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Informing Regulatory Decisions:

Report to Congress on the Costs and Benefits of Federal Regulations and
Unfunded Mandates on State, Local, and Tribal Entities

EXECUTIVE SUMMARY

This final report to Congress on regulatory policy was prepared pursuant to the
Regulatory Right-to-Know Act and the Unfunded Mandates Reform Act. The major features
and findings of the Report include the following:

. OMB reviewed 107 major Federal rulemakings finalized over the previous ten years
(October 1, 1992 to September 30, 2002). The estimated total annual quantified benefits
of these rules range from $146 billion to $230 billion, while the estimated total annual
quantified costs range from $36 billion to $42 billion. The majority of the quantified
benefits are attributable to a handful of clean-air rules issued by EPA pursuant to the
1990 amendments to the Clean Air Act. (Chapter I)

o In order to achieve better regulations, OMB invited public nominations of specific
regulatory reforms: additions, modifications or rescissions. Over 1,700 public
commenters nominated 316 distinct rules, guidance documents, and paperwork
requirements for reform. With the assistance of the Advocacy Office of the US Small
Business Administration, OMB worked with agencies during the last year to evaluate
these reform nominations. The agencies and OMB determined that (1) 109 of these
reform nominations were recently addressed by agencies or were currently under review,
(2) 51 of the reform nominations were directed at independent agencies, and (3) 156 of
the reform nominations were ripe for consideration by Cabinet-level agencies and EPA.
Of these 156 reform nominations, agencies have decided to pursue 34 rules and 11
guidance documents for reform, are undecided about 26 rules and 4 guidance documents,
and have decided not to pursue reform of 62 rules and 19 guidance documents at this
time. (Chapter II)

o In order to make continued improvements in regulatory analysis, OMB and the Council
of Economic Advisors have finalized new guidance for agencies on regulatory analysis.
Key features of the revised guidance include: (1) more emphasis on cost-effectiveness
analysis as well as benefit-cost analysis; (2) formal probability analysis of future
rulemakings with more than a billion-dollar impact on the economy; and (3) more
systematic evaluation of qualitative as well as quantified benefits and costs. Appendix D
contains the final regulatory analysis guidelines, which have been formally issued as
“OMB Circular A-4, Regulatory Analysis”. Appendix E includes a summary of the
public comments on the draft revised guidance and OMB's response to those comments.
Appendix F presents evidence supporting the discount rate recommended in Circular A-4.



o With regard to emerging risks to public health, safety and the environment, an
Interagency Work Group on Risk Management has described current U.S. approaches to
risk assessment and management. The concept of precaution plays an important role in
these approaches, but precaution, coupled with objective scientific analysis, needs to be
applied wisely on a case-by-case basis. The Work Group was co-chaired by OMB and
CEQ and used public comments to assist in the development of the risk management
report in Chapter III.

o In light of the significant interest in homeland security regulation, OMB sought public
comment on how to effectively evaluate the benefits and costs of homeland security
proposals. The challenges in measuring anti-terrorism benefits and the direct and indirect
costs of anti-terrorism rules are discussed. Special concerns are raised about costs related
to time, convenience, privacy and civil rights and liberties, and economic productivity.
An updated listing of proposed and final rules related to homeland security is provided as
well as a summary of recent legislative activity. (Chapter V)

. OMB surveyed agency consultation with State and local governments, a process critical
to the development of sound regulatory policy. Federal departments such as Education,
Health and Human Services and Agriculture are engaged in a wide range of
intergovernmental consultation activities. For example, Education has undertaken
extensive dialogue with State, local and tribal governments in support of implementation
of the No Child Left Behind Act (NCLBA). The result was the development of rules
implementing the NCLBA's provisions on academic standards and accountability.
During the last year, Federal agencies issued five proposed or final rules that were subject
to the reporting requirements of the Unfunded Mandates Reform Act. Although these
rules imposed significant expenditures on the private sector, none of them involved rules
where expected costs to State, local, or tribal governments were expected to exceed $100
million. (Part II).

This final report was issued in draft form in February of this year and was revised in
response to public comment, external peer review, and interagency review. OMB has already
begun to prepare the 2004 Report to Congress on the Costs and Benefits of Federal Regulations.
OMB's objective is to publish the draft 2004 report as part of the President’s FY 2005 budget
submission to Congress, which will be released in February 2004.



PART 1: Report to Congress on the Costs and Benefits of Federal Regulations
CHAPTER I: THE COSTS AND BENEFITS OF FEDERAL REGULATIONS

The “Regulatory Right-to-Know Act,”' requires OMB to submit "an accounting
statement and associated report" including:

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

(A) in the aggregate;

(B) by agency and agency program; and

(C) by major rule;
(2) an analysis of impacts of Federal regulation on State, local, and tribal government,
small business, wages, and economic growth; and
(3) recommendations for reform.”

This chapter presents the accounting statement. Our new estimates are based on the
major regulations reviewed by OMB over the last ten years. We revised the benefit-cost
estimates in last year’s report by updating the estimates to the end of fiscal year 2002 (September
30, 2002) and including new estimates from October 1, 1992 to March 31, 1995.

All of the estimates presented in this chapter are based on agency information or
transparent modifications of agency information performed by OMB. We have not provided
new information on the impacts of Federal regulation on State, local, and tribal government,
small businesses, wages, and economic growth in this report, because little new information has
become available since last year’s report. The 2002 report includes discussions of these issues
(see pages 41 to 46).

This chapter also includes a discussion of major rules issued by independent regulatory
agencies, although OMB does not review these rules under Executive Order 12866. This
discussion is based on data provided by these agencies to the General Accounting Office (GAO)
under the Congressional Review Act.

'31 U.S.C. § 1105 note, Pub. L. 106-554, " 1(a) (3) [Title VI, ' 624], Dec. 21, 2000, 114 Stat. 2763, 2763A-161.
The text of the Regulatory Right-to-Know Act is in Appendix J of this report.
? Recommendations for reform are discussed in Chapter IT and Appendix C.



A. Estimates of the Total Benefits and Costs of Regulations Reviewed by OMB’®

Table 1 presents estimates by agency of the benefits and costs’ of major rules’ reviewed
by OMB over the past year (October 1, 2001 to September 30, 2002). OMB reviewed 31 final
major rules over that period. These 31 rules represent less than ten percent of the 330 final rules
reviewed by OMB and less than one percent of the 4,153 final rules published in the Federal
Register during this 12-month period. However, OMB believes that the costs and benefits of
major rules are quantitatively more important than all other rules combined.

Of the 31 rules, 25 implemented Federal budgetary programs, which caused income
transfers from one group to another. The remaining six regulations were “social regulations”,
requiring substantial additional private expenditures and/or providing new social benefits.® Four
of these six “social regulations” imposed mandates on State and local entities or the private
sector. The other two “social regulations” were enabling regulations that did not impose
mandates.

Of the six “social regulations,” we are able to present estimates of both monetized
costs and benefits for three rules.” We did not include the three other rules that did not have
monetized estimates for either costs or benefits or both. Three agencies—DOE, DOT, and
EPA—issued three major regulations adding a combined $2.4 billion to $6.5 billion in annual
benefits and $1.6 billion to $2.0 billion in annual costs.

Table 1: Estimates of the Annual Benefits and Costs of Major Federal Rules,
October 1,2001 to September 30, 2002
(millions of 2001 dollars)
Agency Benefits Costs
Energy 710 636
Transportation 409 to 944 749 to 1,206
Environmental Protection 1,250 to 4,818 192
Agency
Total 2,369 to 6,472 1,577 to 2,034

Table 2 presents an estimate of the total costs and benefits of all 107 regulations reviewed
by OMB over the ten-year period from October 1, 1992 to September 30, 2002 that met two

* In previous reports, OMB presented detailed discussions about the difficulty of estimating and aggregating the
costs and benefits of different regulations over long time periods and across many agencies. Those discussions are
not repeated here. Previous reports are on the OMB website (http://www.whitehouse.gov/omb/inforeg/regpol.html).
* In many instances, agencies were unable to quantify all benefits and costs. We attempted to capture the essence of
these effects on a rule-by-rule basis in the columns titled “Other Information” in the various tables reporting agency
estimates. However, the monetized estimates we present necessarily exclude these unquantified effects.

> The Federal Register citations for these major rules are found in Table 4.

® 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.

7 OMB used agency estimates where available. If an agency quantified estimates but did not monetize,

standard assumptions were used to monetize as explained in Appendix A.
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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. We
calculated Table 2 estimates by adding the estimates in Table 1 above and the estimates from
Table 18 (in Appendix A of this report) and Table 8 (in the 2002 OMB report).

We have expanded the number of years covered by our estimates to ten from the six and
one-half years presented in last year’s report. We provide estimates of the cost and benefits of
social regulation (health, safety and environmental regulation) for each rule for the periods
covering October 1, 1992 to March 31, 1995 and October 1, 2001 to September 30, 2002 in
Appendix A.® The estimates of the costs and benefits of Federal regulations over the period
October 1, 1992 to September 30, 2002 are based on agency analyses subject to public notice and
comments and OMB review under E.O. 12866. 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.

Table 2: Estimates of the Total Annual Benefits and Costs of
Major Federal Rules,
October 1, 1992 to September 30, 2002
(millions of 2001 dollars)
Agency Benefits Costs

Agriculture 3,094 to 6,176 1,643 to 1,672
Education 655 to 813 361 to 610
Energy 4,700 to 4,768 2,472
Health &Human Services 9,129 to 11,710 3,165 t0 3,334
Housing & Urban Development 551 to 625 348
Labor 1,804 to 4,185 1,056
Transportation 6,144 to 9,456 422010 6,718
Environmental Protection Agency 120,753 to 193,163 23,359 to 26,604
Total 146,812 to 230,896 36,625 to 42,813

In last year’s report, the aggregate costs of regulations fell within the range of the
estimated benefits — albeit at the lower end of the range. The aggregate benefits reported in
Table 2, however, are roughly three to five times the aggregate costs and are substantially larger
than the aggregate benefits reported in our 2002 report. There are two reasons for this. First, the
additional rules cover a 10-year period that included EPA’s rule implementing the sulfur dioxide
limits of the acid rain provisions in the 1990 Amendments to the Clean Air Act. This rule adds
nearly $80 billion per year to the aggregate benefit estimate. Second, in reviewing our estimates,
we inadvertently subtracted incorrect cost estimates for EPA’s rules establishing National

¥ Agency estimates of the cost and benefits of major regulations for October 1, 1992 to March 31, 1995 are
provided in Appendix B. Appendix A contains estimates revised by OMB.



Ambient Air Quality Standards for ozone and particulate matter (PM). This correction reduces
the aggregate cost of the rules covered over the 10-year period by roughly $20 billion per year.

It is important to note that of the 107 rules reviewed by OMB over the last ten years, four
EPA rules — two rules limiting particulate matter and NOy emissions from heavy duty highway
engines, the Tier 2 rule limiting the emissions from light duty vehicles, and the Acid Rain rule
cited above -- account for a substantial fraction of the aggregate benefits reported in Table 2.
These four EPA rules have estimated benefits of $101 to $119 billion per year and costs of $8 to
$8.8 billion per year.” The aggregate benefits and costs for the other 103 rules are $41 to $107
billion and $29 to $34 billion, respectively.

Table 3 provides additional information on aggregate benefits and costs for select agency
programs. The reader should not assume that the low (high) end of the benefits estimate
corresponds to the low (high) end of the cost estimate. Thus, for example, it is possible that the
net benefits of EPA’s water rules taken together could range from negative $2 billion to positive
$5.7 billion per year.

Based on the information released in previous reports, the total costs and benefits of all
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 a stronger analytic foundation for
comprehensive estimates of total costs and benefits by agency and program.

? These four EPA rules will reduce ambient levels of fine particulate matter by reducing direct PM emissions and/or
the emissions of precursor pollutants like SO, and NO, that contribute to the formation of secondary fine PM.
Studies show an association between both short- and long-term exposure to fine PM and a variety of adverse health
effects ranging from increases in the frequency of hospital admissions to premature mortality. There are, however,
important uncertainties associated with translating this scientific evidence into benefit estimates. There are five key
assumptions underlying the benefit estimates. These include the following:

1. The analysis assumes that inhalation of fine particles is causally associated with premature death at
concentrations near those experienced by most Americans on a daily basis. Although studies have yet to
establish the specific biological mechanisms responsible for such effects, the weight of the available
epidemiological evidence supports an assumption of causality.

2. The analysis assumes that all fine particles, regardless of their chemical composition, are equally potent
in causing premature mortality. This is an important assumption because fine particles from power plant
emissions are chemically different from those directly emitted from both mobile sources and other
industrial facilities. However, no clear scientific grounds exist at this time for supporting differential
toxicity estimates by particle type.

