advo/r3/.

Second, in the fall of 2007 Advocacy released revised and more comprehensive best
practice guidance on section 610 analysis. Thisguidanceis available at
http://www.sba.gov/advo/r3/r3_section610.html. Advocacy recommends that agencies focus
on: whether or not the rule is still needed, whether the public has submitted complaints, whether
the rule can be simplified, whether other rulemaking accomplish the same purpose, and whether
circumstances have fundamentally changed that may affect the need for the rule. Especially
important, according to the guidance, isto consider changes in technology, economic
circumstances, competitive forces, and the cumulative burden faced by regulated entities. The
guidance also gives “best practice” examples, including the Federal Railway Administration’s
2003 review of railroad workplace safety, EPA’s Resource Conservation and Recovery Act

% Please see Appendix D for an update to the 2004 OMB manufacturing regulatory reform nominations.
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review leading to recordkeeping changes in 2006, OSHA’s 2007 evacuation standard review, and
FCC’ s 2005 comprehensive review of rules adopted from 1993-1995.

Agencies also have an obligation to publish their scheduled 610 reviews in their semi-
annual Unified Regulatory Agenda. In thefall of 2007, for the first time, all such agenda entries
became available in an electronic format that offers users an enhanced ability to obtain and
search for information on upcoming regulations. More information on Section 610 reviews
performed by agencies can be found by using the advanced search features of the “ e-agenda”
available at http://www.reginfo.gov/public/do/eAgendaA dvancedSearch.

Please visit the Office of Advocacy’s website at http://www.sba.gov/advo to learn more
about the Office of Advocacy, review regulatory comment letters, and obtain useful research
relevant to small entities.

3. The Paperwork Reduction Act and Small Businesses

One regulatory burden of particular concern to small business is paperwork burden. In
conducting our reviews of agency information collection requests, OIRA is particularly sensitive
to collections that affect small businesses. Indeed, in the Paperwork Reduction Act (PRA)
statement of “purposes’ identifies asakey PRA goa minimizing the “paperwork burden” on
“small businesses.” The PRA also provides specific direction to agencies on how they can
minimize the burdens that they impose on small businesses, using approaches such as “ (i)
establishing differing compliance or reporting requirements or timetabl es that take into account
the resources available to those who are to respond; (ii) the clarification, consolidation, or
simplification of compliance and reporting requirements; or (iii) an exemption from coverage of
the collection of information, or any part thereof.”

When the PRA was reauthorized in 1995, Congress added a requirement that agencies
certify, as part of their requests for OMB approval of an information collection, that the
collection “reduces to the extent practicable and appropriate the burden” on small businesses and
other small entities. OMB added this certification requirement to the OMB PRA implementing
regulations (5 C.F.R. 1320.9(c)). In addition, agency information collection requests submitted to
OMB must indicate whether the information collection will have a* significant economic impact
on a substantial number of small entities.”

The Small Business Paperwork Relief Act of 2002 (SBPRA) further reinforced the
PRA’ s focus on minimizing small business paperwork burdens by establishing a multi-agency
Task Force to address thisissue. On June 28, 2003, the SBPRA Task Force submitted itsfirst
report to Congress, which included a number of recommendations to streamline the Federal
information submission process and reduce small business paperwork burdens. Specifically, the
report outlined steps to consolidate information collections, develop alisting of these collections,
and allow for electronic submission of forms.

One year later, the SBPRA Task Force submitted a second report to Congress that made
recommendations concerning the dissemination of information by agencies to facilitate
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compliance with Federal paperwork requirements. The SBPRA aso amended the PRA to require
agencies to “make efforts to further reduce the information collection burden for small business
concerns with fewer than 25 employees.”

Motivated by these statutory requirements, Federal agencies have taken a number of steps
over the past severa years to reduce the amount of information they collect from small
businesses and to ease their compliance burdens, often through the innovative use of information
technology. Nonethel ess, we have seen government-wide paperwork burdens increase over time,
as OMB has documented in its annual Information Collection Budget report (ICB) submitted to
Congress pursuant to the PRA. Government-wide PRA burden increased from 8.92 billion hours
in FY 2006 to 9.64 billion hoursin FY 2007, an increase of more than 8 percent.

A recurring theme of the ICB in recent years has been the very large role played by the
Internal Revenue Service (IRS) in the Federal government’ s information collection activities.
Because of the Federal income tax system, the IRS is an important part of the lives of all
taxpayers, including businesses large and small. Thisfact was again reflected in thisyear’s ICB,
when OMB reported that IRS was responsible for about 79 percent of the Federal government’s
total reporting burden on the public in FY 2007.

