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EXECUTIVE SUMMARY

This Report to Congress on regulatory policy was prepared consistent with
Section 624 of the Treasury and General Government Appropriations Act of 2001 (31
U.S.C. § 1105 note, Pub. L. 106-554), often called the Regulatory Right-to-Know Act. It
provides a statement of the costs and benefits of Federal regulations and
recommendations for regulatory reforms.

A major feature of this report is the estimates of the total costs and benefits of
regulations reviewed by OMB. Major Federal regulations reviewed by OMB from
October 1, 1993, to September 30, 2003, were examined. The estimated annual benefits
range from $63 billion to $169 billion, while the estimated annual costs range from $35
billion to $40 billion. A substantial portionof both benefits and costs is attributable to a
handful of cleartair rules that reduce public exposure to fine particulate matter.

Technical limitations in these estimates are significant and are discussed in the text of the
Report.

During the past year, six “magor” final rules with quantified and monetized
benefits and costs were adopted. These rules added $1.6 to $4.5 billion in annual benefits
compared to $1.9 billion in annual costs. There were an additiona eight final “major”
rules that did not have quantified and monetized estimates of both benefits and costs.

The Report also reviews the international literature on the effects of regulation on
national economic growth and performance. Based on a comparison of 145 countries, the
ten least regulated economies are New Zealand, the United States, Singapore, Hong
Kong, Australia, Norway, the United Kingdom, Canada, Sweden, and Japan. These same
economies have experienced relatively good economic performance measured by
economic growth and per capitaincome. They also rate highly in human development as
measured by life expectancy and infant mortality. The adverse impacts of regulation may
be mediated through factors such as the number of procedures required to start a new
business, the flexibility of labor markets, and the enforceability of contracts. More
research is needed to determine the precise causal relationships between regulation,
including different types of regulation and economic growth and performance.

In light of recent concerns about the health of manufacturing in the United States,
the Report reviews the economics literature on the impacts of regulation on
manufacturing enterprises. The cumulative costs of regulation on the manufacturing
sector are large compared to other sectors of the economy. In response to this large
burden, OMB requested public nominations of promising regulatory reforms relevant to
this sector. In particular, commenters were asked to suggest specific reforms to rules,
guidance documents, or paperwork requirements that would improve manufacturing
regulation by reducing unnecessary costs, increasing effectiveness, enhancing
competitiveness, reducing uncertainty, and increasing flexibility. In response to this
request, OMB received 189 distinct nominations from 41 commenters. Federal agencies
are expected to review the merits of each of the 189 reform nominations and prepare a
response for OMB by January 24, 2005. After agencies have performed their



evaluations, OMB will work with the agencies to identify the Administration's
regulatory-reform priorities, which we will announce in February, 2005.

An additional feature of this Report is a summary of the Administration’s
regulatory reform accomplishments in the fields of labor, health, safety, the environment,
transportation and homeland security. The Report also provides alist of additional
reforms that merit priority consideration by agencies. Many of these reform ideas were
nominated for consideration by OMB and the agenciesin 2001 and 2002. Taken together
with the manufacturing initiative, the promising reforms described in this Report provide
ablueprint for comprehensive regulatory reform.

This final Report was issued in draft form in February of this year and was, asa
matter of policy, submitted for and revised in response to public comment, external peer
review, and interagency review. OMB has already begun to prepare the 2005 Report to
Congress on the Costs and Benefits of Federal Regulations. OMB’s objective isto
publish the Draft 2005 Report with the President’s FY 2005 budget in February, 2005.



CHAPTER |I: THE COSTSAND BENEFITS OF FEDERAL REGULATIONS

Section 624 of the Treasury and General Government Appropriations Act of 2001, often
caled the “Regulatory Right-to-Know Act,” requires OMB to submit "an accounting
statement and associated report” including:

(A) an estimate of the total annual costs and benefits (including quantifiable and
nonquantifiable effects) of Federal rules and paperwork, to the extent feasible:
(1) 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.

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 estimates in last year’s report by updating the estimates to
the end of fiscal year 2003 (September 30, 2003). Like the 2003 report, this chapter uses
a 10-year look-back: estimates are based on the major regulations reviewed by OMB
from October 1, 1993 to September 30, 2003. This means that 32 rules reviewed from
October 1, 1992 to September 30, 1993, were included in the totals from last year’s report
but are not included here. A list of these rules can be found in Appendix C. All of the
estimates presented in this chapter are based on agency information (or transparent
modifications of agency information) performed by OMB.

We aso include in this chapter a discussion of major rules issued by independent
regulatory agencies, although OMB does not review these rules under Executive Order
12866. Thisdiscussion is based on data provided by these agencies to the Government
Accountability Office (GAO) under the Congressional Review Act.



A. Estimates of the Total Benefits and Costs of Regulations Reviewed by OM B!

Table 1 presents estimates by agency of the benefits and costs’ of mgjor rules®
reviewed by OMB over the past year (October 1, 2002 to September 30, 2003). OMB
reviewed 37 fina major rules during that period.* They represent approximately 11
percent of the 349 fina rules reviewed by OMB during this 12-month period, and less
than 1 percent of the 4,312 final rules published in the Federal Register during this 12-
month period. OMB believes, however, that the costs and benefits of major rules capture
the vast majority of the total costs and benefits of all rules subject to OMB review.

Of the 37 rules, 25 implemented Federal budgetary programs, which caused
income transfers, usually from taxpayers to another group. Rules that transfer Federal
dollars among parties are not included in the benefit-cost totals because transfers are not
social costs or benefits. If included, they would add equal amounts to benefits and costs.
The remaining 12 regulations were “social regulations,” which may require substantial
additional private expenditures as well as provide new social benefits.

Of the 12 “social regulations,” we are able to present estimates of both monetized
costs and benefits for 6 rules. OMB used agency estimates where available. 1f an agency
quantified but did not monetize estimates, we used standard assumptions to monetize
them, as explained in Appendix A. The 6 other final rules did not include monetized or
quantified estimates for both costs and benefits, thus we did not include those rules in the
totalsin tables 1 through 3. We attempt to summarize the available information on the
impact of these rulesin the “other information” column of Table 4.

1 ovB discusses, in thisreport and in previous reports available at
http://www.whitehouse.gov/omb/inforeg/regpol .html, the difficulty of estimating and aggregating the costs
and benefits 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, which took effect on January 1, 2004, for proposed rules, and will take effect
in January 1, 2005, for final rules. The guidance recommends what OMB defines as “best practice” in
regulatory analysis, with agoal of strengthening the role of science, engineering, and economicsin
rulemaking. The overall goal 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 costs and benefits 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
uidance.
g In many instances, agencies were unable to quantify all benefits and costs. We attempted to capture the
essence of these effects onarule-by-rule basisin the columnstitled “ Other Information” in the various
tables reporting agency estimates. The monetized estimates we present necessarily exclude these
unquantified effects.
3 The Federal Register citations for these major rules are found in Table 4.
4 This Report does not contain information on EPA’ s Prevention of Significant Deterioration and
Nonattainment New Source Review: Routine Maintenance and Repair Final Rule (68 FR 61247). OMB
completed review of thisrule on August 27, 2003 and EPA published the rule on October 27, 2003. On
December 24, 2003, however, the Court of Appeals for the District of Columbia Circuit stayed the effective
date of therule. Asaresult, therule did not become effective on December 26, 2003, as originally
intended by the Agency.



Table 1: Estimates of the Annual Benefits and Costs of Major Federal Rules

October 01, 2002 to September 30, 2003

(millions of 2001 dollars)

Agency Benefits Costs
Agriculture 43-152 17
Health and Human Services 457-3,065 19-35
Transportation 945 1,538
Environmental Protection 204-355 360
Agency

Total 1,649-4,517 1,933-1,950

Table 2 presents an estimate of the total costs and benefits of 85 regulations
reviewed by OMB over the tenyear period from October 1, 1993 to September 30, 2003
that met two conditions. Each rule generated costs or benefits of at least $100 million
annually, and a substantial portion of its costs and benefits were quantified and monetized
by the agency or, in some cases, monetized by OMB. The estimates are therefore not a
complete accounting of all the costs and benefits of all regulations issued by the Federal
government during this period. As discussed in the 2003 Report, OMB has chosen a 10-
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 costs
and benefits of Federal regulations over the period October 1, 1993 to September 30,
2003 are based on agency analyses subject to public notice and comments and OMB

review under E.O. 12866.