3. The analysis assumes that the concentration-response function for fine particles is approximately linear
within the range of outdoor concentrations under policy consideration. Thus, the analysis estimates health
benefits from reducing fine particles in both attainment and non-attainment regions.

4. The analysis assumes that we have the ability to accurately forecast future emissions and associated air
quality modeling.

5. The analysis assumes that the valuation of the estimated reduction in mortality risk is appropriately
represented by studies of the tradeoff associated with wage premiums for workers facing fatality risks in
the labor market.

Further information on these benefits estimates can be found at http://www.epa.gov/air/clearskies/tech_adden.pdf,
http://www.whitehouse.gov/omb/inforeg/costbenefitreport1 998.pdf, and
http://www.whitehouse.gov/omb/inforeg/2000fedreg-report.pdf
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In order for comparisons or aggregation to be meaningful, benefit and cost estimates
should correctly account for all substantial effects of regulatory actions, not all of which may be
reflected in the available estimates. OMB has not made any changes to agency monetized
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 methodologies —for example, different
monetized values for effects, different baselines in terms of the regulations and controls already
in place, different treatments of uncertainty—these differences remain embedded in Table 2.
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, 1992-September 30, 2002
(millions of 2001 dollars)

Agency Benefits Costs
Energy

Energy Efficiency and Renewable Energy 4,700-4,768 2,472
Health & Human Services

Food and Drug Administration 2,016-4,551 481-651
Labor

Occupational Safety and Health Administration 1,804-4,185 1,056
Transportation

National Highway Traffic Safety
|Administration 4,321-7,634 2,791-5,288
Coast Guard 72 1,195
Environmental Protection Agency

Office of Air 117,888-177,330 17,861-20,561
Office of Water 891-8,076 2,418-2,931

B. Estimates of Benefits and Costs of This Year’s “Major” Rules

In this section, we examine in detail the benefits and costs of each “major” rule, as
required by section 624(a) (1) (C). Our review covers those final regulations on which OMB
concluded review during the 12-month period October 1, 2001 through September 30, 2002.



The statutory language that categorizes the rules we consider for this report differs from
the definition of “economically significant” in Executive Order 12866 (section 3(f)(1)). It also
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 all 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 II of the Unfunded Mandates

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

Of the 31 rules received by OMB, USDA submitted four; the Veterans Administration,
DOE, EPA, OMB, the Social Security Administration, and SBA each submitted one; HHS
submitted eight; the Departments of Interior, Justice, Defense, and FEMA each submitted two;
and DOT submitted five.

Social Regulation

Of the 31 economically significant rules reviewed by OMB, six are regulations requiring
substantial additional private expenditures and/or providing new social benefits. Table 4
summarizes the costs and benefits of these rules and provides other information taken from rule
preambles and agency RIAs. Of the six regulations received by OMB, EPA and DOE each
submitted one, and DOI and DOT each submitted two. Agency estimates and discussion are
presented in a variety of ways, ranging from a mostly qualitative discussion (e.g., the NHTSA
light truck corporate average fuel economy (CAFE) standard) to a more complete benefit-cost
analysis (e.g., DOE’s central air conditioner rule).

1. Benefits Analysis.

Agencies monetized at least some benefit estimates for five of the six rules. In the case
of EPA’s recreational engines rule, the agency provides some monetized benefit estimates, but
discusses other benefits qualitatively. In one case—NHTSA’s tire pressure monitoring systems
(TPMS) rule—the agency did not monetize all of the quantified benefits. In another case—
NHTSA’s CAFE rule—the agency did not report any quantified or monetized benefit estimates.

2. Cost Analysis.
For three of the six rules, agencies provided monetized cost estimates. These include
DOE’s air conditioner rule, NHTSA’s TPMS rule, and EPA’s recreational vehicle rule. For the

remaining three rules (both DOI migratory bird hunting rules and NHTSA’s CAFE rule),
agencies did not estimate costs.

10



3. Net Monetized Benefits.

Three of the six rules provided at least some monetized estimates of both benefits and
costs.'’ Of these, the estimated monetized benefits of both the DOE air conditioner rule and the
EPA recreational engine rule exceed the estimated monetized costs. The magnitude of the net
benefits varies from $75 million per year for the air conditioner rule to as much as $4.6 billion
per year for the recreational engine rule. One rule, NHTSA’s TPMS rule, has negative net
monetized benefits ranging from approximately $706 to $862 million per year.

4. Rules Without Quantified Effects.

One rule, NHTSA’s CAFE rule, is classified as economicially significant even though the
agency did not provide any quantified estimates of its effects.

' See Table 4 for the discussion of benefits and costs that the agency did not monetize.
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Table 4. Summary of Agency Estimates for Final Rules
October 1, 2001 to September 30, 2002
(As of Date of Completion of OMB Review)

AGENCY RULE BENEFITS COSTS OTHER INFORMATION
DOE Energy $9.1 billion $7.3 billion Monetized benefit and cost values are obtained from the "National
Conservation (present value) in | (present Energy Savings/Net Present Value/Shipments" spreadsheet, available on
Standards for energy savings value) for DOE's web site:
Central Air between 2006 and | purchases http://www.eren.doe.gov/buildings/codes_standards/applbrf/central air c
Conditioners and | 2030 between 2006 | gnditioner 3.html
Heat Pumps (67 and 2030 -
FR 36367) DOE projects a cumulative reduction in nitrogen oxide emissions of
119.3 thousand metric tons (undiscounted) over the period 2006-2030
and a cumulative reduction in carbon dioxide equivalent emissions of
53.8 million metric tons (undiscounted) over the period 2006-2030 [DOE
Technical Support Document Appendix M, Table M.9].
DOI Early-Season $50 million to Not estimated | The analysis was based on the 1996 National Hunting and Fishing
Migratory Bird $192 million/yr. Survey and the U.S. Department of Commerce's County Business
Hunting Patterns, from which it was estimated that migratory bird hunters would
Regulations spend between $429 million and $1,084 million at small businesses [67
2002-2003 (66 FR 54704]. The listed benefits represent estimated consumer surplus.
FR 44009)
DOI Late-Season $50 million to Not estimated | The analysis was based on the 1996 National Hunting and Fishing
Migratory Bird $192 million/yr. Survey and the U.S. Department of Commerce's County Business
Hunting Patterns, from which it was estimated that migratory bird hunters would
Regulations spend between $429 million and $1,084 million at small businesses [67
2002-2003 (66 FR 54704]. The listed benefits represent estimated consumer surplus.
FR 49477)
DOT Light Truck Not estimated. Not estimated | “...[T]he agency has been operating under a restriction on the use of
Average Fuel appropriations for the last six fiscal years. The restriction has prevented
Economy the agency from gathering and analyzing data relating to fuel economy
Standard, Model capabilities and the costs and benefits of improving the level of fuel
Year 2004 (67 economy. Particularly since that restriction was lifted only on December
FR 16052) 18, 2001, the agency has been unable to prepare a separate economic
analysis for this rulemaking. The agency notes, however, that the
standard it is setting for the 2004 model year will not make it necessary
for the manufacturers with a substantial share of the market to change
their product plans.” [67 FR 16059]
DOT Tire Pressure 79 — 124 fatalities | $749 - $1,206 | Unquantified Benefits: “The agency cannot quantify the benefits from a

12
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Table 4. Summary of Agency Estimates for Final Rules
October 1, 2001 to September 30, 2002
(As of Date of Completion of OMB Review)

AGENCY

RULE

BENEFITS

COSTS

OTHER INFORMATION

Monitoring
Systems (TPMS)
(67 FR 38703)

and 5,176 - 8,722
injuries prevented
per year;

$43 - $344
million per year in
fuel savings and
reduced tire wear

million/yr

reduction in crashes associated with hydroplaning and overloading
vehicles. The primary reason that the agency has been unable to quantify
these benefits is the lack of crash data indicating tire pressure and how
often these conditions are the cause or contributing factors in a crash.
The agency does not collect tire pressure in its crash investigations.
NHTSA also has not been able to quantify the benefits associated with
reductions in property damage and travel delays that will result from
fewer crashes or reductions in the severity of crashes.” [67 FR 38739]
Unquantified Costs: “The agency anticipates that there may be other
maintenance costs for both direct and indirect TPMS. For example, with
indirect TPMSs, there may be problems with wheel speed sensors and
component failures. With direct TPMSs, the pressure sensors may be
broken off when tires are changed. The agency requested comments on
this issue in the NPRM, but received none. Without estimates of these
maintenance problems and costs, the agency is unable to quantify their
impact. The agency also notes that in order to benefit from the TPMS,
drivers must respond to a warning by re-inflating their tires. To
accomplish this, most drivers will either make a separate trip to a service
station or take additional time to inflate their tires when they are at a
service station for fuel. The process of checking and re-inflating tires is
relatively simple, and probably would take from three to five minutes.
The time it would take to make a separate trip to a service station would
vary depending on the driver's proximity to a station at the time he or she
was notified.”

[67 FR 38741]

EPA

Control of
Emissions From
Nonroad Large
Spark-Ignition
Engines, and
Recreational
Engines (67 FR
68241)

$410 million/yr.
in reduced engine
operation costs;
$900 million to
$7.88 billion in
air quality
benefits in
calendar year
2030

$192
million/yr

EPA also lists a variety of other benefit categories that it was not able to
quantify or monetize, ranging from infant mortality to damage to urban
ornamental plants. [67 FR68328]
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Transfer Regulations

Of the 31 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” to program beneficiaries. Of the transfer rules, HHS promulgated eight rules, most of
which implement Medicare and Medicaid policy. Four are USDA rules. Of the four, three are

crop assistance and disaster aids for farmers and one is a food stamp program rule. The

Department of Transportation issued three transfer rules. The Departments of Defense, Justice,
and the Federal Emergency Management Administration issued two each. The Social Security

Administration, Veterans Administration, Small Business Administration, and Office of
Management and Budget each promulgated one rule.

Table 5. Agency Transfer Rules
October 1, 2001 to September 30, 2002
(As of date of completion of OMB review.)

Office of Management and Budget (OMB)

Regulation for Air Carrier Guaranteed Loan Program

Dept. of Agriculture (USDA)

2000 Crop Agricultural Disaster and Market Assistance

2002 Farm Bill Regulations: Sugar Program

Peanut Quota Buyout Program

Work Provisions of the PRWORA of 1996 and the Food Stamp Provisions of the Balance Budget
Act of 1997

Dept. of Defense

CHAMPUS/TRICARE: Partial Implementation of Pharmacy Benefits Programs; NDAA for FY
2001

TRICARE: Sub-Acute Care Program; Uniform Skilled Nursing Benefit; Home Healthcare Benefit;
Medicare Payment Methods for Skilled Nursing Facilities

Dept. of Health and Human Services (HHS)

Contraception and Infertility Research Loan Repayment Program

Medicare Program: Revisions to Payment Policies and 5-Year Review and Adjustments to the
Relative Value Units Under the Physician Fee Schedule for CY 2002

Medicare Program: Prospective Payment System for Hospital Outpatient Services for CY 2002 and
Pro Rata Reduction on Transitional Pass-Through Payments.

Medicaid Program: Modification of the Medicaid Upper Payment Limit for Non-State, Government-
Owned or Operated Hospitals

Medicare Program: Modifications to Managed Care Rules Based on Payment Provisions in BIPA
and Technical Corrections.

Medicare Program: Notice of Modification of Beneficiary Assessment Requirements for Skilled
Nursing Facilities

Changes to Hospital Inpatient Prospective Payment Systems and FY 2003 Rate

Medicaid Managed Care; New Provisions

Social Security Administration
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Table 5. Agency Transfer Rules
October 1, 2001 to September 30, 2002
(As of date of completion of OMB review.)

Revised Medical Criteria for Determination of Disability Musculoskeletal System and Related
Criteria

Department of Justice

Claims Under the Radiation Exposure Compensation Act Amendments of 2000

September 11 Victim Compensation Fund of 2001

Dept. of Transportation

Procedures for Compensation of Air Carriers

Imposition and Collection of Passenger Civil Aviation Security Fees in the Wake of September 11

Aviation Security Infrastructure Fees

Veterans Administration

Diseases Specific to Radiation-Exposed Veterans

Federal Emergency Management Administration

Assistance to Firefighters Grant Program

Disaster Assistance; Federal Assistance to Individuals and Households

Small Business Administration

Disaster Loan Program

Major Rules for Independent Agencies

The congressional review provisions of the Small Business Regulatory Enforcement
Fairness Act (SBREFA) require the General Accounting Office (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, 2001 to
September 30, 2002.