Despite these broader trends of aggregate burden increases, agencies have been able to
achieve some notable burden reduction successes. For example, the Internal Revenue Service
has made changes to the Employer’s Annual Federal Tax Program. Asreported inlast year's
ICB, the IRS Office of Taxpayer Burden Reduction recently launched an initiative to reduce
burden on small business taxpayers who owe $1,000 or lessin Employment Tax (ET) by
establishing new rules and processes that will alow them to file their ET returns, as well as pay
the ET tax due, on an annual rather than a quarterly basis. Aslong as these filersremain at
$1,000 or lessin total Employment Tax they will remain filers of Form 944, the Employer's
Annual Employment Tax Return. Those businesses that exceed this threshold will be subject to
the requirement to file Form 941, the Employer's Quarterly Employment Tax Return. By
allowing smaller businesses to file annually instead of quarterly, IRS estimated that reporting
burdens would drop by almost 30 million hours.

4. Small Business Administration Business Gateway

OMB aso works with SBA’s Business Gateway program which offers businesses a
single access point to Federal regulatory and paperwork compliance resources, including forms
and tools. The program, which includes Business.gov, Forms.gov, and data harmoni zation
activities, reduces the amount of resources business owners spend on complying with Federal
regulations and associated paperwork. Specifically, Business.gov simplifies and improves
businesses’ ahility to locate government compliance guides and forms they deal with on aregular
basis, thereby reducing the effort needed to comply with government regulations. Using a
voluntary customer satisfaction survey on Business.gov, business owners have self-reported
saving over 2.9 million hours (between October 2007 and July 2008) by using the portal. Since
the re-launch of Business.gov in October 2006, business owners have self-reported a total of
amost 6.2 million hours saved.
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Business.gov is an innovative and search-focused website where businesses can access
up-to-date regulatory and paperwork compliance information and save time doing so. The
information available through Business.gov was assembled by reaching across agency silosto
make content accessible and relevant to the business community. Business Gateway epitomizes
the spirit and intent of the PRA by helping businesses save time getting answers to important
guestions including: (1) What laws and regulations apply to me?; (2) How do | comply?; and (3)
How do | stay in compliance?

The Business Gateway program also promotes “data harmonization,” which is defined as
the reduction of regulatory reporting burden on citizens and business by reducing the complexity
of reporting processes and improving the reuse and distribution of information across Federal,
State, and local agencies. Business Gateway supports data harmonization by advocating for and
supporting data harmonization solutions. Business Gateway released a comprehensive analysis
on data harmonization in August 2008. The analysis includes five case studies to depict various
levels of Federal, State, agency, and industry participation.

I mpact on Wages

The impact of Federal regulations on wages depends upon how “wages’ are defined and
on the types of regulationsinvolved. If we define “wages’ narrowly as workers' take-home pay,
socia regulation usually decreases average wage rates, while economic regulation often
increases them, especially for specific groups of workers. If we define “wages’ more broadly as
thereal value or utility of workers' income, the directions of the effects of the two types of
regulation can sometimes be reversed.

1. Social Regulation

Social regulation—defined as rules designed to improve health, safety, and the
environment—creates benefits for workers, consumers, and the public. Compliance costs,
however, must be paid for by some combination of workers, business owners, and/or consumers
through adjustments in wages, profits, and/or prices. This effect is most clearly recognized for
occupational health and safety standards. As one leading textbook in labor economics suggests:

Thus, whether in the form of smaller wage increases, more difficult working
conditions, or inability to obtain or retain one’sfirst choicein ajob, the costs of
compliance with health standards will fall on employees.?

In the occupational health standards case, where the benefits of regulation accrue mostly
to workers, workers are likely to be better off if health benefits exceed their associated wage
costs and such costs are not borne primarily by workers.? Although wages may reflect the cost
of compliance with health and safety rules, the job safety and other benefits of such regulation

2From Ehrenberg, R. and R. Smith 1991. Modern Labor Economics, 4th Edition. HarperCollins, p. 279.
“Based on a cost benefit analysis of OSHA’s 1972 Asbestos regulation by Settle (1975), which found large net
benefits, Ehrenberg and Smith cite this regulation as a case where workers' wages were reduced, but they were
made better off because of improved health (p. 281).
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can compensate for the monetary loss. Workers, as consumers benefiting from safer products
and a cleaner environment, may also come out ahead if regulation produces significant net
benefits for society.

2. Economic Regulation

For economic regulation, defined as rules designed to set prices or conditions of entry for
specific sectors, the effects on wages may be positive or negative.** Economic regulation can
result in increases in income (narrowly defined) for workersin the industries targeted by the
regulation, but decreases in broader measures of income based on utility or overall welfare,
especially for workersin general. Economic regulation is often used to pro