Table2: Estimates of the Total Annual Benefits and Costs of
Major Federal Rules,
October 1, 1993 to September 30, 2003
(millions of 2001 dollars)
Agency Benefits Costs

Agriculture 2,933-6,123 1,634-1,656
Education 655-813 361-610
Energy 5,224-5,292 2,968
Health & Human Services 8,742-12,138 3,025-3,121
Dept. of Homeland Security* 62 899
Housing & Urban Devel opment 190 150
L abor 1,264-3,645 806
Transportation 6,608-9,386 3,815-5,855
Environmental Protection Agency 37,652-131,698 21,654-24,050
Total 63,330-169,347 35,312-40,115
*The Homeland Security column includes only Coast Guard rules, formerly part of Transportation

The aggregate benefits reported in Table 2 are substantially smaller than the
aggregate benefits presented in the 2003 Report. Thisis due to one EPA rule
implementing the sulfur dioxide limits of the acid rain provisions in the 1990
Amendments to the Clean Air Act. Thisrule fell in the time period of 1992 to 1993 and
therefore is not included in this report’s totals. Thisrule' s estimated benefits of nearly
$80 billion per year represented roughly one-third to one-half of the total benefits from
the 10-year aggregation Regardless, as can be seen in Tables 2 and 3, EPA rules
continue to be responsible for the majority of costs and benefits generated by Federal
regulationduring this time period.

Table 3 provides additional information on aggregate benefits and costs for
specific agency programs. In order for a program to be included in Table 3, the program
needed to have finalized 3 or more rules in the last 10 years with monetized costs and
benefits. Thiscriterion accounts for the major difference between Table 3 in the 2003
report and Table 3 of the 2004 report: the Coast Guard is no longer included as a
program, since one of their Vessel Response Plans fdl out of the 10-year range. OMB
did review three magjor Coast Guard rules this year (see Table 4), but the benefits of a
reduced risk of terrorism are very difficult to quantify and monetize. See Chapter 4 in the
2003 Report (pp 64-80) for amore detailed discussion of thisissue.

The ranges of costs and benefits presented in Tables 1-3 are not necessarily
correlated. 1n other words, when interpreting the meaning of these ranges, the reader
should not assume that low benefits are associated with low costs and that high benefits
are associated with high costs. Thus, for example, it is possible that the net benefits of
EPA’ s water programs, taken together, could range from negative $2.2 billion to positive
$5.7 billion per year.



Based on the information contained in this and previous reports, the total costs
and benefits of al Federal rules now in effect (major and non-major, including those
adopted more than 10 years ago) could easily be a factor of ten or more larger than the
sum of the costs and benefits reported in Table 2. More research is necessary to provide
astronger analytic foundation for comprehensive estimates of total costs and benefits 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. OMB has not made any changes to
monetized agency estimates other than converting them to annual equivalents. Any
comparison or aggregation across rules should also consider a number of factors that our
presentation does not address. To the extent that agencies have adopted different
methodol ogies —for example, different monetized values for effects, different baselines
in terms of the regulations and controls already in place, different treatments of
uncertai nty—these differences remain embedded in Tables 1-3. While we have relied in
many instances on agency practices in monetizing costs and benefits, our citation of, or
reliance on, agency data in this report should not be taken as an OMB endorsement of all
the varied methodologies used to derive benefits and cost estimates.

Many of these major rules have important non-quantified benefits and costs.
These qualitative issues are discussed in the agency rulemaking documents, in previous
versions of this Report, and in Table 4 of this Report.



Table 3: Estimates of Annual Benefits and Costs of Major Federal Rules:
Selected Programs and Agencies
October 1, 1993-September 30, 2003
(millions of 2001 dollars)

Agency Benefits Costs
Energy

Energy Efficiency and Renewable Energy 5,224-5,292 2,968
Health & Human Services

Food and Drug Administration 1,911-4,754 283-301

L abor

Occupational Safety and Health Administration]  1,264-3,645 806
Transportation

National Highway Traffic Safety 4,227-7,005 2,300-4,340
Administration

Environmental Protection Agency

Office of Air 34,601-115,509 15,796-17,647
Office of Water 1,095-8,431 2,778-3,291

The majority of the large estimated benefit of EPA rulesis attributable to
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 al types of
EPA rules or to all types of cleanrair rules. EPA has two recent, magjor rulemakings —-a
recent final rule to reduce emissions from off-road diesel engines and a new proposed
rule to reduce interstate transport of pollutionfrom coal-fired power plants— which
should achieve substantial, additional benefits in the reduction of fine particles.

As Table 3 indicates, the degree of uncertainty in benefit estimates for clean air
rulesislarge. 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:

Inhalation of fine particles is 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 potentia biological
mechanisms for such effects, the weight of the available epidemiological evidence
supports an assumption of causality.

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

The concentration-response function for fine particles is approximately linear
within the range of outdoor concentrations under policy consideration. Thus, the

10



estimates include health benefits from reducing fine particles in both attainment
and nontattainment regions.

The forecasts for future emissions and associated air quality modeling are valid.
The valuation 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 recent recommendations from a committee of the National Research
Council/National Academy of Sciences, EPA is working with OMB to improve methods
to quantify the degree of technical uncertainty in benefits estimates.®

® 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/catalog/10511.html
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B. Estimates of the Benefits and Costsof ThisYear’sMajor Rules

In this section, we examine in detail the benefits and costs of each major rule, as
required by section 624(a)(1)(C), for which OMB concluded review during the 12- month
period beginning October 1, 2002, and ending September 30, 2003.

The statutory language that categorizes the rules we consider for this report differs
from the definition of “economically significant” in Executive Order 12866. It aso
differs from similar statutory definitions in the Unfunded Mandates Reform Act and
subtitle E of the Small Business Regulatory Enforcement Fairness Act of 1996:
Congressional Review of Agency Rulemaking. Given these varying definitions, we
interpreted section 624(a)(1)(C) broadly to include al final rules promulgated by an
Executive branch agency that meet any one of the following three measures:

. Rules designated as “economically significant” under section 3(f)(1) of
Executive Order 12866;

. Rules designated as “major” under 5 U.S.C. ' 804(2) (Congressional
Review Act); and

. Rules designated as meeting the threshold under Title Il of the Unfunded

Mandates Reform Act (2 U.S.C. ' 1531 - 1538)
Social Regulation

Of the 37 economically significant rules reviewed by OMB, Table 4 lists 12
regulations requiring substantial private expenditures or providing new socia benefits.
The Table summarizes the costs and benefits of these rules, as reported by the agencies,
and provides other descriptive information taken from rule preambles and Regulatory
Impact Analyses (RIAS). Thetotalsare: the Department of Homeland Security' s (DHS)
United States Coast Guard (USCG), 3 rules; the Department of Health and Human
Services’ (HHS) Food and Drug Administration (FDA), 2 rules; the Department of the
Interior (DOI), 2 rules; and 1 rule each for the Environmental Protection Agency (EPA),
the HHS Center for Medicare and Medicaid Services (CMYS), the United States
Department of Agriculture’s (USDA) Food Safety and Inspection Service (FSIS), and the
Department of Transportation s(DOT) National Highway Traffic Safety Administration
(NHTSA), and Federal Motor Carrier Safety Administration (FMCSA).

The Table also includes 2 rules that were considered major under the
Congressional Review Act (CRA) that were not otherwise included: aUSDA
Agricultural Marketing Service (AMS) rule, exempt from E.O. 12866 review, revising
milk product-price formulas applicable to al Federal milk-marketing orders, and an EPA
rule revising regional haze requirements for nine western states and eligible Indian tribes,
which was not economically significant but was classified as a major rule under CRA.