GAO reported that three independent agencies issued eight major rules during this period.
Two agencies did not conduct benefit-cost analyses. One agency considered benefits and costs
of its rules. OMB lists the agencies and the type of information provided by them (as
summarized by GAO) in Table 6. The Securities and Exchange Commission consistently
considered benefits and costs in their rulemaking processes while the Federal Communications
Commission and the Nuclear Regulatory Commission did not prepare benefit-cost analyses.

In comparison to the agencies subject to E.O. 12866, the independent agencies provided
relatively little quantitative information on the costs and benefits of the major rules. As Table 6
indicates, three of the eight rules included some discussion of benefits and costs. Three of the
eight regulations had monetized cost information; one regulation monetized benefits. OMB does
not know whether the rigor and the extent of the analyses conducted by the independent agencies
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are similar to those of the analyses performed by agencies subject to the Executive Order
because OMB does not review rules from independent agencies.

Table 6. Rules for Independent Agencies

October 1, 2001 to September 30, 2002

Information on Monetized | Monetized
Benefits or Costs Benefits Costs

No No No

Agency Rule

FCC Broadcast Services; Digital
Television

FCC Ultra-Wideband Transmission
Systems

FCC Assessment and Collection of
Regulatory Fees for Fiscal No No No
Year 2002

FCC Order to Permit Operation of
NGSO FSS Systems Co-
Frequency with GSO and
Terrestrial Systems in the Ku-
Band Frequency Range;
Authorize Subsidiary
Terrestrial Use of the 12.2-
12.7 GHz Band by Direct No No No
Broadcast Satellite Licensees
and Their Affiliates; and in Re-
Applications of Broadwave
USA, PDC Broadband
Corporation, and Satellite
Receivers, Ltd. in the 12.2-
12.7 GHz Band

NRC Revision of Fee Schedules;
Fee Recovery for FY 2002
SEC Books and Records Yes Yes Yes
Requirements for Brokers and
Dealers Under the Securities
Exchange Act of 1934

SEC Certification of Disclosure in Yes No Yes
Companies’ Quarterly and
Annual Reports

SEC Acceleration of Periodic Yes No Yes
Report Filing Dates and
Disclosure Concerning Web
Site Access to Reports

No No No

C. Response to Public Comments

Many comments on the draft report pertained to Chapter I, which presented estimates of
costs and benefits of major rules. In general, these comments addressed either (1) the
scope/coverage of the rules considered in the report, or (2) the quality of agency or OMB
analysis.
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Comments on Scope/Coverage

One commenter (12) stated that the report should provide more information—even if
only gross estimates—on the effects of Federal regulation on States and municipalities. OMB
notes that this report includes the annual report to Congress on Unfunded Mandates on State,
local, and tribal entities. Information on rules reviewed by OMB that impose such mandates is
included.

One commenter (284) urged OMB to provide information on the benefits and costs of
regulations issued by independent agencies. OMB agrees that it is important to assess the
benefits and costs of independent agency regulatory actions. Currently, OMB relies on GAO
reports as the primary data source to do so. A simple analysis of the GAO reports, however, may
not be adequate in all cases. OMB encourages independent agencies to conduct benefit-cost
analyses that conform to the OMB's guidelines for regulatory analysis and to submit those
analyses of major rules to OMB.

Two commenters (307, 327) recommended that the report should include estimates of the
benefits and costs of regulations issued prior to 1992. OMB does not believe that the estimates
of the costs and benefits of regulations issued over ten years ago are very reliable or very useful
for informing current policy decisions. In future annual reports, OMB will report a rolling total
of the benefits and costs of rules for the previous 10 years.

One commenter (327) believed the report should include benefit and cost estimates for
non-major rules. OMB believes that major (economically significant) rules account for the vast
majority of the total costs of Federal regulation, even though most Federal rules are not
considered major.

One commenter (251) asserted that the draft report inappropriately excluded deregulatory
actions. OMB notes that the final report includes all final rules reviewed by OMB over a ten-
year period from October 1, 1992 to September 30, 2002 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 OMB. All regulations that fit these
conditions are included in the final report, even if they are deregulatory.

Several commenters (3, 251, 307, 352) recommended that OMB should provide a better
accounting of transfer rules. OMB believes there is merit to this request and is considering the
feasibility of providing such information in future reports.

One commenter (251) stated that the draft report inappropriately excludes certain rules
with large net benefits. Specifically, this commenter identified three EPA emission rules,
OSHA'’s ergonomics rule, FDA’s regulation of tobacco, and EPA’s revised national ambient air
quality standards for ozone and particulate matter. In this report and in previous reports, OMB
has provided a reasoned explanation for the exclusion of certain rules. With respect to the three
emission rules (the 1995 municipal waste combustors rule, the 1997 emission standards for new
locomotives, and the 1998 emission standards for non-road diesel engines) included previously

17



(see Tables 5 and 6 of the 2002 report), OMB decided not to include their monetized estimates
because of the significant uncertainties associated with benefits transfer described in more detail
elsewhere in this report. OMB did not include OSHA’s ergonomics rule because it was
overturned by Congress. OMB did not include FDA’s tobacco rule because it was overturned by
the Supreme Court. As noted in last year’s report, OMB removed EPA’s NAAQS for ozone and
particulate matter to prevent double counting of benefits and costs.

Comments on Quality of Analysis

Two commenters (307, 331) questioned estimates of the benefits and costs of several
rules, and recommended that OMB rely on an independent analysis of the benefits and costs of
regulations, rather than rely on agency estimates. OMB recognizes the importance of objective,
expert analysis of regulatory impacts, and has several mechanisms in place to improve and
ensure the quality of agency analysis. For example, through the issuance of guidelines, OMB
aims to improve the quality of information and analysis that supports rulemaking. In conjunction
with the Council on Economic Advisors, OMB recently revised its guidelines and subjected the
revised guidelines to interagency review, peer review, and public comment. As a result of this
process, OMB has issued its guidelines as Circular A-4, Regulatory Analysis. Appendix D
contains this Circular, and Appendix E presents OMB’s response to public comments on the
revised guidelines.

Through the rule review process, OMB identifies and, where warranted, seeks
improvement of agency analysis of regulatory impacts. To ensure consistency in the context of
this annual report, OMB adjusts Agency estimates of costs and benefits. Although such
procedural steps do not ensure accuracy, they do improve the quality of the analysis supporting
rulemaking, while leveraging the data and expertise of the agency issuing the rule.

Two commenters raised issues about the accuracy of pre-regulation estimates of costs and
benefits. Commenter 327 stated that the report should account for outcomes known to differ
from the agency’s original estimates. Commenter 335 recommended that OMB review past
estimates of the costs of environmental compliance and compare them with actual costs. OMB
agrees that it is useful to compare actual with predicted estimates. In situations where OMB
becomes aware of information more reliable than the agency’s original estimates, OMB will use
such information. Think tanks and universities may be in the best position to undertake this kind
of exercise, and OMB encourages such efforts.

One commenter (328) suggested that the report should acknowledge the uncertainty
inherent in benefit and cost estimates and should quantify uncertainty in future years’ summary
reports. OMB notes that the report contains substantial discussion of key uncertainties and will
attempt to quantify these uncertainties in future reports in those cases where sufficient data are
available. In addition, OMB’s revised regulatory analysis guidelines (Circular A-4) includes a
recommendation for agencies to undertake formal probability analysis for rules involving
threshold annual costs or benefits greater than $1 billion.

One commenter (352) noted that interagency differences in regulatory analysis methods
make it difficult to compare results between agencies. This commenter believes that the revised
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guidelines should help in this regard, and suggests that OMB could standardize the results across
agencies using common methods and values. OMB believes the best way to address this issue
will be through its revised guidelines (i.e., Circular A-4, Regulatory Analysis), which are
designed to promote consistent analytical approaches.

One commenter (251) asked that OMB clarify the reasons for the differences between
estimates of annual benefits and costs presented in Tables 7 and 8 and the corresponding original
agency estimates for the same rules in Tables 4, 9, 10, and 11. In this final report, we clarified
the nature of the differences between the two sets of estimates. The estimates presented in
Tables 4, 9, 10, and 11 reflect what agencies reported in their Regulatory Impact Analyses.
These estimates are not consistent in several respects. For example, some agencies reported
discounted present values over several years, whereas others reported average annual effects. As
explained in the text and on a rule-by-rule basis in the tables, in order to improve comparability,
OMB made three types of adjustments. (1) All values were adjusted to year 2001 dollars. (2)
Quantified but non-monetized estimates were monetized (consistent with agency past practices).
(This explains why, for example, the monetized benefits for the acid rain rule in Table 7 are
larger than those in Table 9.) (3) Estimates of net present value were amortized or “annualized”
(i.e., converted to average annual effects) to provide an annualized stream of benefits and costs.

One commenter (346) suggested that OMB reevaluate the methodology underlying, and
the application of, the adjustment to the value of a statistical life for the age of the affected
population. OMB has revised the estimates in this chapter to be consistent with the OIRA
Administrator’s May 30, 2003 memorandum to the President’s Management Council. (A copy
can be found on the OMB web site: http://www.whitehouse.gov/omb/inforeg/pmc_benefit_cost memo.pdf

One commenter (319) recommended that OMB use a value of $120,000 per barrel as an
estimate of the social cost of a spilled barrel of oil. OMB has asked the Coast Guard to review
this recommendation and will address this issue in next year’s report.

One commenter (3) suggested insertion of language regarding the importance of the
quantification of benefits and costs to help inform the public and decision makers. OMB has
included such language in the final report.

One commenter (12) suggested that the report should provide a case study of a well-done
benefit-cost analysis of a regulation. OMB will consider including such a case study in its next
annual report.

One commenter (20) stated that the report should note the wide range of benefits
estimates for EPA’s Office of Water regulations (Table 3). According to this commenter, it is
possible that the actual costs of compliance are on the high end of the range presented and the
corresponding benefits are on the low end, which would result in negative net benefits. OMB
has noted this possibility in the report.

One commenter (284) recommended that the final report include summary information

on OMB’s regulatory oversight activities, such as return and prompt letters. (284) OMB
concurs with this comment, and has provided such information in Appendix G to this report.
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OMB received a comment from the Nuclear Regulatory Commission. The commenter
believed that Table 6 and the accompanying discussion could lead to the erroneous conclusion
that the Nuclear Regulatory Commission (NRC) does not provide benefit and cost information
on its rules. OMB does not believe that Table 6, or the accompanying discussion, states or
implies that the NRC does not analyze its health and safety rules.
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CHAPTER II: STATUS REPORT ON SPECIFIC REGULATORY REFORMS

In last year’s report, OMB responded to the Regulatory Right-to-Know Act’s requirement
that we include recommendations for regulatory reform. We began the process of developing
reform recommendations by requesting public nominations of regulatory reforms in the March
2002 draft report. OMB encouraged the public to consider problematic paperwork and guidance
document requirements, along with regulatory requirements.

In order to encourage broad public participation and to expand on the response received
in 2001, OMB conducted outreach activities to a wide variety of groups. As a result, OMB
received approximately 1,700 public comments nominating specific regulations and guidance
documents for reform. OMB conducted a preliminary review of the public comments and
identified 267 rules and 49 guidance documents nominated for reform by one or more
commenters for a grand total of 316 distinct reform nominations.''

This chapter provides an overview of how OMB worked with agencies to review the
public nominations and describes the follow-up activities that are now underway in the agencies.

A. Process for Reviewing Reform Nominations

In our review of the 316 nominations, OMB found that the rules and guidance documents
fell into three categories: (1) issues already subject to recent or current review by Cabinet
agencies (and EPA); (2) issues concerning independent agencies; and (3) issues that warranted
consideration by Cabinet agencies (and EPA) as reform candidates. This review was based on
information available to OMB at the time the public nominations were processed (summer
2002).

A chief purpose of the reform process was to focus agency attention on issues that are not
already under active review. OMB found that 92 rules and 12 guidance documents had recently
been issued or were already under agency review. This category included some of the
nominations designated by OMB in the 2001 report as “high priority review” candidates.'
Decisions about these issues had been made, or were in the process of being made. OMB did not
believe it would be fruitful to ask agencies to consider these rules and guidance documents to be
new reform candidates. Accordingly, we simply asked that agencies provide OMB with status
updates on the rules and guidance documents in this category.

The second category included 49 rules and 2 guidance documents that raised issues
concerning the following independent agencies: the Equal Employment Opportunity
Commission, the Federal Communications Commission, the Federal Energy Regulatory
Commission, the Federal Reserve Board, the Federal Trade Commission, and the Securities and
Exchange Commission. In a memorandum dated January 22, 2003, OMB requested that these

" The public comments suggesting candidates for reform—and OIRA’s summaries of them—are available on
OMB’s website at http://www.whitehouse.gov/omb/inforeg/regpol-reports_congress.html.
ZAppendix C provides updates on the 23 high-priority regulations that OIRA suggested for reform in 2001.
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agencies consider the public nominations for which they were responsible and, for those they
consider to be possible candidates for reform, place their evaluations on their websites.

The remaining 126 rules and 35 guidance documents made up a third category of
nominations that OMB referred to agencies for their evaluation as possible reforms."” During the
development of this final report, OMB determined that four of these rules and one guidance
document should not have been referred to agencies because they were already under active
consideration. In Tables 15 and 16, status updates on these four rules and one guidance
document are provided along with the other rules and guidance documents that, at the time we
issued the 2002 final report, had recently been issued or were already under agency review.'*

OMB’s decision to refer public nominations to agencies for their consideration marked a
shift in the approach we adopted in 2001. In the 2001 report, OMB “ranked” the public
recommendations for reform and identified a number of “high priority review” candidates. Last
year, we decided to change our approach and use an agency-initiated process to evaluate the
nominations. We did this for two reasons: (1) the large volume of nominations (316 in 2002
compared to 71 in 2001) strained OMB’s ability to develop an informed list of priority
nominations for consideration by agencies and (2) giving agencies the task of evaluating the
nominations allowed them to bring to bear their extensive knowledge and resources and
encouraged them to develop a sense of ownership about reform.

OMB worked with agencies to identify reform opportunities during our inter-
agency consultation process. OMB also asked SBA’s Office of Advocacy (Advocacy) to
review all of the public nominations and identify for agencies those that it thought offered
the potential to reduce unjustified regulatory burdens on small businesses.”> In response
to OMB’s request, the Office of Advocacy reviewed the rules and guidance documents
listed on Tables 13 and 14 of OMB’s FY 2002 report, as well as the rules and guidance
documents concerning selected independent agencies. While acknowledging that reform
of many, if not all, of the regulations and guidance documents would achieve benefits for
small business, Advocacy identified a subset of 21 rules, 6 guidance documents, and 3
rules and guidance documents of independent agencies as high priorities for reform for
small business.'® Advocacy made its determinations based on the comments submitted to

“The regulations and guidance documents that OMB referred to agencies are listed in Tables 13 and 14,
respectively, of the 2002 Final Report (pp. 78 and 82).

' The four rule nominations are Use of the OASIS for Home Health Agencies (#35), Electronic Storage of I-9
Forms (#71), Forms 1-140 and 1-485 (#73), and Motor Vehicle Emission Standards for Greenhouse Gases (#180).
The one guidance document nomination is HHS Discrimination against Persons with LEP (#7).

' The Small Business Administration's Office of Advocacy (Advocacy) funded research to address the proportion of
the Federal regulatory burden falling on small business. The research was conducted by Drs. Mark Crain and
Thomas Hopkins in 2001. The researchers concluded that considering all federal regulations and all business
sectors, federal regulations cost firms with fewer than 20 employees nearly $7,000 per employee per year.
Regulations cost medium-size firms about $4,300 and large firms $4,500 per year per employee. Costs per employee
thus appear to be 55 to 60 percent higher in small firms than in medium-size and large firms. See Crain, MW and
Hopkins, TD (2001), The Impact of Regulatory Costs on Small Firms, Office of Advocacy, U.S. Small Business
Administration. Advocacy is currently committed to updating these figures in 2004.

'® Advocacy’s February 6 letter to OIRA is available on the Office of Advocacy’s website at
http://www.sba.gov/advo/laws/comments/omb03_0206.html. Certain high-priority reforms identified by Advocacy
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OMB, input received from small businesses in preparing Advocacy’s May 28, 2002,
comment'’ on OMB’s draft report, and Advocacy’s direct involvement in agency
rulemaking affecting small business."® In consultation with OMB, Advocacy sent letters
directly to each agency and followed up to offer its expertise and assistance with their
review of the regulations and guidance documents identified by Advocacy as high
priorities for reform for small business.

B. Agency Categorization of Reform Nominations

As explained in the 2002 final report, OMB sought to ensure that the agency review of
nominations was objective, consistent, and grounded in the regulatory principles codified in
Executive Order 12866 and the statutory authority of the agencies. To help guide agency review
of the public nominations, OMB suggested that agencies rely on three criteria: efficiency,
fairness, and practicality. We defined these criteria as follows:

. Efficiency. Agencies should give consideration to reforms that present an opportunity to
increase regulatory efficiency by maximizing net benefits, including potential
quantitative and qualitative improvements to the economy, environment, and public
health and safety.

. Fairness. In addition to assessing overall costs and benefits, agencies should take into
consideration nominations with the potential to increase fairness through desirable
distributive impacts and process considerations.

. Practicality. Agencies should give greater weight to nominations that (1) they have
discretion to implement under existing statutory authority (although potential reforms
should not be eliminated simply because implementing them would require new statutory
authority) and (2) are judged to be important relative to other regulations and programs
under consideration for review. OMB is sensitive to the practicalities (including agency
resources) of pursuing certain nominations at this time.

OMB understood that agency assessments of reform nominations would necessarily take
into account budgetary considerations, statutory mandates, and other relevant factors. OMB also
does not expect agencies to necessarily agree with the analysis or solutions presented by
commenters, even for those nominations they identified as reform candidates.

For the 126 rules and 35 guidance documents that OMB viewed as potential reform
candidates—and that we explicitly referred to agencies for their consideration—we requested
that agencies place them into one of three categories:

are not identified in this final report. Specifically, three guidance documents from independent agencies are not
identified.

17 Advocacy’s letter is available on the Office of Advocacy’s website at
http://www.sba.gov/advo/laws/comments/omb03_0604.html

"®The Office of Advocacy of the U.S. Small Business Administration (SBA) was created in 1976 to represent the
views and interests of small business in Federal policy making activities. Pub. L. No. 94-305 (codified as amended
at 15 U.S.C. §§634a-g, 637). Because the Office of Advocacy is an independent office within SBA, the views of the
Chief Counsel do not necessarily represent the views of the SBA or the Administration.
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(1) the nominated regulation or guidance document is a viable reform candidate that the
agency is, or soon will be, working on;

(2) the nominated regulation or guidance document warrants further study as a possible
reform candidate; or

(3) the nominated regulation or guidance document is either a low priority given other
agency activities or is considered to be resolved.

After reviewing the public nominations and consulting with OMB and with the
Office of Advocacy, agencies identified 34 rules and 11 guidance documents as “new”
reform candidates. These were rules and guidance documents that had not been the focus
of recent or current agency reform efforts. They included 8 rules and 2 guidance
documents identified by Advocacy as high priorities for reform for small business. These
8 rules and 2 guidance documents—as well as the other Advocacy high priorities—will
be noted in the tables that appear throughout this chapter. Agencies are undecided about
pursuing reforms of another 26 regulations and 4 guidance documents, but they plan to
study them further to determine whether or not they should be reformed. The remaining
62 rules and 19 guidance documents were considered by agencies to address issues that
were unnecessary or were lower priority, given the other competing demands on their
resources.

Table 7 provides an agency-by-agency summary of how agencies categorized the
regulations that OMB referred to them for their review. Collectively, agencies decided to take
action on 34 of the rule nominations that OMB explicitly referred to them, with DOT identifying
ten and EPA identifying eight rules to reform.

Table 7. Agency Categorization of Nominated Reforms — Regulations

Agency New Complet.ed or Undecided Low Priority or Total
Ongoing Unnecessary
Agriculture 3 7 1 5 16
Commerce 0 1 0 0 1
Education 0 2 0 1 3
Energy 0 1 0 1 2
HHS 6 8 4 14 32
HUD 0 0 0 2 2
Interior 0 10 0 1 11
Justice 0 5 0 2 7
Labor 5 15 4 6 30
State 0 0 0 1 1
Transportation 10 17 13 13 53
Treasury 2 4 0 5 11
EPA 8 25 3 7 42
NARA 0 0 1 0 1
OPM 0 0 0 1 1
SBA 0 1 0 0 1
Army Corps 0 0 0 2 2
USPS 0 0 0 1 1
Total 34 96 26 62 218
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Table 8 summarizes how agencies categorized the guidance documents that OMB
referred to them. Agencies decided to take action on nearly one-quarter of these guidance
documents. In identifying nine guidance documents as worthy of reform, EPA has taken the lead
in reforming its guidance.

Table 8. Agency Categorization of Nominated Reforms — Guidance Documents

Agency New Complet.ed or Undecided Low Priority or Total

Ongoing Unnecessary
Agriculture 0 1 0 0 1
HHS 0 1 1 6 8
Interior 0 0 0 1 1
Justice 0 0 0 1 1
Labor 1 3 1 0 5
Transportation 1 0 0 1 2
Treasury 0 0 1 0 1
Access Board 0 0 1 0 1
EPA 9 5 0 8 22
OMB 0 2 0 1 3
SBA 0 0 0 1 1
Army Corps 0 1 0 0 1
Total 11 13 4 19 47
C. New Reforms Planned or Underway

When OMB asked agencies to tell us which regulations and guidance documents they
believed were promising reform candidates, we requested that they provide us with information
about their plans to pursue nominations within the next year. When possible, agencies told us
which actions they had planned (e.g., advanced notice of proposed rulemaking, or ANPRM) and
when they expected to take them.

The information that agencies gave OMB about the expected next steps for new reforms
planned or underway is provided in Tables 9 and 10. Summary information about these
regulations and guidance documents, as well as a listing of commenters and the issues they
raised, is available in a document that OMB issued with the 2002 final report: “Summaries of
Public Suggestions for Reform of Regulations and Guidance Documents.”"”

This document is available on the OMB website at
www.whitehouse.gov/omb/inforeg/summaries_nominations_final.pdf.
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Table 9. New Reforms Planned or Underway — Regulations

Ref.
Agenc Regulation Next Step(s
gency g P(s) Number*
FSIS expects to begin regulatory activity in late 2003 or early
Salmonella . L . .
. 2004. FSIS is considering a petition on posting Salmonella
Agriculture Performance . .S 6
Standards testing results for firms by name. The petition is to be
published for comment, with a decision in 2003.
APHIS will propose to amend the nursery stock regulations
Phytosanitary by allowing the importation of small lots of seed under an
Agriculture Certificates for import permit with specific conditions, instead of requiring a 12
Seeds phytosanitary certificate from the government of the
exporting country.
USDA is in the process of implementing the swine contract
. . library. OMB recently concluded review on the final rule.
. Swine Production . .
Agriculture . USDA has developed an electronic system to receive and 13
Contract Library L . . . .
summarize information and provide public reports. This
system will be operated when the rule is published.
This issue was discussed at a Town Hall meeting on 5/19/03.
HHS/CMS 75% Rule CMS obtained information from affected entities and is using 26
the information to develop an NPRM.
In October 2002, CMS convened a Town Hall Meeting with
One-Hour affected industry groups, professional organizations, and
HHS/CMS ) advocates to gain input regarding reducing burden while 31584
Restraint Rule . . . Lo .
maintaining patient protections. CMS is using this
information to develop an NPRM to be published in 2003.
Standard of
HHS/FDA Chemical Quality | FDA is considering how to best address this issue. 38
— Arsenic
Standard of
HHS/FDA Chemical Quality | FDA published a final rule on March 3, 2003. 39
— Uranium
HHS/FDA Iézlﬁilﬁeg of FDA will address this issue in the Fall 2004 Unified Agenda. 47
HHS/FDA Labeling of Food FDA is considering how best to address this issue. 50
Allergens
Medical ESA is considering changes to the FMLA medical
Labor Certification cer‘[.lﬁcatlon form as part of the ongoing FMLA regulatory 77
review.
FLSA ESA is including changes to the administrative exemption in
. . the comprehensive NPRM on the 29 C.F.R. Part 541 SBA
Labor Administrative . . . 80
. regulations, which was published for comment March 31,
Exception 2003
Explosives and OSHA added this issue (standards improvement) to the
Labor/OSHA | Process Safety Semiannual Regulatory Agenda in December 2002. OSHA 90
Management plans to publish an NPRM by July 2004.
OSHA has underway a project to update standards that are
based upon or refer to outdated voluntary consensus
Labor/OSHA | Sling Standard standards. This standard is part of that project. OSHA plans 96584

to publish an NPRM and/or direct final rule by September
2004.
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Table 9. New Reforms Planned or Underway — Regulations