12



Table 4. Summary of Agency Estimates for Final Rules
October 1, 2002 to September 30, 2003
(As of Date of Completion of OMB Review)

Rule Agency FR Cite Benefits Costs Other Information
Early-Season DOI See “Other $50 millionto $192 | Not Estimated DOl finalized atotal of three Early Season regulations, the
Migratory Bird Information” million per year Final Framework (68 FR 51658), the Bag and Possession
Hunting Limits (68 FR 51832), and the Regulations on Certain Federal
Regulations Indian Reservations and Ceded Lands (68 FR 51919). The
analysis, which jointly estimated the impact of all Early and
L ate Season Regulations, was based on the 1996 National
Hunting and Fishing Survey and the U.S. Department of
Commerce's County Business Patterns, from which it was
estimated that migratory bird hunters would spend between
$429 million and $1,084 million at small businesses in 2003.
The listed benefits represent estimated consumer surplus.
Late-Season DOl See " Other $50 million to $192 | Not Estimated DOl finalized atotal of three Late Season regulations, the Final
Migratory Bird Information” million per year Frameworks (68 FR 55784), the Bag and Possession Limits (68
Hunting FR 56048), and the Regulations on Certain Federal Indian
Regulations Reservations and Ceded Lands (68 FR 56102). The analysis,

which jointly estimated the impact of all Early and Late Season
Regulations, was based on the 1996 National Hunting and
Fishing Survey and the U.S. Department of Commerce's
County Business Patterns, from which it was estimated that
migratory bird hunters would spend between $429 million and
$1,084 million at small businessesin 2003. The listed benefits
represent estimated consumer surplus.
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Table 4. Summary of Agency Estimates for Final Rules
October 1, 2002 to September 30, 2003
(As of Date of Completion of OMB Review)

Rule Agency FR Cite Benefits Costs Other Information
AreaMaritime | DHSUSCG 68 FR 39284 Reduced risk from a | $477 million The Coast Guard published a series of six temporary Interim
Security transportation (present value) for | Final Rules, three of which were economically significant and

security incident

the period 2003 to
2012

are listed here, in order to promulgate requirements mandated
by the Maritime Transportation Security Act (MTSA) of 2002
(Public Law 107-295). These were effective from July 1, 2003,
until November 25, 2003. This unusual rulemaking procedure
was necessitated by specific language contained in the MTSA,
which stated the Secretary shall issue an interim final rule
implementing these security requirements as soon as
practicable after the date of enactment of the law. The MTSA
further stated any of the temporary regulations that are not
superseded by final regulations shall expire not later than 1 year
after the date of enactment, or November 25, 2003. A fina rule
superseding the area maritime security interim rule was
published on October 22, 2003 (68 FR 60472).

The impact analysis accompanying these rules assumed they
would bein place for the foreseeable future. Costsinclude
committee meetings, travel, and security drilling (68 FR
39287). Benefits are estimated in “risk pointsreduced,” a
qualitative measure designed to help estimate the overall
increase in security many different activities would produce.
The area maritime security rule had an estimated cost per risk
point reduced of $469 (present value, 2003—-2012) (68 FR
39288).
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Table 4. Summary of Agency Estimates for Final Rules
October 1, 2002 to September 30, 2003
(As of Date of Completion of OMB Review)

Rule

Agency

FR Cite

Benefits

Costs

Other Information

Vessel
Security

DHSUSCG

68 FR 39292

Reduced risk from a
transportation
security incident

$1.368 billion
(present value) for
the period 2003 to
2012

Seefirst USCG Table entry for an explanation of the
rulemaking process. A final rule superseding the vessel
security interim rule was published on October 22, 2003 (68 FR
60483).

The impact analysis accompanying these rules assumed they
would bein place for the foreseeable future. Costsinclude
purchasing, installing, and maintaining security-related
equipment; hiring security officers, and preparing paperwork
(68 FR 29298). Benefits are estimated in “risk points reduced,”
a qualitative measure designed to help estimate the overall
increase in security many different activities would produce.
The vessel security rule had an estimated cost per risk point
reduced of $233 (present value, 2003-2012) (68 FR 39299).

Facility
Security

DHSUSCG

68 FR 39315

Reduced risk from a
transportation
security incident

$5.399 hillion
(present value) for
the period 2003 to
2012

Seefirst USCG Table entry for an explanation of the
rulemaking process. A final rule superseding the facility
security interim rule was published on October 22, 2003 (68 FR
60515).

The impact analysis accompanying these rules assumed they
would bein place for the foreseeabl e future. Costsinclude
purchasing, installing, and maintaining security-related
equipment; hiring security officers, and preparing paperwork
(68 FR 39319). Benefits are estimated in “risk points reduced,”
aqualitative measure designed to help estimate the overall
increase in security many different activities would produce.
Thefacility security rule had an estimated cost per risk point
reduced of $1,517 (present value, 2003-2012) (68 FR 39319).
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Table 4. Summary of Agency Estimates for Final Rules
October 1, 2002 to September 30, 2003
(As of Date of Completion of OMB Review)

Rule Agency FR Cite Benefits Costs Other Information
Truck Driver DOT/FMCSA | 68 FR 22456 $671 million per $1,282 million per | Because of widespread noncompliance with the current
Hours of year (status quo year (status quo regulations, FMCSA estimated benefits and costs against two
Service baseline) baseline) baselines: full compliance with current rules, and the status
$228 million per Negative $905 quo. Note that negative cost means a net cost-savings.
year (full million (full
compliance compliance
baseline) baseline)
Light Truck DOT/NHTSA | 68 FR 16867 $218 million (05) $170 million (05) The benefits are derived mainly from fuel savings over the
CAFE for $645 million (06) $537 million (06) lifetime of the vehicle, although they include other effects such
Model Years $955 million (07) $862 million (07) as emissions reductions. Costs estimates are based on the
2005-2007 specific technologies that manufacturers would need to apply to

improve fuel economy up to the level of thefinal rule. All cost
and benefit figures are net present values over the lifetime of
each model year.

The benefit and cost estimates are estimated from a baseline of
each manufacturer's production plans for asingle model year.
It islikely that CAFE standards for prior model years (or
anticipation of more stringent future standards) cause agiven
year's production plansto incorporate greater fuel economy
than they otherwise would. NHTSA did not attempt to factor
this effect into its baseline estimates, as this exercise would
become increasingly speculative. To the extent that thisisthe
case, the "true" baseline fuel economy islower than that
reflected in the product plans and, as estimated by NHTSA,
both the cost and benefit estimates of a given standard will be
underestimated.

16




Table 4. Summary of Agency Estimates for Final Rules
October 1, 2002 to September 30, 2003
(As of Date of Completion of OMB Review)

Rule Agency FR Cite Benefits Costs Other Information

Revisions to EPA 68 FR 33764 Not Estimated $72 million per EPA performed a cost-benefit analysisin connection with the
Regional Haze year Regional Haze Regulations that it published as afinal rule on
Regulations for July 1, 1999 (64 FR 35714). EPA findsthat the costs and

Nine Western benefits associated with the Western Regional Air Partnership's
States and program have been captured in the 1999 analysis. That analysis
Eligible Indian concluded that the planning, analysis, and Best Available

Tribes Retrofit Technology control elements would result in $72

million in incremental annualized costs. If States all choose to
establish the sameillustrative progress goal, the incremental
costs range from$1 billion to $4 billion with associated
benefits of $1 billion to $19 billion.

17




Table 4. Summary of Agency Estimates for Final Rules
October 1, 2002 to September 30, 2003
(As of Date of Completion of OMB Review)

Rule Agency FR Cite Benefits Costs Other Information

National EPA 68 FR 7175 $204 million to $360 million per Monetized benefits are based on both health and environmental
Pollutant $355 million per year. impacts. Therule also identifies several benefit categories that
Discharge year. have not been monetized. These include reduced

Permits and eutrophication and pathogen contamination of coastal and
Standards for estuarine waters, reduced pathogen contamination of
Concentrated groundwater, reduced human and ecological risks from

Animal antibiotics, hormones, metals and salts, improved soil

Feeding properties, and reduced costs of commercial fertilizersfor non-
Operations CAFO operations. Only thefirst of these would likely
(CAFOs) significantly affect the benefits estimates if monetized.

Costs are based on CAFO compliance costs and State and
Federal government implementation costs. CAFO compliance
costs are primarily associated with new restrictions on land
application of manure, and coverage of dry poultry operations
that were not previously covered by the regulations. Costsfor
land application include preparation of a Nutrient Management
Plan, and transportation costs for sale or disposal of excess
manure that can no longer be applied to the facility's own
fields. Costsfor dry poultry include, in addition to land
application, capital and operation and maintenance costs for
new technology.

Note that the benefit and cost estimates are not directly
comparable. The benefits estimate is for large CAFOs only
(greater than 1000 animal units); EPA was unable to complete
the benefits analysis for small CAFOs because of dataand time
constraints. The cogt estimateisfor both small and large
CAFOs. The cost estimate for large CAFOs only is $304
million per year.
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Table 4. Summary of Agency Estimates for Final Rules
October 1, 2002 to September 30, 2003
(As of Date of Completion of OMB Review)

Rule Agency FR Cite Benefits Costs Other Information

Health HHS/ICMS 68 FR 8333 Not Estimated Not Estimated Thisfinal rule adopts standards for the security of electronic

Insurance protected health information to be implemented by health plans,

Reform: health care clearinghouses, and certain health care providers.

Security

Standards CMS stated that, although they could not determine the specific

Implementing economic impact of the standardsin thisfinal rule (and

HIPAA individually each standard may not have a significant impact),
the overall impact analysis makes clear that, collectively, all the
standards will have a significant impact of over $100 million on
the economy.

Transfat HHS/FDA 68 FR 41433 $234 million to $139 million to FDA estimates the benefits of this rule using two approaches

Labeling $2,884 million per $275 million that reflect different methods. First, it calculates benefits as the

year.

incurred in the first
two years after rule
finalized.

value of life-years gained from preventing afatal case of heart
disease, plusthe value of quality adjusted life years (QALY'S)
gained from preventing a non-fatal case of heart disease. Its
second calculation values reductionsin mortality risk asthe
number of statistical deaths prevented multiplied by the
willingnessto pay to reduce therisk of death, and values
reductions in morbidity risk as simply the medical cost savings.
The range of benefitsis also based on two different estimates of
the effect of trans fat on CHD risk (one method |eads to
approximately twice the impact as the other method); adopting
different valuations for QALYs, life years and lives saved; and
applying the 3% and 7% discount rates.

Cost estimates include direct |abeling and other compliance
costs, and reformulation costs and subsequent market impacts
for firmsthat choose to reformulate. The range of costsis
derived from the 3% and 7% discount rates, and model
uncertaintiesin the labeling cost estimate.
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Table 4. Summary of Agency Estimates for Final Rules
October 1, 2002 to September 30, 2003
(As of Date of Completion of OMB Review)

Rule Agency FR Cite Benefits Costs Other Information
Patent Listing | HHS/FDA 68 FR 36675 $230 million per Lessthan $10 FDA estimates the largest impact will be atransfer of resources
Requirements year million per year. from current patent holders to generic drug manufacturers and
and consumers. FDA estimates patent holderswill suffer
Application of approximately a $4.8 billion revenue loss per year. Consumers
30 Month will save approximately $3.3 hillion per year, and generic
Stays of manufacturers will gain approximately $1.8 billion per year.
Abbreviated The benefit is the efficiency gain from this market entry. Direct
New Drug costs are derived from the increase in burden of additional
Applications applications and modifications to analytical requirements. In
(Generics) addition, because thisrule lowers the profitability of new drugs,
FDA explored the possibility that the rule would have an
impact on innovation. FDA concluded any impact on
innovation would be minimal. The benefits and costs are
annualized at a 7% discount rate over 10 years.
Milk in the USDA/AMS* | 68 FR 7063 Not Estimated Not Estimated The Agricultural Marketing Service performed a cost analysis
Northeast and and summarized the average of the price changes from a model
Other baseline using a 5-year period (2003-2007). The formula
Marketing changes increase the protein prices and reduce the prices for
Areas butterfat and nonfat solids. The results are higher Class 11

prices, lower Class 1V and Class |1 prices, and lower Class|
prices. The advanced Class | base price isthe higher of the
Class Il or Class 1V advance pricing factors. The Class| base
priceisthe Class |V pricein all years of the analytical period
for the baseline, while Class |11 becomes the Class| pricein
2003 through 2005 under thisdecision. The Class| pricefalls
in 2003, 2006, and 2007. Theresulting increasesin Class | and
Class Il demand for nonfat and fat solids sufficiently absorbs
production increasesto very slightly increase cheese and butter
prices and only slightly decrease nonfat dry milk prices.
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Table 4. Summary of Agency Estimates for Final Rules
October 1, 2002 to September 30, 2003
(As of Date of Completion of OMB Review)

Rule Agency FR Cite Benefits Costs Other Information

Control of USDA/FSIS 68 FR 34207 $44 million per year | $16.6 million per The benefits are derived from avoided illnesses and death.

Listeria to $154 million per | year Estimated costs are implementation costs. USDA also presents

monocytogene year arange of benefits estimates, based on model uncertainty and

sin Ready-to- statistical variability, and presents an alternative benefits

Eat Meat and estimate, based on areduction in effectiveness, which is

Poultry approximately 50% lower than the benefits presented here.

Products Both benefits and costs are annualized at a 7% discount rate
over 10 years, the assumed useful life of the necessary firm
investments.

*OMB is statutorily prohibited from reviewing marketing orders. Information presented in thistable is based on the GAO report.
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Regulations Implementing Federal Budgetary Programs

Of the 37 economically significant rules reviewed by OMB, Table 5 lists the 25
that implement Federal budgetary programs. The budget outlays associated with these
rules are “transfers’ from taxpayers to program beneficiaries, therefore in past reports
OMB has referred to these rules as “transfer” rules. The totals are: HHSICMS, 11 rules;
USDA, 6 rules; the Department of Veterans Affairs (VA), 2 rules; the Department of
Labor (DOL), 1 rule; DOT, 1 rule; DOI, 1 rule; the DHS Federal Emergency
Management Agency (FEMA), 1 rule; the Office of Personnel Management (OPM), 1
rule; and the Small Business Administration (SBA), 1 rule.

Here, we highlight two of the rules presented below. First, OPM issued arule to
allow Federal employeesto pay for their health benefits with pre-tax dollars. This
change is estimated to save Federal employees $848 million in taxes in fiscal year 2003.
Unlike other rules listed here, this rule does not implement any particular spending
program. Thisrule, however, has ailmost an identical effect as rules that implement other
spending programs, by lowering the total taxes taken in, the effect is to transfer general
tax revenue to a specific group.

Second, DOT'sNHTSA issued arule implementing a statute which requires the
withholding of fiscal year 2004 Federal-aid highway funds from any State that has not
enacted a driving while intoxicated law that provides for ablood or breath acohol (BAC)
limit of 0.08 percent. Although a major impact of this rule would be to Federal budgetary
programs, the clear god is to inspire State-level laws and regulations with public health
and safety goals similar to the Federal rules reported in the other sections of this chapter.

Table 5: Agency Rules Implementing Federal Budgetary Programs
(October 1, 2002 to September 30, 2003)

Department of Agriculture (USDA)

2002 Farm Bill: Cooperatives, Cotton, Dairy and Honey Price Support; Dairy and Apple Market Loss

2002 Farm Bill: Loans and Deficiency Payments for Peanuts, Pulse Crops, Wheat, Feed Grains, and
Minor Oilseeds

2002 Farm Bill: Direct and Counter Cyclical Payments and Peanut Quota Buy-Out

2002 Farm Bill: Conservation Reserve Program

2003 Agricultural Assistance Act: Crop Disaster Program, Livestock Assistance Program, and
Weather-Related Losses

Environmental Quality Incentives Program

Department of Health and Human Services (HHS)

Changes to the Hospital Outpatient Prospective Payment System and CY 2003 Payment Rates

Medicare Program: Inpatient Hospital Deductible and Hospital and Extended Care Services
Coinsurance Amounts for 2003

Medicare Program: Application of Inherent Reasonableness of All Medicare Part B Services Other than
Physician Services

Medicare Program: Monthly Actuarial Rates and Monthly Supplementary Medical Insurance Premium
Rate Beginning January 1, 2003

Medicare Program: Physician Fee Schedule Update for CY 2003.

Medicare Program: Revisions to Payment Policies Under the Physician Fee Schedule for Calendar
Year 2003 and Inclusion of Registered Nurses in the Personnel Provision of the Critical Access
Hospital Emergency Services Requirement for Frontier Areas and Remote Locations
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Medicare Program: Time Limitation on Price Recalculations and Recordkeeping Requirements Under
the Drug Rebate Program

Medicare Program: Change in Methodology for Determining Extraordinarily High (Outlier) Payment in
Acute Care and Long-Term Care Hospitals

Medicare Program: Changes to the Inpatient Rehabilitation Facility Prospective Payment System and
FY 2004 Rates

Medicare Program: Changes to the Hospital Inpatient Prospective Payment Systems and Fiscal Year
2004 Rates

Medicare Program: Prospective Payment System and Consolidated Billing for Skilled Nursing Facilities
Update for FY 2004.