. Ref.
Agency Regulation Next Step(s) Number*
Bloodborne OSHA will be initiating the next cycle of review this year for
Labor/OSHA | Pathogens . & ye View tis y 100
this standard.
Standard
Improved
DOT/FAA ggﬁﬁgg OMB concl'ude'd its review ’of this rule in April 2003. DOT 12
. anticipates issuing the rule in 2003.
Thermal/Acoustic
Material
FHWA has already published transportation enhancement
Contract program guidance. The guidance included several
Requirements for | memoranda which exempt transportation enhancement (TE)
DOT/FHWA | Minor projects from several highway requirements, and these are 113
Transportation highlighted at www.fhwa.dot.gov/environment/te_meas.htm
Projects FHWA is exploring legislative options to streamline
administrative procedures for TE activities.
Historic The issues raised by the commenter are actively under
DOT/FHWA | Preservation consideration as FHWA develops its legislative 114
Regulations reauthorization proposal.
DOT/FHWA | Traffic Operations | Final rule is scheduled for October 2003. 117
DOT/FHWA | Highway Work | i 4 an NPRM in May 2003. 18
Zone Safety
NHTSA is developing a comprehensive plan to address
rollover, including roof crush. In October 2001, NHTSA
issued a request for comments to assist in upgrading the
requirements of FMVSS No. 216. The notice asked the
DOT/NHTSA | Roof Crush public for its views and comments on what changes, if any, 137
are needed to the roof crush resistance standard. The agency
has completed its review of the comments submitted in
response to that notice and expects to publish an NPRM in
early 2004.
NHTSA is currently preparing an NPRM that will propose to
upgrade the existing FMVSS No. 206. As a part of an
international committee under the auspices of the United
Nations/Economic Commission for Europe, NHTSA is
currently working with other governments’ experts to
DOT/NHTSA | Door Locks develop a global standard for the performance of door, door 139
retention components and door locks. NHTSA expects to
incorporate its international work with its own work on this
subject and issue a proposed upgrade of its door latch and
lock standard by 2004.
Evaluation of the bumper standard is approximately 15 years
DOT/NHTSA | Bumper Strength old: Basgd on the length of time that has passed, NHTSA 148
believes it may be appropriate to reevaluate the existing
bumper standard.
Side-Impact The agency has initiated a new rulemaking to require
DOT/NHTSA Protection enhanced head, chest, and abdominal protection in side 152
impacts under FMVSS No. 214.
Hazardous RSPA anticipates submitting the draft final rule to OMB in
DOT/RSPA | Materials 2003. 158354
Training
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Table 9. New Reforms Planned or Underway — Regulations

. Ref.
Agency Regulation Next Step(s) Number*
The Administration has proposed statutory modifications that
would address concerns about unnecessary year-end
Flexible Spending purchases of medical care to avoid forfeiture. These ’ -
Treasury/IRS Accounts proposals would allow (1) up to $500 in unused benefits in a 162
FSA to be carried forward to the next year and (2) up to $500
in unused benefits in a FSA to be transferred to a 401(k),
403(b), 457(b) SARSEP, SIMPLE IRA, and/or MSA.
Mortgage
Treasury/IRS Revenue Bo.nd Tr.ea.sury is currently researching different options to address 167
Purchase Price this issue.
Limits
Ez%;lrlgtofz EPA plans to issue an “Alternate Refrigerants” final rule in
EPA . 2003; a “Split System” final rule in 2004, and Limited “Field 170
Handling L, .
. Reclamation” final rule in 2003.
Refrigerants
EPA will determine an approach to collecting information
Chemical Plant from facilities that have deregistered or changed their RMP
EPA Safety Standards and establish a mechanism for information collection. EPA 171
will collect and analyze information in June 2004 and issue
the results in September 2004.
g;ﬁcct:l}?ﬁzrf;f EPA’s response to the petition filed pursuant to the Agency’s
EPA p .. hearing and objections process under FFDCA is expected in 178
rom Pesticide
late 2003.
Exposures
Definition of Possible revision to policy on control of VOCs—ANPRM is
EPA Volatile Organic . 179
planned in 2003.
Compound
EPA plans a stakeholder outreach process to evaluate issues
TRI Alternate relating to the alternative threshold and the Form A
EPA Reporting Certification Statement. EPA will issue a discussion paper 188 SBA
Threshold (Form | on the Stakeholder Dialog Phase 2 for a 60-day comment
A) period in 2003 and then determine next steps (e.g.,
development and publication of proposed rule).
Export
EPA Notification EPA is considering how best to address this issue. 190584
Requirements
At the present time, EPA is working with the regulatory
community to identify appropriate ways to minimize the SBA
EPA Storage for Reuse potential b}lllrden resuﬁin?gpfrol;n these r}égulations. EPA will 192
seek public comment in 2003.
EPA has published a notice soliciting public comment on
form changes designed to address concerns regarding the
categorization and aggregation of release and waste
TRI Form R management data; appropriate changes will be reflected in
EPA Reporting the ICR renewal, expected for review at OMB in September 209

2003; as part of the Stakeholder Dialog discussed under Form
A above, EPA will also explore burden reduction options that
may affect Form R, such as alternate year reporting for small
businesses.
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*Refers to numbers assigned to nominations in Section I of “Summaries of Public Suggestions for Reform of
Regulations and Guidance Documents” (www.whitehouse.gov/omb/inforeg/summaries_nominations_final.pdf).
SBAThis nomination was identified by SBA’s Office of Advocacy as a high priority.

Table 10. New Reforms Planned or Underway — Guidance Documents

Guidance Ref.
Agency Document Next Step(s) Number*
OSHA'’s longstanding enforcement policy was clarified in a
Multi-Employer 1999 (.1ire.ctive.. OSHA has initigt.ed discussions with several
Labor/OSHA Citation Policy organizations (including the petitioners) on developing 16
additional guidance to further clarify the responsibilities of
the general contractor.
DOT/Coast
Guard (note:
Coast Guard Marine Safety The Department is continuing to review this nomination. 18
is now part of | Manual
newly formed
DHS)
EPA il;)ghlcr;ﬁi t(;f EPA’s action on this issue was completed with the 11
.. publication of a notice on February 13, 2003.
Decisions
EPA “Once In, Always | The NPRM was issued in May 2003, and the final rule is 23
In” Policy expected in May 2004.
TRI Reporting EPA’s initial evaluation will be focused on reform of the TRI
EPA Forms and Alternate Reporting Threshold (Form A) and TRI Form R 265P4
Instructions Reporting.
TRI Reporting EPA is currently reviewing and updating the /998 Q&A
EPA Questions and guidance document. It expects to publish an updated Q&A 275BA
Answers guidance document in 2003.
In summer 2003, EPA plans to issue a notice on the Status of
Waterborne Disease epidemiological studies that are
EPA Waterborne underway and/or nearing completion. In fall 2003, EPA will 23
Diseases publish the results of two of the research studies. In fall
2004, EPA plans to publish the Waterborne Disease Estimate
by EPA and CDC.
EPA expects to hire 10 new IRIS staff and complete 13
assessments in FY 2003. New/updated assessments for 5
chemicals were added to the IRIS data base through March
Integrated Risk 2003. Assessments for another 8 chemicals are projected to
EPA Information be completed in FY 2003. An EPA Science Advisory Board 30
System (SAB) review for these assessments is scheduled for 2003,
and a contractor report is expected in 2003 for approximately
160 IRIS chemicals. Summary results of literature screening
is expected to be entered into the IRIS data base by 2003.
Economic Benefit
EPA of Noncompliance | EPA expects to complete peer review of proposed changes to 32

in Civil Penalty
Cases

the BEN Model in 2003 and publish a notice in 2003.
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Table 10. New Reforms Planned or Underway — Guidance Documents

Guidance Ref.
Agency Document Next Step(s) Number*
EPA will issue a memo to regional offices reiterating the
appropriate use of (1) the SSRA policy and technical
guidance and (2) requesting review of regional documents to
ensure that such documents do not imply mandatory
Site-Specific Risk | requirements. EPA will also propose a response to the
EPA Assessments in CKRC Rulemaking Petition in the MACT Phase | 35
RCRA Replacement Standards/Phase II. An NPRM is expected no
later than the end of 2003/early 2004. EPA will make a final
decision on the CKRC Rulemaking Petition no later than the
MACT Phase I Replacement Standards/Phase II Final Rule
no later than June 2005.
. EPA distributed a briefing paper to Regional Offices to get
Submetering . S :
EPA Water Systems comments on options for addressing issues. Further action(s) 40
will be determined by EPA.

*Refers to numbers assigned to nominations in Section II of “Summaries of Public Suggestions for Reform of
Regulations and Guidance Documents” (www.whitehouse.gov/omb/inforeg/summaries_nominations_final.pdf).
SBAThis nomination was identified by SBA’s Office of Advocacy as a high priority.

Since OMB’s guidance to agencies did not require that they agree with the analysis or
solutions presented by commenters, the specific reforms that agencies implement may or may
not be consistent with the recommendations made by the public. This outcome is based, in part,
on the fact that some rules and guidance documents were nominated for reform by multiple
commenters who advocated opposing views and solutions. It also reflects the emphasis OMB
placed on the ability of agencies to decide which issues merited priority and what types of
reforms were most appropriate. With respect to the implementation of regulatory reforms, of
course, agencies will continue to involve the public through the formal notice and comment
rulemaking process.

D. Reforms That Agencies Have Not Yet Decided to Pursue

As agencies reviewed the public nominations of rules and guidance documents that OMB
referred to them, there were many cases in which they could not make a final determination
about whether or not to pursue a reform. Frequently, agencies were undecided simply because
they did not have sufficient information to accept or reject a specific nomination. In these cases,
we asked that agencies conduct further research into the issues raised by commenters so that they
could decide if the nominated regulation or guidance document merited reform. To the extent
possible, agencies provided OMB with their specific plans over the next year for investigating
the viability of these possible reforms.

Tables 11 and 12 list the rules and guidance documents, respectively, that agencies will
be examining. They also indicate what specific next steps are planned.
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Table 11. Undecided Reforms — Regulations

. Ref.
Agency Regulation Next Step(s) Number*
USDA plans to study animal identification and traceback
Agriculture Animal procedures and consider updating them to ensure they 3
Identification provide the most meaningful information in the interest of
fair trade, animal health, and public health.
Medicare . . . . .
CMS will continue to review whether to require hospitals
HHS/CMS Secopdary Payer to complete the MSP instrument for referer?ce lab SCE")ViCGS. 24
Provision
Phys'101an' A review to ensure that there are no legal obstacles to the
Certification for . . . .
HHS/CMS Non-Emergency removal of this requirement will be completed in 2003.. 25
CMS has developed an internal task force to address this
Ambulance .
Services 1ssue.
Converted Bed CMS will gonduct a study of.the impact on utilizatiop, and
HHS/CMS Rule on beneficiary access to services, of the implementation of 27
the inpatient rehab PPS.
Exemption Date CMS will conduct a study of the impact on utilization, and
HHS/CMS Rule on beneficiary access to services, of the implementation of 28
the inpatient rehab PPS.
SCA Wage ESA believes addressing this concern may require
Labor Increases and regulatory change. The Wage and Hour Division likely 34
Benefit will not be able to address SCA issues until 2004 or 2005
Improvements due to resource constraints and other priorities.
MSHA agrees there are inconsistencies between MSHA
and DOT definitions for explosives, detonators, and
Labor Explosives blasting agents. MSHA expects to reach a decision soon 88
as to whether to include this item on the next Regulatory
Agenda.
OSHA already explicitly recognizes electronic availability
of MSDSs as satisfying the requirement for employee
Labor/OSHA Hazard o access. The agency is preparing additional compliance 9
Communication assistance materials, and plans to request public comment
on issues related to MSDSs, including that raised by the
comment, later this year.
OSHA notes that the provisions would not apply where no
Lead in lead exists. OSHA will initiate a 610 review under the SBA
Labor/OSHA Construction Regulatory Flexibility Act as soon as it completes one of 93
the 610 reviews on its current agenda.
General . o . ..
DOT/FAA S DOT/FAA is continuing to review this issue. 107
Definitions
The FHWA considered the need to revise reporting
requirements for State certification of their enforcement of
Federal and State size and weight statutes and regulations
Commercial Size and issued an NPRM in September 2000. .
DOT/FHWA Recommendations from the May 2002 National Research 119

and Weight

Council report have broadened the discussion of possible
reform needed to both Federal and State truck size and
weight programs. In light of recommendations in this
report, the FHWA terminated the rulemaking proceeding.
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Table 11. Undecided Reforms — Regulations