Veterans Administration

Payment or Reimbursement for Emergency Treatment Furnished at Non-VA Facilities

Enroliment; Provision of Hospital and Outpatient Care to Veterans; Subpriorities of Priority Categories 7
and 8 Annual Enrollment

Department of Labor

Claims for Compensation Under the Energy Employees Occupational lllness Compensation Program
Act of 2000

Department of the Interior

Bureau of Indian Affairs: Distribution of Fiscal Year 2003 Indian Reservation Roads Funds

Department of Transportation

Operation of Motor Vehicles by Intoxicated Persons

Federal Emergency Management Administration

Assistance to Firefighters Grant Program

Office of Personnel Management

Health Insurance Premium Conversion

Small Business Administration

Small Business Size Regulations: Government Contracting Programs; HUBZone Program

Major Rulesfor Independent Agencies

The congressional review provisions of the Small Business Regulatory
Enforcement Fairness Act (SBREFA) require the GAO to submit reports on major rules
to the committees of jurisdiction, including rules issued by agencies not subject to
Executive Order 12866 (the “independent” agencies)®. We reviewed the information on
the costs and benefits of major rules contained in GAO reports for the period of October
1, 2002 to September 30, 2003. GAO reported that 3 independent agencies issued 7
major rules during this period’. Two agencies, the Federal Reserve System and the
Nuclear Regulatory Commission (NRC), did not conduct benefit-cost analyses although
the NRC did calculate the expected dollar amount of fee recovery from their program,
which can be considered a cost of the rulemaking. One agency, the Securities and
Exchange Commission (SEC), did consider the benefits and costs of itsrules. OMB lists

® An exception to thisisrules promulgated by the Federal Communications Commission (FCC) under the
authority of the Telecommunications Act of 1996, which are exempt from GAO reporting.

’ Thislist does ot include 2 rules promulgated by FCC during thistime period under the
Telecommunications Act. On July 2, 2003, FCC released a rule modifying the broadcast ownership
regulations. On July 24, 2004, however, the Court of Appeals for the 3" Circuit blocked much of the rule.
In addition, on August 21, 2003, FCC released a rule setting standards for the unbundling of
telecommunications services. On March 2, 2004, however, the Court of Appealsfor the District of
Columbiacircuit vacated and remanded much of therule.
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the agencies and the type of information provided by them (as summarized by GAO) in

Table 6.

In comparison to the agencies subject to E.O. 12866, the independent agencies

provided in their analyses relatively little quantitative information on the benefits of
major rules; half of the economically significant rules reviewed by OMB reported
monetized benefits, whereas only 1 of the 7 rules finalized by independent agencies
reported monetized benefits. As Table 6 indicates, most of the rules included some
discussion of benefits and costs, and reported monetized costs. OMB does not know
whether the rigor and the extent of the analyses conducted by the independent agencies
are similar to those of the analyses performed by agencies subject to the Executive Order,

since OMB does not review rules from independent agencies.

Table 6: Rules for Independent Agencies

(October 1, 2002 to September 30, 2003)

Agency

Rule

FR Cite

Information
on Benefits
or Costs

Monetized
Benefits

Monetized
Costs

Federal
Reserve

Transactions Between
Member Banks and
Their Affiliates

67 FR 76560

No

No

No

NRC

Revision of Fee
Schedules; Fee
Recovery for FY 2003

68 FR 36714

Yes

No

Yes

SEC

Disclosure in
Management's
Discussion and
Analysis About Off-
Balance Sheet
Arrangements and
Aggregate Contractual
Obligations, GAO-03-
463R, February 19,
2003 IND

68 FR 5982

Yes

No

Yes

SEC

Strengthening the
Commission's
Requirements
Regarding Auditor
Independence

68 FR 6006

Yes

No

No

SEC

Disclosure of Proxy
Voting Policies and
Proxy Voting Records
by Registered
Management
Investment Companies

68 FR 6564

Yes

No

Yes

SEC

Management's Report
on Internal Control
Over Financial
Reporting and
Certification of
Disclosure in Exchange
Act Periodic Reports

68 FR 36636

Yes

No

Yes
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Table 6: Rules for Independent Agencies

(October 1, 2002 to September 30, 2003)

Agency | Rule FR Cite Information Monetized | Monetized
on Benefits Benefits Costs
or Costs

SEC Certain Research and 68 FR 37046 | Yes Yes Yes

Development
Companies
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C. Response to Public Comments on the Accounting Statement

Many commenters supported OMB’ s approach to the regulatory accounting
statement. Several commenters (5, 31, 37, A and D) stated that the accounting statement
isauseful tool for informing the public and policymakers on the scope and impact of the
federal regulatory system. Other comments expressed support for OMB’s oversight of
the regulatory process (16, 24, and 37), and other OMB activities that they felt worked
together with the accounting statement, specificaly the Information Quality Guidelines
and the new OMB Circular A-4, to improve the regulatory process (19, 27, 37, 39, and
40).

Comments on Scope/Coverage

Many commenters (2, 5, 8, 9, 19, 24, 37, 39, and 40) and peer reviewer A
guestioned OMB’s decision to include only major rulesin our benefit and cost totals.
Most of these commenters questioned whether this practice led OMB to neglect reporting
the impact of many important rules and therefore to underestimate the total costs and
benefits of federal rulemaking. Two commenters (37 and 40) suggested that we should
expand the scope to total regulatory costs and benefits, including all rules ever put in
place, either through a literature review or through a greatly expanded summary of
agency-prepared Regulatory Impact Analyses.

In the Draft Report, we stated that we included only information on the benefits
and costs of major rules because we believe that these costs and benefits capture the vast
majority of the total costs and benefits of all rules subject to OMB review. A
comprehensive reassessment of every significant rulemaking is beyond the scope of this
Report. Dues to the concerns raised by the commenters and a peer reviewer, however,
we have reassessed the relative contribution of major and non magjor rules for a selected
group of agencies: OSHA, FDA, and NHTSA. These agencies were chosen, based on
our reviewing experience, because they are more likely to have estimated quantified costs
and benefits for non-major rules. For the purposes of this look-back, as a proxy for the
impact of non-major rules, we examined significant rules reviewed by OMB. Itis
possible, but unlikely, that we are missing rules put in place by these agencies that were
not considered significant enough for OMB review but have relatively large impacts.

First, we reviewed all significant final rules put in place by FDA from October 1,
2002 through September 30, 2003. In that time period, OMB concluded review on 4
significant FDA fina rules and 2 economically significant FDA final rules. One of the
rules was withdrawn by FDA. For the other 3 rules, FDA estimated costs of
approximately $2.6 million per year and benefits of approximately $10-16 million per
year. They also discussed but did not quantify other modest benefits of these rules. For
the two economically significant final rulesin this time period, FDA estimated costs of
approximately $19 to $36 million per year and benefits of approximately $500 million to
$3.1 billion per year. The benefits of the economically significant rules are far higher
than the benefits from the significant rules. In addition, even though the estimated costs
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for the economically significant rules are unusually small, they still are approximately 10
times the estimated cost attributable to the significant rules.

Next, we reviewed 8 significant final rules and 1 economically significant rule put
in place by NHTSA from October 1, 2002 through September 30, 2003. In instances
where NHTSA presented quantified but not monetized morbidity and mortality
information, we monetized the estimates using techniques similar to those used to
monetize results for the accounting statement (see Appendix B). For 3 of the 8
significant rules, NHTSA estimated costs of approximately $13 to $43 million per year.
NHTSA aso quantified the reduction in benefits from delaying the effective date of their
advanced airbag requirements, which we monetized at roughly $2.5 to $3 million per
year. The other rules did not quantify costs but stated they were minimal. With regard to
benefits, NHTSA estimated mortality and morbidity benefits of approximately $5 to $22
million per year for the final rule establishing the Motor Vehicle Tire Safety Standards.
No other significant final rule quantified benefits, although most stated that they
considered benefits relatively small. An exception to this may be the New Information
Program enhancing the presentation of rollover resistance information, which may have
the potentia to significantly affect consumer behavior if it were more effective than the
previous program. The midpoint of the cost estimatesis approximately 13%, and the
midpoint of the benefit estimates is approximately 5%, of the costs and benefits of
NHTSA’s CAFE rule described above®.