. Ref.
Agency Regulation Next Step(s) Number*
Inspection,
DOT/FMCSA | Repair, and DOT/FMCSA is continuing to review this issue 121
Maintenance
The agency recently established an integrated project team
Passenger Vehicle to consider all aspects of compatibility and develop an
DOT/NHTSA o agency plan to address them. On June 18, 2003, NHTSA 135
Compatibility . . . .
published a notice requesting comments on possible
measures to address vehicle compatibility problems.
Lamps, Reflective
DOT/NHTSA Devic§s and NHTSA is thoroughly evaluating this standard. Part of the 143
Associated review is a safety problem assessment.
Equipment
Commercial NHTSA is currently preparing a request for public
DOT/NHTSA | Vehicle Operator | comment on existing and future object detection systems. 144
Visibility
Over the past several years, NHTSA has been actively
involved with Event Data Recorders (EDRs) in motor
vehicles. The agency has sponsored two working groups,
and is using data from EDRs as part of its crash
investigations and in research and development. Since
On-Board Crash both working groups have completed their work, NHTSA
DOT/NHTSA Recorders is considering what future role the agency should take 145
related to the continued development and installation of
EDRs in motor vehicles. NHTSA has issued a request for
comments on this technology. A determination on whether
any future action is merited will be made after NHTSA has
had an opportunity to evaluate those comments.
NHTSA has been conducting research for several years on
driver distractions in general and specific distractions
associated with in-vehicle displays and other technologies.
Driver This work has been funded in part by the Intelligent
DOT/NHTSA . . Vehicle Initiative program and involves use of the National 146
Distractions . . . .
Advanced Driver Simulator in some instances. Based on
this research, NHTSA may ultimately decide to move
forward with regulations designed to address driver
distractions.
NHTSA has agreed to work with the international
community in developing a Global Technical Regulation
Pedestrian Crash that addresses pedestrian injuries. Current data do not
DOT/NHTSA Protection allow NHTSA to issue a regulation that effectively 147
addresses the risk of injury. Accordingly, regulatory action
in this sphere may be several years away.
Commercial NHTSA is engaged in preliminary research assessing new
DOT/NHTSA . technologies that may help reduce the risk of rollover in 149
Vehicle Brakes
heavy trucks.
The FHWA and NHTSA are awaiting results of current
Commercial passenger Yehicle rollover testing to disc.ern whether the
DOT Vehicle Rollover same principles could apply to commercial motor vehicles. 151

The Agencies will continue to address new rollover
technologies as they become available.
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Table 11. Undecided Reforms — Regulations

. Ref.
Agency Regulation Next Step(s) Number*
Commercial NHTSA is actively monitoring heavy vehicle compatibility
. . as part of its compatibility initiative. However, given the
DOT Vehicle Design o . . S L. 155
Compatibility preliminary nature of this review, regulatory activity in this
area may be several years distant.
DOT/RSPA E;E;;%SSEZSS DOT will provide information on this issue in the next 157534
Grants Regulatory Agenda.
EPA is currently conducting an internal review of its PCB
PCB Spill pr.ogram,.which it expect§ to comple.te by .late 2003. EPA
EPA Cleanup Policy will provide an opportunity for public review and comment 191
on any changes to its PCB policies resulting from this
review.
EPA Spill Prevention EPA issued a final rule in April 2003 extending compliance 194
Plans dates and outreach. EPA plans to conduct outreach.
EPA will develop an issue paper on options to remove
Removal Credits perceived impediments to POTWSs’ use of removal credits
EPA for POTWs in 2003. EPA expects to finalize the issue paper and brief 203
management on pros and cons of issuing guidance in late
2003.
NARA, in partnership with stakeholders, will survey small
NARA Disposition of businesses to assess their ability to meet the current 2535BA

Federal Record

standard to determine if amending the standard is
necessary.

*Refers to numbers assigned to nominations in Section I of “Summaries of Public Suggestions for Reform of
Regulations and Guidance Documents” (www.whitehouse.gov/omb/inforeg/summaries nominations_final.pdf).
SBAThis nomination was identified by SBA’s Office of Advocacy as a high priority.

Table 12. Undecided Reforms — Guidance Documents

Guidance Ref.
Agenc Next Step(s
gency Document p(s) Number*

Medicare Carrier
Manual/Medicare | A review to ensure that there are no legal obstacles to the

HHS/CMS . . . . 2
Intermediary removal of this requirement will be conducted.
Manual
Coordination of ESA notes that existing FMLA rules provide some guidance,

Labor FMLA with other and EEOC, which administers the ADA, has issued technical 1o5BA

Leave Policies

guidance. Revisions to FMLA regulations are planned. Further
guidance on coordination with ADA could be issued thereafter.
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Table 12. Undecided Reforms — Guidance Documents

Guidance Ref.
Agency Document Next Step(s) Number*
The commenter suggests that the IRS issue regulations
regarding certain issues addressed in the identified Technical
Low-Income Advice Memoranda (TAMSs). Issuance of formal guidance on
Treasury/IRS | Housing Tax these issues is not necessary because the positions taken in the 19
Credit TAMs generally are based on general tax principles.
Nonetheless, the Service is considering publishing a revenue
ruling addressing these issues.
ggz:ss égﬁéﬁiﬁ The Board is reviewing a draft proposal. 20

*Refers to numbers assigned to nominations in Section II of “Summaries of Public Suggestions for Reform of
Regulations and Guidance Documents” (www.whitehouse.gov/omb/inforeg/summaries_nominations_final.pdf).
SBAThis nomination was identified by SBA’s Office of Advocacy as a high priority.

E. Reforms That Agencies Have Decided Not to Pursue

In their review of the public reform nominations, agencies had to assess the relative
merits of each nomination, using the OMB-recommended criteria of efficiency, fairness, and
practicality. Since agencies do not have the resources to pursue reforms of all of the rules and
guidance documents nominated for reform, they had to prioritize and determine which ones to
not pursue, given the competing demands on their resources and the potential of particular
nominations to lead to substantive improvements in regulatory policy. Tables 13 and 14 list,
respectively, the nominated regulations and guidance documents that agencies decided not to
pursue.

Table 13. Reforms that Agencies Decided Not To Pursue — Regulations

Agency Regulation Nulltlelf'er*
Agriculture Child Nutrition Program 1
Agriculture National Organic Program 7
Agriculture Badge as Identification of Inspectors 10
Agriculture National Forests Land Use: Special Uses 14
Agriculture Low Cost Timber Sales and Grazing Fees 16
Education Title IX and Collegiate Sports Participation 18
Energy Energy Conservation Standards for Clothes Washers 21
HHS/CMS Special Treatment: Direct Graduate Medical Education Payments 23
HHS/CMS Medical Director Rule 29
HHS/CMS Minimum Staffing Standards for Nursing Homes 30
HHS/CMS Revisions to Medicare Payment Policies 32584
HHS/CMS Certificates of Medical Necessity 33584
HHS/CMS Clinical Laboratory Improvement Act Rules 36
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Table 13. Reforms that Agencies Decided Not To Pursue — Regulations

Agency Regulation Nulltlelf;er*
HHS/FDA Labeling Genetically Modified Foods 41
HHS/FDA Hormones in the Food Supply 42
HHS/FDA Antibiotics in Food Supply 43
HHS/FDA Food Identity Standards 44
HHS/FDA Medical Drug and Device Regulations 45
HHS/FDA Labeling of Sorbitol 48
HHS/FDA Labeling of Caffeine Content 49
HHS/FDA Investigational New Drug (IND) Regulations 51
HUD Predatory Lending 55
HUD Insured Ten-Year Protection Plans 56
Interior National Landscape Conservation System 62
Justice Hemp Food Products 68584
Justice/INS Driver's Privacy Protection Act 70
Labor Computer Professional Exemption under FLSA 78 58A
Labor SCA/Wage Determination Process/Wage Surveys 82
Labor FLSA Medical Leave 85
Labor/OSHA Process Safety Management/Highly Hazardous Chemicals 99
Labor/OSHA Metalworking Fluids 101
Labor/EBSA Claims Procedures 104
State Flight Simulators 105584
DOT Disadvantaged Business Enterprise Program 106584
DOT/FAA Design and Construction 108
DOT/FAA Seats, Berths, Safety Belts, and Harnesses 110
DOT/FHWA Outdoor Advertising Control 115
DOT/FHWA Highway Design 116
DOT/FTA Buy America Pre-Award and Post Delivery Certification 125
DOT/FTA Set-Aside for Intercity Bus 126
DOT/MARAD Vessel Financing Assistance 127
DOT/NHTSA Lower Interior Front Impact Protection 134
DOT/NHTSA Passenger Vehicle Brakes 138
DOT/NHTSA Glazing Materials and Crash Avoidance 142
DOT/NHTSA Consumer Information 150
DOT Emergency Response and Auto Crash Notification 154
Treasury Currency and Foreign Financial Accounts 159
Treasury/IRS Employer Identification Numbers 161
Treasury/IRS Monthly Tax Deposits 166°°
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Table 13. Reforms that Agencies Decided Not To Pursue — Regulations

. Ref.
Agency Regulation Number*

Treasury/IRS Partnership Investments in Small Business Stock 168°%"
Treasury/IRS Business Use of Home 169
EPA Withdrawal of State Delegations 184
EPA Collection of Health Screening Data 189
EPA NPDES and Sewage Sludge Monitoring Reports 195
EPA Stormwater Phase | 201
EPA Stormwater Phase 11 202
EPA Drinking Water Standards for Radionuclides 207
EPA TRI: Lowering Reporting Thresholds for PBT Chemicals 210584
OPM Federal Employees Health Benefits 254
US Army Corps Nationwide Permits 265
US Corps, EPA Definition of Fill Material 266
USPS Commercial Mail Receiving Agencies 267554

*Refers to numbers assigned to nominations in Section I of “Summaries of Public Suggestions for Reform of
Regulations and Guidance Documents” (www.whitehouse.gov/omb/inforeg/summaries_nominations_final.pdf).
SBAThis nomination was identified by SBA’s Office of Advocacy as a high priority.

Table 14. Reforms that Agencies Decided Not To Pursue — Guidance Documents

. Ref.
Agency Guidance Document Number*

HHS/CMS Signature on File Requirement for Ambulance Services 3
HHS/CMS Payment to Health Care Delivery System 4
HHS/CMS Individual Health Insurance Rules 5
HHS/CMS Guidance to Surveyors - Long Term Care 6
HHS/FDA Nine-Compounds Monitoring 8
HHS/FDA Coverage of Personal Importations 9
Interior Endangered Species Act Survey Protocols 10
Justice Guidance on Federal Prison Industries 11584
DOT/FAA General Operating and Flight Rules 17
EPA Improving Air Quality Through Land Use Activities 24
EPA Food Quality Protection Act Policy Papers 29
EPA Investigating Title VI Administrative Complaints 31
EPA TRI Lead Reporting 33
EPA Pesticide Registration Notices 34
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Table 14. Reforms that Agencies Decided Not To Pursue — Guidance Documents
Agency Guidance Document Nulltlelf;er*
EPA RCRA Spent Catalyst Policy 37
EPA Superfund Indirect Costs 38
EPA Ecoregional Nutrient Criteria Documents 39
OMB Cost Accounting Standards for Educational Institutions 47
SBA Guidance on Credit Unions 48584

*Refers to numbers assigned to nominations in Section II of “Summaries of Public Suggestions for Reform of
Regulations and Guidance Documents” (www.whitehouse.gov/omb/inforeg/summaries_nominations_final.pdf).
SBAThis nomination was identified by SBA’s Office of Advocacy as a high priority.

F.

Status Updates on Reforms Agencies Had Completed or Were Already Underway

As mentioned above, OMB wanted agencies to focus their attention on reforms of
regulations and guidance documents that had not been recently reviewed or were in the process
of being reviewed. This was necessary given the large number of public nominations of
regulations and guidance documents that, as of the December 2002 release of OMB’s final
report, were already the subject of recent or ongoing agency review. OMB is, however,
providing status information on these rules and guidance documents, which agencies provided to
us at our request. Tables 15 and 16 present this information.