Finally, based on an analysis of the costs of both major and non-major rules
issued by the Occupational Safety and Health Administration from 1976 to 2002, 87% of
the $10.1 billion in costs were due to the 17 rules (out of atotal of 59 rules) with costs at
the time of issuance of over $100 million®. We also examined in greater detail the time
period from October 1, 2002 through September 30, 2003. In that time, OMB concluded
review on 5 significant OSHA final rules, but no economically significant OSHA final
rules. In total, these rulemakings had a very small impact: two rules finalized delaysin
recordkeeping provisions, thus they generated no costs or benefits, 1 rule simply rewrote
for clarity an existing regulation and generated no marginal impact, and 2 rules put in
place agency procedures to handle discrimination complaints, leading to small OSHA
administrative expenditures.

Two commenters (19 and 40) also stated that since federal agencies themselves
determine which rules are major, using that screen for including rules in our report is
guestionable. This characterization of the processis not correct. Under E.O. 12866,
Section 6, the agencies must submit alist of planned regulatory actionsto OIRA, and the

8 NHTSA aso put in place an economically significant rule, discussed above and in Table 5, requiring that
fiscal year 2004 Federal-aid highway funds be withheld from any State that has not enacted a driving while
intoxicated law that provides for ablood or breath alcohol (BAC) limit of 0.08 percent. The primary
impact of thisruleisto the Federal budget; however, it was also substantially larger than the total of the
significant rulemakings discussed here.

¥ Based on calculations from datain Fred Siski nd, “A Critique of Published Estimates of the Overall Costs
Imposed by OSHA Standards and Regulations” (Working Paper dated 9/17/03). The original datawere
provided by OSHA'’s Office of Regulatory Impact Analysis.
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agencies and OIRA jointly determine which of these actions are economically significant
and major.

Other commenters (2, 15, 29, 37, and 40) criticized the limitation of our
accounting statement to final rules put in place over the previous 10 years. Some of these
comments also stated that this principle was not consistently applied in other parts of the
report. Some of these comments (2, 15, and 29) also criticized this 10-year window since
it specifically caused the 1992 EPA Acid Rain regulations to fall out of the accounting
statement.

We continue to believe that the 10-year window is the appropriate time period for
which to limit this accounting statement, since we do not believe that the estimates of the
costs and benefits of rulesissued over ten years ago are very reliable or useful for
informing current policy decisions. We will continue, however, to document the
estimated costs and benefits of rules outside of this time period in appendices and other
analyses where we believe appropriate. For example, in Appendix C we present
information on all final rules, including the 1992 Acid Rain regulations, which we
reported in Chapter | of the 2003 Report as part of the 10-year totals of costs and benefits,
but are not included in Chapter | of the 2004 Report. In addition, in Chapter 11, we
present an analysis of the new yearly regulatory burden imposed by several
administrations over the past 17 years. Although this analysis by necessity dependson
rules promulgated outside of the 10-year window, we believe it isavery useful study of
the different burden administrations were willing to impose on the private sector to
realize regulatory benefits.

Severa commenters (5, 8, 24, 39, 40, A, and B) criticized our less detailed
presentation of information on Federal Communications Commission (FCC) and other
independent agency rulemakings in our report, and that we do not include them in the
accounting statement. One peer reviewer (B) suggested that we ask the independent
agencies directly to provide us with annual assessments of the costs and benefits of their
regulations. Another peer reviewer (A) pointed out that our reliance on GAO to develop
our list of independent agency major rules caused anomission of rules promulgated
under authority of the Telecommunications Act of 1996, since they are excluded from the
GAO database by statute. Asaresult, at least two additional FCC magjor final rules —the
modification of media ownership rules and its revision of local telephone access rules —
were excluded in fiscal 2003, and rules may have been excluded in previous years.

OMB agrees that it isimportant to assess the benefits and costs of independent
agency regulatory actions. Currently, OMB relies on GAO reports as the primary data
sourceto do so. If the FCC rules mentioned by the peer reviewer were implemented, we
would have added them to the list of independent agency rules; however, both of these
rules have been at least partialy blocked by Cout actions. As with other rules blocked
by the Court, we will not add these to the totals but will summarize the rules and the
Court actions in afootnote. OMB encourages independent agencies to conduct benefit-
cost analyses that conform to our regulatory analysis guidance, and to submit those
analyses of major rulesto OMB.
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Two comments (2 and 29) claimed the OMB arbitrarily excluded deregulatory
action from review. OMB does not arbitrarily or inappropriately exclude deregulatory
actions from review or from this Report. This Report includes all final major rules
reviewed by OMB over aten year period from October 1, 1993 to September 30, 2003,
whether or not they are regulatory or deregulatory. Comment 2 included alist of rules
they classify as deregulatory; however, these rules do not meet the criteria that would
qualify them for inclusion in this Report. For example, their list included “ deregul atory”
actions from the Department of Labor, which consisted of an MSHA rule and two OSHA
rules that were not major; one OSHA rule published after this Report’s cutoff of
September 30, 2003 that terminated a proposed rule that was never finalized; and one
Wage and Hour major final rule implementing exemptions from minimum wage and
overtime pay under the Fair Labor Standards Act, which was published two months after
the publication of the 2004 Draft Report.

A few comments (9, 29, 40, C, and E) criticized our exclusion of rules that
implemented federal budgetary programs from the cost and benefit totals. Peer reviewers
C and E stated that rules that transfer Federal dollars will have opportunity costs and
benefits if they cause behavioral responses.

We agree that rules that transfer federal budgetary programs often have
opportunity costs or benefits in addition to the budgetary dollars spent. Several
commenters, however, seem to have confused our less detailed presentation of Federal
budget rules in this Report with less stringent analytical and review requirements. In fact,
agencies thoroughly analyze and OMB thoroughly reviews all significant Federal budget
rules under E.O. 12866. If economically significant, these rules must be accompanied by
regulatory impact analysesthat comply with OMB Circular A-4. Aswe mentioned in the
2003 Report, OMB does see merit in providing more information about these rules, and
we are considering feasible ways of providing thisinformation. We believe, however,
that our approach of separately identifying budgetary rules has merit. Many of these
rules - for example, CM S payment system regulations- are yearly updates that put in place
changes that are relatively small when compared to the overal programs. Thisisin
contrast to major social regulations, amost none of which have to be renewed on ayearly
basis. Moreover, including budget programs in the overall totals would overwhelm the
incremental new regulatory impacts identified by this Report, and would confuse the
distinction between on-budget and off-budget government activity.

Other comments (27, 39 and 40) suggested that we should also quantify the costs
and benefits of Federal Regulation on small businesses, perhaps by using agency-
prepared Regulatory Flexibility Analyses, which accompany the Regulatory Impact
Analyses on aimost al major rulemakings. We see merit in the consideration of
including more information on the impact of regulations on small businesses. We plan to
explore this issue in more detail with the Office of Advocacy of the Small Business
Administration.

Comments on the Overall Quality of Analysis
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Many comments (5, 15, 16, 19, 37, A, B, C, and D) stated that costs and benefits
of different regulations are difficult or impossible to compare due to methodol ogical
differences across agency analyses. One peer reviewer (C) also stated that since
programs have interaction effects, it iswrong to add the separately calculated effects of
different programs. This peer reviewer aso mentioned that the division of effects into
costs and benefits is somewhat arbitrary, since costs can always be classified as negative
benefits, and vice versa.

To address these issues, two commenters (5 and 9) suggest that we stress the
limited nature of the statistics in the executive summary as well as throughout the Report.
OMB agrees. Two peer reviewers (A and B) suggested that OMB use our in-house
expertise to modify and standardize regulatory impact analyses. These peer reviewers
also suggested that OMB include a scorecard that summarizes agency compliance with
OMB guidance. One peer reviewer (A) suggested that OMB include information on
other credible studies that present alternative estimates of the impact of regulation. Other
commenters (2, 15, 29, and E) stated that they believed the methodol ogies so unsound
that any attempt to add the results together in an accounting statement was inherently
misleading.

OMB acknowledged in the Draft Report that an aggregated accounting statement
involves the assemblage of benefit and cost estimates that are not strictly comparable
because of difference in methodologies, however, we do not believe that agency
methodologies are so different that comparison across agencies is useless. For example,
almost all agencies report results witha 7% discount rate, long required by OMB.
Almost al agencies use similar methodologies for valuing fatalities avoided due to health
and safety regulations. In addition, where benefits are primarily due to gains in economic
efficiency, such asin FDA’sfina rule modifying Patent Listing Requirements and
Application of 30 Month Stays of Abbreviated New Drug Applications (ANDAS,
commonly known as generic drugs), the market analysis that |eads to an estimate of
efficiency gainsis fairly standardized.

We further note that in limited cases, as explained in the draft Report, OMB does
adjust agency cost and benefit estimates to help ensure consistency in the context of this
annual Report. First, all values were adjusted to 2001 dollars; next, quantified but non
monetized estimates were monetized; and finally, estimates of net present values were
annualized to provide a yearly stream of benefits and costs. Nevertheless, OMB agrees
with the goal of further standardization of agency analyses, and believes the best way to
promote this is through the application of the new OMB Circular A-4, which was
designed to promote consistent analytical approaches. OMB has not yet considered
putting out a scorecard to judge agency compliance with applicable guidance; however,
we will be monitoring the impact of Circular A-4 asit is fully implemented.

OMB agrees with peer reviewer C that interaction effects between rulemakings

must be taken into account; otherwise, the aggregation of costs and benefits may not be
accurate. OMB regulatory impact guidance, however, has long directed agencies to take

30



these interactions into account in their estimates of benefits and costs. Specifically, our
guidance directs agencies to consider a“pre-policy” baseline that includes any current
regulations each rule interacts with. For example, in USDA’s fina rule putting place
controls to prevent Listeria monocytogenes (or Lm, afood-borne illness) in some ready-
to-eat products, many of the regulated facilities are aready subject to food safety plan
(Hazard Analysis and Critical Control Point) regulations. Therefore, Table 4 of the
Report presents the incremental costs and benefits of adding the new Lm controls to
existing food safety plans, not the total cost and benefits of all regulations these facilities
are subject to. In cases of thistype, it islegitimate to add the costs and benefits of the
original safety plan and this rulemaking together, as we do in the accounting statement.

OMB aso agrees with peer reviewer C's statement that in standard benefit-cost
analysis, the attribution of effects to costs or benefitsis not always clear, and that net
benefits are not affected by the attribution of impacts to either costs or benefits. We also
agree in part with the concerns expressed in one of the examples cited in support of this
statement. In practice, however, our guidelines discourage the netting of costs and
benefits before their presentation in this Report, due to OMB’ s rule designation process.
A ruleis significant based on the estimate of total costs, benefits, or transfers, not on any
net value of impact. The two examples provided by the peer reviewer do not support the
contention that costs and benefits are arbitrarily assigned in the rules summarized in this
Report: the Truck Driver Hours of Service Rule presented costs and benefits relative to
two different baselines; it is not an arbitrary choice to present costs as negative, but rather
this reflects the burden reduction of the rule relative to the full compliance baseline.
Furthermore, FDA’ s generic drug rule did not substantially net out any costs or berefits,
as the peer reviewer suggests. The mgjority of these effects are market transfers, which
are separately identified since the size of the transfers may determine whether or not to
include arule in this Report. OMB agrees, however, that the summary of thisrule in
Table 4 did not include all of the costs and benefits that may have been expected from
this type of rule. Specifically, the analysis summary discussed the impact on total
revenue due to the rulemaking, but did not discuss the possible impact of the rule on
investment patterns, either in generic drugs or branded drugs, which would be considered
changes to costs and benefits. FDA did consider these potential impacts and concluded
they were minimal. In Table 4, we expanded and clarified the explanation of the
transfers, costs, and benefits due to this rule.

Commenters (8, 9, 19, 24, 32, 37, and 40) suggested that the data and
methodol ogies grossy underestimate the real cost to the economy of the regulatory state.
Many of these commenters quoted literature citing a much higher overall impact of
regulations. Other commenters (2, 15, 29, and E) suggested that regulatory impact
analyses grossly overestimate the real cost to the economy and systematically
underestimate the benefits of regulation, and also quoted literature to that effect. This
second group contended that cost-benefit analysis is inherently biased against regulation.
Two commenters (9 and 19) stated that OMB should require agencies to perform
selective or general retrospective analyses to explore the extent to which pre-regulation
estimates were accurate.
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OMB does not agree that cost-benefit analysis or cost-effectiveness analysis are
inherently biased for or against regulation. Estimates are inherently uncertain, and we are
aware of retrospective analyses that have found both ex-ante costs and benefits to be both
under and over estimated®. OMB agrees that it is useful to compare actual with
predicted estimates, and encourages such efforts.

Several commenters made more specific criticisms of particular methodologies.
Two commenters and a peer reviewer (15, 29, and E) make a now standard criticism of
discounting. OMB has explained this practice at length in previous reports and in OMB
Circular A-4.

One commenter (29) gated that the report overstates the cost of EPA’s final rule
on Concentrated Animal Feeding Operations (CAFOSs) relative to the benefits, since
benefits were quantified for only large CAFOs whereas costs were quantified for all
CAFOs. OMB agrees that the nonetized costs of this rule were monetized for all CAFOs,
while the benefits were only monetized for large CAFOs. Like many rulesincluded in
this Report, the portion of the benefits that were not monetized are described in the
gualitative discussion section of Table 4. We have modified and clarified that discussion.

One commenter (2) suggested that these analytical requirements necessarily delay
regulation, which carries a cost not accounted for by OMB. OMB notesin Circular A-4
that regulatory delay may entail a cost, but also may entail benefits, if the delay is used to
conduct further analysis which improves rulemaking. This“real options’ approach to
regulatory costs and benefits is discussed in more detail in Circular A-4; however, OMB
is unaware of any agency that has explored this emerging analytical technique.

10 For example, Harrington et al (2000), in an analysis of a sample of EPA and OSHA regulatory impact
analyses, found that ex-ante per-unit abatement costs were overestimated about as often as underestimated.
They also found that ex-ante total abatement costs were more likely to be overestimated than
underestimated. Overestimation of total costs was primarily dueto errorsin estimating the quantity of
benefits achieved by the rule, which suggests that the benefits of these rulemakings were overestimated as
well, and to unanticipated technological change. We have added a more detailed summary of this paper to
the manufacturing Chapter I1.
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D. TheImpact of Federal Regulation on State, Local, and Tribal Gover nment, Small
Business, Wages, and Economic Growth

Sec. 624 (a)(2) of the Regulatory Right-to-Know Act calls on OMB to present an
analysis of the impacts of Federa regulation on State, local, and tribal governments,
small business, wages, and economic growth.

I mpacts on State, Local, and Tribal Governments

Over the past 8 years, 7 rules have imposed costs of more than $100 million per
year on State, local, and tribal governments (and thus have been classified as public
sector mardates under the Unfunded Mandates Act of 1995).1' The Environmental
Protection Agency issued all 7 of these rules, which are described in some detail below.

. EPA'’s Rule on Sandards of Performance for Municipal Waste Combustors and
Emissions Guidelines (1995): This rule set standards of performance for new
municipal waste combustor (MWC) units and emission guidelines for existing
MWCs under sections 111 and 129 of the Clean Air Act [42 U.S.C. 7411, 42
U.S.C. 7429]. The standards and guidelines apply to MWC units at plants with
combustion capacities greater than 35 mega grams per day (Mg/day)
(approximately 40 tons per day) of municipal solid waste (MSW). The EPA
standards require sources to achieve the maximum degree of reduction in
emissions of air pollutants that the Administrator determined is achievable, taking
into consideration the cost of achieving such emissions reduction, and any nonair
quality health and environmental impacts and energy requirements.

EPA estimated the annualized costs of the emissions standards and guidelinesto
be $320 million per year (in constant 1990 dollars) over existing regulations.
While EPA estimated the cost of such standards for new sources to be $43 million
per year, the cost for existing sources was $277 million per year. The annual
emissions reductions achieved through this regulatory action include, for
example, 21,000 Mg. of sulfur dioxide; 2,800 Mg. of particulate matter (PM);
19,200 Mg of nitrogen oxides; 54 Mg. of mercury; and 41 Kg. of dioxing/furans.