Table 15. Status Updates on Reforms Completed or Ongoing as of December 2002:

Regulations
. Ref.
Agency Regulation Status Number*
FSIS has refrained from mandating critical control points in
its HACCP regulations. The issue of defining when a
product leaves an establishment’s control was dealt with in
Pathogen .. .. . . .
Reduction and an admlnlstratlve instruction to ﬁleq 1nspect19n perspnnel
Hazard Analysis issued in 2001. In 2002, FSIS published policy notices and
Agriculture issued administrative instructions to its field personnel that, 2

and Critical
Control Point
(HACCP) Systems

among other things, addressed the relationship between
sanitation standard operating procedures and other
prerequisite programs or good manufacturing practices and
an establishment’s HACCP plans. The agency believes this
issue is on its way to resolution.
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Table 15. Status Updates on Reforms Completed or Ongoing as of December 2002:

Regulations
. Ref.
Agency Regulation Status Number*
FSIS is testing a new HACCP-based system of inspection in
volunteer plants. The new system is intended to
Post Mortem accommodate new technologies and allow increased
Inspection: Extent | operational efficiencies. If the results of the testing justify a
Agriculture and Time of Post new system, FSIS will consider appropriate amendments to 4
Mortem its regulations. Regarding inspector overtime, FSIS is
Inspection - legally authorized to collect fees from establishments for
Staffing Standards | overtime and holiday inspection work. Because of current
budgetary exigencies, FSIS is likely to continue to collect
such fees.
Zero Tolerance for | FSIS aired the scientific and other issues relating to Listeria
Listeria as a contaminant of processed products in a November 14,
Agriculture monocytogenes 2002, public meeting. The agency is studying options for 5
and Performance proceeding on this matter and expects to be in position to
Standards publish a decision in 2003.
On January 18, 2001, FSIS published a proposed rule to
require nutrition information either on labels or at the point-
Nutrition Labeling of-purchase for the major cuts of single'-ingredi'ent, raw meat
. of Ground or and poultry products, .unless an exemption applies. FSIS
Agriculture Chopped Meat and also proposed to require nutrition labels on all ground or 8
Poultry Products chopped meat and poultry products, unless an exemption
applies. FSIS has been considering the comments received
in response to the proposal and expects to publish its
decision on this matter by December 2003.
Plant Pest The issue identified by the commenter regarding restrictions
Agriculture . on butterflies was part of a proposed rule. APHIS intends to 9
Regulations .
address comments on the proposed rule in the final rule.
On January 17, 2002, the agency published a notice
announcing the availability of its current thinking paper on
measures that could be implemented to minimize human
exposure to materials that could potentially contain the BSE
Agriculture Mad Cow Disease | agent. A rulemaking addressing equipment anq procedures 1
used at some slaughterhouses that could result in
contamination of carcasses with BSE risk materials is under
consideration within USDA. USDA has asked Harvard
University to re-evaluate its 2001 BSE risk assessment in
light of the single case of BSE in Canada.
Agriculture Roadless Area USDA is enjoined from implementing this rule. 15
Conservation
Annual Capital During OMB’s review of this survey under the Paperwork
Commerce Expenditures Reduction Act, OMB confirmed that the information 17
Survey collected on this survey cannot be obtained from IRS.
. The Department is considering changes to the regulations
Title IX and . o .
. . implementing title IX of the Education Amendments of
Education Single-Sex S L . 19
Schools 1972. The Department anticipates publishing a notice of

proposed rulemaking in November 2003.
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Table 15. Status Updates on Reforms Completed or Ongoing as of December 2002:

Regulations
. Ref.
Agency Regulation Status Number*
In developing the Federal Family Education Loan Program
regulations through the negotiated rulemaking process, ED
developed a list of proposed regulatory changes from advice
and recommendations submitted by individuals and
organizations in response to a May 24, 2001 request for
Federal Family recommendations on improving the Title IV student
Education Education Loan assistance programs from Representatives Howard “Buck” 20
Program McKeon and Patsy Mink. ED’s intent in amending these
regulations was to reduce administrative burden for program
participants, to provide benefits to students and borrowers,
and to protect taxpayers’ interests. The final regulations for
the rules that were proposed in both of the negotiated
NPRMs were published on November 1, 2002.
Energy
Conservation The Department issued a final rule on May 23, 2002 that
Energy Standards for withdrew its previous final rule and increased the minimum 2
Central Air energy efficiency levels by 20 percent. No further changes
Conditioners and to the standard are planned.
Heat Pumps
Medicare Program
g;oiﬁzlcl?\sfe stem A final rule (to amend existing regulations implementing the
HHS foryHospi t;i Emergency Treatment and Active Labor Act of 1998) has 34
Outpatient been sent to OMB for review
Services
CMS has streamlined the OASIS instrument. As a result of
Use of the OASIS these changes, the number of items in the OASIS was
HHS/CMS for Home Health o ) 35
Agencies reduced by 28%. The amount of time to complete the
OASIS was reduced by 25%.
HHS does not agree that health plans must accept a HIPAA-
compliant claim as a “clean claim” for purposes of
ggf&:&fﬁ;ﬁiﬁce contractual provisions with other entiti.es under HIPAA,. and
Accountability for Statg and Federal prompt-pay requirements. HHS views
HHS Act Claims the requlremer.lts.of HIPAA stgtue and regulations as 37
Processing separate anq distinct from various State and Federal “clean
Standards claim” requirements. The requirements of one do not
necessarily fulfill the requirements of the other. Further
action is therefore unlikely.
The 1993 proposal to establish standards for coliform was
cited in an April 22, 2003 notice announcing FDA’s intent to
Standard of withdraw 84 regulatory proposals Whose publications dates
Microbiological were five years ago or longer. Public comments were
HHS/FDA Quality—Total solicited on this set of withdrawals, and the comment period 40
Coliform closed on July 21, 2003. Currently, FDA is considering the
merits of re-proposing the establishment of coliform
standards, taking advantage of scientific information that has
emerged since the 1993 proposal.
HHS/FDA lt?gfrg?oﬂgﬁggzzrceil This rulemaking has been withdrawn, as announced in 46

Foods

Spring 2003 Regulatory Agenda.
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gency g Number*
The rule was overturned, as exceeding FDA’s statutory
HHS/FDA Pediatric Rule authority, by court decision on October 17, 2002, and is no 52
longer in effect.
. HHS is constantly issuing guidance on implementation of the
Individually . . .
. privacy rules that went into effect on April 17, 2003.
HHS Identifiable Health . . 53
. Changes in the codified text of the rules are, however, not
Information
currently contemplated.
HHS Protection O.f The rule is still under consideration within the agency. 54
Human Subjects
The agency has decided to delay the implementation of the
Interior Digital Aircraft requirement to switch to a digital narrow band radio to 57
Radios January 1, 2008. The agency expects the cost of these radios
to decline over the next few years.
. Conservation Use | The BLM has issued an ANPRM soliciting comments on
Interior . . . . .. . . . 58
in Grazing removing this provision from its grazing regulations.
Both the definition of “unnecessary and [sic] undue
degradation” and the 2000 performance standards were
amended in 2001. The BLM went through a rulemaking
Surface process in 2001 to make both changes which the commenter
. criticizes. Interior did so because the definition of
Interior Management of . 59
Mining Claims unnecessary or undue degradation may well have exceeded
BLM'’s authority and because the 2000 performance
standards, in some cases, went beyond that which is
necessary to allow environmentally safe exploration and
development.
. Endangered This rule (50 CFR Part 17) is codified, and the agency
Interior . . . . 60
Species Act believes it does not require reform.
The Service proposed the bald eagle for delisting in 1999.
There has been a delay in issuing the final rule due to
processing the large amount of information and comments
that were generated during the public comment period. The
Service has finalized the reclassification of the wolf to
Endangered threatened and identified three Distinct Population Segments
Interior Species Act (DPS). An Advanced Notice of Proposed Rulemaking was 61
Delisting published in the Federal Register announcing Interior’s

intention to publish a proposed rule to de-list the Eastern
Distinct Population Segment (DPS) of the gray wolf. The
Eastern DPS includes the Great Lakes region. The grizzly
bear is federally listed as threatened throughout its entire
range in the lower 48 United States.
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The current regulations do not reference the term “book
value” for determining the value of capital improvements by
a concessioner. The current legislation implemented in 1998
provides for Leasehold Surrender Interest (LSI) for
reimbursement of capital improvements. The NPS believes
that using book value would be a clearer method of
Interior Possessory determining reimbursement value but is held to language 63
Interest Assets included in the legislation. Nonetheless, the NPS has created
an interdisciplinary workgroup to listen to concerns about
LSI from the NPS Hospitality Association and others and try
to resolve those concerns. The legislation provides that in
2007 the NPS will be able to readdress the issue of LSI with
Congress and potentially modify how reimbursements for
capital improvements are valued.
The NPS has selected a preferred alternative in the March
2003 Record of Decision that would require the public and
commercial businesses to utilize best available engine
Snowmobiles in teghpqlogy for snowmobllqs e.nterlng the parks (to help
minimize impacts from emissions on air, sound and water),
Yellowstone and . . .
to require operators be accompanied by a guide (to help
Grand Teton S . . )
. minimize conflicts between machines and animals and
. National Parks and | . s .
Interior the John D improve visitor safety) and to set maximum numbers of 64
) visitors to enter the park at various points (to disperse use).
Rockefeller, Jr. . . . . .
Most significantly, this alternative provides for adaptive
Parkway .
management so that any one element of the alternative can
be adjusted to further reduce impacts to the parks, if
necessary. The NPS is expected to issue a proposed
rulemaking addressing snowmobile access to the Parks in
summer 2003.
tShréoI\;v:)rcllczblles n The NPS began consultation with the City of Grand Lake,
Interior Y snowmobile users and environmental groups early on in the 65
Mountain National :
Park development of this proposed rule and EA.
The agency published proposed rules regarding water
Wild and Scenic resource projects. The Wild and Scenic Rivers Act conveys
Interior Rivers—Water authority to the Department of the Interior, and in some 66
Resources Projects | circumstances the USDA Forest Service, to make final
determinations on Section 7 of the Act.
The FY 2003 budget, as enacted, increases funding to
Cooperative existing programs cost share programs rather than create new
Interior Conservation programs as requested in the President’s budget. The 67
Initiative submission in 2004 is expected to be similar to what
Congress has enacted. Thus, no agency action is needed.
. List of Terrorist The agency does not believe that reform of this rule is
Justice L 69
Organizations necessary.
Justice Electronic Storage A final rule is under development. 718
of I-9 Forms
Admission Period . . .
. Withdrawn by agency on June 3, 2002. No further action will
Justice for B-1/B-2 . 72
Visitors be taken on this rule.
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Justice Eggms I-140and I- |y o agency published an interim final rule on July 31, 2002. 738
. I-9 Employment The proposed rule was published on February 2, 1998. The
Justice . . . . 74
Verification final rule is pending at the agency.
Birth and
Labor Adoption DOL has issued an NPRM to repeal the Birth and Adoption 75
Unemployment UC rule. The final rule has been submitted to OMB.
Compensation
Family and
Labor Medical Leave DOL has conducted stakeholder meetings and is drafting a 76
Act (FMLA) NPRM for submission to OMB.
Regulations
Labor White Collar DOL has conducted stakeholder meetings and drafted an 79
Exemption NPRM, which was published March 31, 2003.
Labor Permanent Labor | ETA is currently reviewing comments received on the ’1
Certification NPRM and developing final regulations.
Davis Bacon
égztsrz?t/ii B ESA notes the $2,000 threshold is a statutory rather than a
Labor . regulatory issue. Current SCA and DBA regulations do not 83
Inclusion of g . .
. prohibit the use of self-insured fringe benefit programs.
Pension and
Benefit Plans
Across the Board ESA is ponmdermg char{g.e:s to the existing FMLA
Labor . categorical penalty provisions as part of the ongoing FMLA 86
Penalties .
regulatory review.
H-1B LCA ESA’s Wage and Hour Division is evaluating the comments
Labor . : o 87
received in response to the interim final rule.
. OFCCP has engaged an outside contractor to study the EO
Affirmative . .. )
Labor Action and EO Survey. At the conclusion of the study, anticipated to be in 89
Sur 2004, the Department will determine the best course of
urvey action for the EO Survey.
Hexavalent OSHA is under a court order to publish a final rule by 2006.
Labor/OSHA Chromium They plan to initiate a SBREFA Panel in January 2004. o1
Payment for
Labor/OSHA Persona}l OSHA is considering how to address this issue. 94
Protective
Equipment
Exposure to OSHA plans to initiate a SBREFA panel for this rule in
Labor/OSHA Crystalline Silica September 2003. 93
Labor/OSHA Tuberculosis (TB) | OSHA d'oes not plan to address this issue through 97
Standard rulemaking.
Walking/Working | OSHA published a Notice of Reopening of the Rulemaking
Labor/OSHA Surfaces Record in the Federal Register in April 2003. 8
vafgf;i(:g I:::ig for OSHA published a final rule addressing recordkeeping
Labor/OSHA - requirements for MSDs on June 30, 2003. 102
Injuries, Illnesses
and Fatalities
Ereonomics OSHA does not plan to address this issue through
Labor/OSHA S tagn dard rulemaking. OSHA is working on industry-specific 103