. EPA’s Sandards of Performance for New Sationary Sources and Guidelines for
Control of Existing Sources: Municipal Solid Waste Landfills (1996): Thisrule
set performance standards for new municipal solid waste landfills and emission
guidelines for existing municipal solid waste landfills under section 111 of the
Clean Air Act. The rule addressed nonmethane organic compounds (NMOC)

MEPA’ s proposed rules setting air quality standards for ozone and particul ate matter may ultimately lead to
expenditures by State, local or tribal governments of $100 million or more. However, Title |l of the
Unfunded Mandates Reform Act provides that agency statements of compliance with Section 202 must be
conducted Aunless otherwise prohibited by law.§ The conference report to this legislation indicates that this
language means that the section Adoes not require the preparation of any estimate or analysisif the agency
is prohibited by law from considering the estimate or analysisin adopting therule.f 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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and methane emissions. NMOC include volatile organic compounds (VOC),
hazardous air pollutants (HAPs), and odorous compounds. Of the landfills
required to install controls, about 30 percent of the existing landfills and 20
percent of the new landfills are privately owned. The remaining landfills are
publicly owned. The total annualized costs for collection and control of air
emissions from new and existing MSW landfills are estimated to be $100.

EPA’s National 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 14,000 of the estimated 75,000
water systems nationwide. The costs of the rule are estimated at $700 million
($1998) 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 as their 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
($1998) million per year. The rule is 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 systems will aso have to perform enhanced monitoring of filter performance.
The estimated benefits include average reductions of 110,000 to 463,000 cases of
cryptosporidiosis and 14-64 lives saved annually, with an estimated monetized
value of $0.35 to $1.6 hillion, 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 Storm 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 one to five acres. Therule
allows 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 alternatives to 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 aso protective of the water
quality.”



. EPA’s National Primary Drinking Water Regulations; Arsenic and Clarifications
to Compliance and New Source Contaminants Monitoring (2001): Thisrule
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 anapproximate annualized cost of $206 million($1999). The
monetized benefits of the rule range from $140 to $198 million per year. EPA
was unable to monetize other benefits, including reductions in skin and kidney
cancers. 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 Effluent Limitation Guidelines and New Sour ce Performance Standards for
the Construction and Development Category (2002): This rule proposed three
options to address storm water discharges from construction sites. Option two
proposed technol ogy-based effluent limitation guidelines and standards (EL Gs)
for storm water discharges from construction sites required to obtain National
Pollutant Discharge Elimination System (NPDES) permits. Option three proposed
not to establish ELGs for storm water discharges from those sites, but to alow
technol ogy-based permit requirements to continue to be established based upon
the best professional judgment of the permit authority. Option one would
establish inspection and certification requirements that would be incorporated into
the storm water permitsissued by EPA and States, with other permit requirements
based on the best professional judgment of the permit authority. EPA is
considering al options, and did not state a preferred option in the proposed rule.
Options one and two would impose a mandate on the States, local, or Tribal
governments, in the aggregate, or private sector that would exceed $100 million
per year. Option three would not impose a mandate with costs that exceed $100
million per year for the public or private sectors.

Although these 7 EPA rules were the only ones over the past 8 years to require
expenditures by State, local and Tribal governments exceeding $100 million, they were
not the only rules with impacts on other levels of governments. For example, 14 percent,
9 percent, and 6 percent of ruleslisted in the April 2001 Unified Regulatory Agenda cited
some impact on State, local, or tribal governments, respectively.

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 agencies to tailor their regulations by business sizein
order to impose the least burden on society, consistent with obtaining the regulatory
objectives. It aso callsfor the development of short forms and other efficient regulatory
approaches for small businesses and other entities. Moreover, in the findings section of
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the Small Business Regulatory Enforcement Fairness Act of 1996 (SBREFA), Congress
stated that “... small businesses bear a disproportionate share of regulatory costs and
burdens.” Thisislargely attributable to fixed costs—costs that all firms must bear
regardless of size. Each firm has to determine whether a regulation applies, how to
comply, and whether it isin compliance. Asfirmsincrease in size, fixed costs are spread
over alarger revenue and employee base resulting in lower unit costs.

The Office of Advocacy of the Small Business Administration (Advocacy)
recently sponsored a study (Crain and Hopkins 2001) that estimated the burden of
regulation on small businesses. That study found that regulatory costs per employee
decline as firm size—as measured by the number of employees per firm—increases.
Crain and Hopkins estimate that the total cost of Federal regulation (environmental,
workplace, economic, and tax compliance regulation) was 60 percent greater per
employee for firms with under 20 employees compared to firms with over 500
employees. These findings are based on their overall estimate of the cost of Federa
regulation for 2000 of $843 hillion

Because of this relatively large impact of regulations on small businesses, this
Administration’s E.O. 13272 reiterates the need for agencies to assess the impact of
regulations on small businesses under the Regulatory Flexibility Act (RFA). Under the
RFA, whenever an agency comes to the conclusion that a particular regulation will have a
significant impact on a substantial number of small entities, the agency must conduct
both an initial and final regulatory flexibility analysis. This analysis 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. OIRA has a Memorandum of Understanding with Advocacy that
supports our review of these analyses. Please visit OMB’s website at
http://www.whitehouse.gov/omb/inforeg/regpol.html for a copy of this Memorandum.

Advocacy recently released two studies (CONSAD 2002, Advocacy 2004)
exploring how well agencies work with Advocacy and OMB in estimating small business
impacts and considering regulatory relief. The CONSAD report found that some
agencies made significant improvements in determining small business impacts in their
rulemaking, while others continued noncompliance. The study concluded that in 1995
about 39 percent of final rule notices did not certify or explain the small business
economic impacts of the regulation; by 1999, the rate of RFA noncompliance fell to 32
percent.

The Advocacy report summarizes the overall performance of agency compliance
with the RFA and Executive Order 13272, and Advocacy efforts to improve the analysis
of small business impacts and to persuade agencies to afford relief to small businesses.
This comprehensive report contains four main sections. Section one provides a brief
overview of the RFA, as amended by SBREFA. Section two details the role of the
Advocacy. This section also shows breakdowns of Advocacy activities in Fiscal Y ear
2003, many of which were facilitated by the Memorandum of Understanding between
Advocacy and OMB. Section three provides a snapshot of several of the rulemakings in
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which Advocacy effectively represented the interests of small entities. Section four of
this annual report provides a brief overview and update on the report submitted to OMB
on agency compliance with E.O. 13272 for Fiscal Year 2003. Please visit Advocacy’s
website at http://www.sba.gov/advo to learn more about Advocacy, review regulatory
comment letters, and obtain useful research relevant to small entities.

I mpact on Wages

The impact of Federal regulations on wages depends upon how “wages’ are
defined and on the types of regulations involved. 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 the real value or utility of workers income, the
directions of the effects of the two types of regulation can 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's first
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 compliance
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 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 workers in the
industries targeted by the regulation, but decreases in broader measures of income based
on utility or overall welfare, especially for workers in general. Ecoromic regulation is
often used to protect industries and their workers from competition These wage gains

12Erom Ehrenberg and Smith’s Modern Labor Economics, p. 279.

13Based 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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come at a cost in inefficiency from reduced competition, a cost which consumers must
bear. Moreover, growth in real wages, which are limited generally by productivity
increases, will not grow as fast without the stimulation of outside competition. *

These statements are generalizations of the impact of regulation in the aggregate
or by broad categories. Specific regulations can increase or decrease the overall level of
benefits accruing to workers depending upon the actual circumstances and whether net
benefits are produced.

Economic Growth and Related Macroeconomic I ndicators

The strongest evidence of the impact of smart regulation on ecoromic growth is
the differences in per capita income growth and other indicators of well being
experienced by countries under different regulatory systems. A well-known example is
the comparison of the growth experience of the formerly Communist state-controlled
economies with the more market-oriented economies of the West and Pacific Rim. State-
controlled economies may initially have had growth advantages because of their
emphasis on investment in capital and infrastructure but, as technology became more
complex and innovation a more important driver of growth, the state-directed economies
fell behind the more dynamic and flexible market-oriented economies. Lesswell known
are the significant differences in growth rates and indicators of well being, perhaps for
the same reasons, seen among economies with smaller differences in the degree of
government control and regulation. *®

Severa groups of researchers have developed indicators of economic freedom to
rank countries and compare their economic performance. Since 1995, the Heritage
Foundation and the Wall Street Journal have published jointly a yearly index of
economic freedom for 161 countries. They find a very strong relationship between the
index and per capita GDP.® The index, based mostly on subjective assessments by in-
house experts, is composed of 50 independent variables divided into 10 broad factors that
attempt to measure different aspects of economic freedom: trade policy, fiscal bu