guidelines to address occupational ergonomic hazards.
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Standards for
Approval for High
DOT/FAA Altitude Qp eration DOT/FAA is continuing to review this issue. 109
of Subsonic
Transport
Airplanes
Emergency
DOT/FAA Landing Dynamic | DOT/FAA is continuing to review this issue. 111
Conditions
Environmental streamlining is a priority for FHWA and
. FTA. The Department has taken a number of actions to help
Transportation . . . . .
Planning and strgamhne the environmental review of highway and traps1t
. projects. On September 20, 2002, FHWA and FTA partially
DOT Environmental . . . . 120
Review withdrew the proposeq mlemak{ng amending requllrements
Procedures on Stat.e and metropolitan planplng. A final rule will be?
issued in 2003. After reauthorization occurs, the agencies
will reconsider the need to revise their regulations.
Background
Checks for
DOT Truckers Hauling | DOT is continuing to review this issue. 122
Hazardous
Materials
Commercial
DOT Vehicle DOT is continuing to review this issue. 123
Cross-Border
Safety
DOT Hours of Service | £y1cgA jissued a final rule on April 28, 2003. 124
for Truckers
On March 31, 2003, NHTSA issued a final rule setting new
fuel economy standards for model year (MY) 2005-2007
Corporate light trucks. NHTSA has express'ed its intent to consider
Average Fuel reforms to the CAFE system, applicable to both passenger
DOT/NHTSA cars and light trucks, consistent with its statutory authority. 128
Economy (CAFE) . : .
Standards Possible higher levels and/or program restructuring for
CAFE for future year rulemakings will be considered, based
on these criteria and other statutory provisions, as well as the
impact on safety and American jobs.
The agency has taken a comprehensive look at occupant
Head Restraints protection in rear crashes. As part of this, NHTSA wants to
DOT/NHTSA ensure that the head restraint rule is coordinated with our 129
planned proposal to upgrade seat back requirements. We
anticipate publication of the final rule in 2003.
A federal appellate court recently ruled that the statute
Tire Pressure mandating this rule requires a TPMS system capable of
Monitoring detecting significant under-inflation in any tire. The court
DOT/NHTSA Systems vacated the final rule. The agency is conducting expedited 130

rulemaking towards issuance of a final rule consistent with
the court’s opinion.
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DOT/NHTSA

Advanced Airbags

Since the agency has only recently reviewed and rejected the
proposals raised by the submitters, it does not consider this
issue suitable for either review or reform at this time.

131

DOT/FHWA

Fuel System
Safety Standard B
Vehicle Fires

NHTSA expects that the final rule will be published in 2003.

132

DOT/NHTSA

Occupant Crash
Protection

In the summer of 2003, the agency plans to issue a request
for comment notice on the proposal for amending FMVSS
No. 208 to include a high-speed frontal offset crash test
requirement. This notice will discuss the results of
preliminary tests that the agency has conducted to assess the
possibility of disbenefits of the requirement, and seek
comment on alternative strategies that could be coupled with
a high-speed frontal offset crash test requirement. This
rulemaking was the subject of an OMB prompt letter sent to
NHTSA in December 2001. On May 12, 2000, NHTSA
published a final rule that amended FMVSS No. 208,
“Occupant Crash Protection,” to upgrade the maximum
belted full-frontal rigid barrier crash test requirement up to
35 mph (56 km/h) for the 50th percentile adult male test
dummy beginning with MY 2008 vehicles. At that time,
NHTSA indicated that it intended to initiate rulemaking that
would increase the maximum belted test speed for the 5th
percentile adult female test dummy in time to have both
dummies tested at the higher speed starting in 2007.
NHTSA is currently reviewing a draft NPRM proposing such
a change to the existing requirements. The agency
anticipates publishing the NPRM in 2003.

133

DOT/NHTSA

Rollover
Protection

Rollover is one of NHTSA's four top priority areas for which
Integrated Project Teams have been established. Proposals
for additional actions to prevent rollover crashes and protect
occupants will be published for public comment in spring
2003. In the TREAD Act, Congress required NHTSA to
provide consumer information about vehicle performance in
driving conditions. We expect to publish the final notice on
this by the end of FY 2003 and begin providing information
to the public for 2004 model year vehicles. As a part of an
international committee under the auspices of the United
Nations/Economic Commission for Europe, NHTSA is
currently working with other governments’ experts to try to
develop a global standard for the performance of door, door
retention components and door locks. NHTSA expects to
incorporate this international work with its own work on this
subject and issue a proposed upgrade of its door latch and
lock standard. We expect that the proposed upgrade will be
published by early 2004.

136

DOT/NHTSA

Child Restraints

NHTSA is currently considering several regulatory solutions
designed to address the risks experienced by children
between the ages of four and ten.

140
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DOT/NHTSA

Tire Safety

On June 26, 2003, NHTSA published a final rule to upgrade
its tire performance requirements for light vehicles.

141

DOT/NHTSA

.08 Alcohol
Incentive Program

NHTSA believes the submitter is unaware of all the
provisions of the applicable regulation. NHTSA has called
the submitter to explain the scope of the relevant regulation.
The submitter, Wisconsin Department of Transportation,
stated that NHTSA appears to be applying the compliance
criteria of the interim final rule rather than the regulatory text
adopted in the subsequent final rule. It noted that the interim
final rule states under the 5th compliance criteria that a State
must establish a 0.08 BAC per se level under its criminal
code. This criteria did not appear in the regulatory text
adopted under the final rule. In a subsequent telephone call
with agency personnel, the Wisconsin DOT acknowledged
that its concerns had already been addressed by a letter sent
to it by NHTSA in July 2002. The Wisconsin DOT has no
further concerns on this issue.

153

DOT/RSPA

Collection of
Annual
Registration Fees

On January 9, 2003, RSPA published a final rule reducing
registration fees beginning July 1, 2003, to levels that should
eliminate the unexpended balance in the Hazardous
Materials Emergency Preparedness Grants Fund by 2006 and
thereafter produce total receipts equivalent to the annual
grants authorized by Congress.

156

Treasury

Alcohol Labeling

Final rule published on March 3, 2002.

160

Treasury/IRS

Government Fleet
Fuel Cards

The IRS and Treasury Priority Guidance Plan for the year
ending June 30, 2003, includes a project to develop proposed
regulations regarding claims for gasoline tax. These
proposed regulations are expected to be published in the
summer of 2003. The claimant suggests that the issuer of the
fleet fueling card be permitted to sell the fuel tax free by
reducing its future fuel tax obligation. An alternative
approach would be to permit the retailer or wholesale
distributor to sell the fuel at a tax-excluded price and claim a
refund for the fuel tax paid.

163

Treasury/IRS

Interest Reporting
Requirements

Treasury has issued two NPRMs on reporting on interest
paid to non-resident aliens.

164
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Treasury Decision 9035, January 13, 2003, finalized the
regulation. The final regulation applies to redemptions of
stock on or after January 13, 2003, that are pursuant to
instruments in effect after January 13, 2003. The final
regulation also applies to redemptions before January 13,
2003, or that are pursuant to instruments in effect before
January 13, 2003, if the spouses or former spouses execute a
written agreement on or after August 3, 2001, that satisfies
Domestic the requirements of section 1.1041-2(c)(1) or (2) of the final
Treasury/IRS | Relations Tax regulations. The effective date provision in the final 165
Reform Act Rules | regulation permits taxpayers to avail themselves of the
clarifying relief provided by the regulation if the taxpayers
enter into an agreement as contemplated by the proposed and
final regulation to specify the tax treatment agreed to by the
spouses. Applying the provisions of the proposed and final
regulations to taxpayers who have not entered into an
agreement as contemplated by the regulations would not be
consistent with sound tax administration and might result in
adverse consequences to taxpayers.
Risk Management
EPA Plans (Worst Case | EPA published the final rule on August 4, 2000. 172
Scenario)
EPA %eaf:igtlon of Solid EPA expects to issue an NPRM in 2003. 173
RCRA Burden
EPA Reduction EPA expects to issue a final rule in September 2003. 174
Initiative
RCRA Subtitle C EPA is evaluating how to address this issue given that many
EPA Hazardous Waste . . . 175
. different regulations are involved.
Regulations
Best Available Revisions to the regional haze rule will address concerns
EPA Retrofit raised by DC Circuit regarding best available retrofit 176
Technology technology. Final rule expected April 2005.
Regarding the Ozone NAAQS rule, EPA responded to
remand on potential health benefits and issued a final rule on
1997 EPA January 6, 2003. Regarding the implementation rule for 8-
EPA Standards for hour ozone NAAQS, EPA issued an NPRM on June 2, 2003 177
Ozone and and a final rule is expected December 2003. Regarding the
Particulate Matter | implementation rule for PM2.5 NAAQS, EPA expects to
issue an NPRM in September 2003 and the final rule in
September 2004.
In October 1999, 19 groups petitioned EPA to regulate
. mobile source emissions of four greenhouse gases — CO2,
Motor Vehicle . .
Emission rnethane, nltr'ous oxide, and hydroﬂoqrocarbon —to reduce ‘
EPA the risk of climate change. EPA published a request for 180°

Standards for
Greenhouse Gases

public comment on the petition in January 2001. The
Agency received almost 50,000 comments. Agency officials
are considering how to respond to the petition.
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Heavy-Duty
Engines and
Vehicle Standards
EPA and Highway Final rule was published January 18, 2001. 181
Diesel Fuel Sulfur
Control
Requirements
Protection from
EPA Pollution from Final rule was published January 18, 2001. 182
Diesel Engines
Proposed Tier 2
Motor Vehicle
Emission
EPA Standards and Final rule was published February 10, 2000. 183
Sulfur Gasoline
Control
Requirements
EPA published the Prevention of Significant Deterioration
(PSD) and Nonattainment New Source Review (NSR):
Baseline Emissions Determination, Actual-to-Future-Actual
Methodology, Plantwide Applicability Limitations, Clean
Units, Pollution Control Projects Final Rule and the
Prevention of Significant Deterioration (PSD) and Non-
EPA New Source attainment New Source Review (NSR): Routine 185
Review Maintenance, Repair and Replacement Proposed Rule on
December 31, 2002. EPA received several petitions for
reconsideration of the final NSR rule and is currently
preparing a response. The comment period for the proposed
rule closed on May 2, 2003, and EPA is currently working to
draft a final Routine Maintenance, Repair and Replacement
rule.
These comments have already been addressed as part of the
public comment process for this preliminary risk assessment.
Under the Reregistration Process, which includes several
opportunities for public comments, and stakeholder
Risk Assessment meetings, EPA expects other revisions will be made before
EPA the risk assessment will be finalized and used in decision- 186

for Rodenticides

making. Pesticide reregistration decisions will be made based
on the final risk assessment, which is also presented for
public comment as part of the public review process for the
IRED & RED documents. OPP schedules for REDs are
posted on the internet.
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On March 17, 2003, EPA granted the cancellation and use
termination requests affecting virtually all residential uses of
CCA-treated wood and has issued the cancellation orders to
Ban on Chromated | the registrants for CCA. After December 30, 2003, CCA
EPA Copper Arsenate products cannot be used to treat lumber intended for most 187
(CCA) residential settings, including play structures, decks, picnic
tables, landscaping timbers, residential fencing, patios and
walkways/boardwalks. A Federal Register notice announcing
the cancellation orders will be published in 2003.
EPA Eﬁ:}guifr(‘gg)) Final rule expected in September 2003. 193
Watershed Rule EPA expects to issue its proposed watershed rule in 2003 and
EPA (Total Maximum . 196
. the final rule in June 2004.
Daily Load)
EPA TRI Lead Final rule was promulgated in January 2001. 197
EPA Arsenic in The arsenic final rule was issued on January 22, 2001, and 198
Drinking Water became effective on May 22, 2001.
On January 12, 2001, EPA published a proposed rule
Concentrated changing the Clean Water Act permitting requirements for
EPA Animal Feeding concentrated animal feeding operations (CAFOs) and 199
Operations strengthening the effluent guidelines for those facilities. On
February 12, 2003, EPA published the final rule on CAFOs.
Stormwater
EPA Construction EPA expects to issue the final General Permit in 2003. 200
General Permit
EPA Sanitary Sewer EPA expects to issue the proposed SSO rule in December 204
Overflows 2003 and final rule in December 2005.
Effluent
EPA Guidelines for EPA issued the proposed MP&M rule on January 3, 2001. 205
Metal Products The final MP&M Rule was issued in April 2003.
and Machinery
Drinking Water
Standards for The preliminary notice was issued on June 3, 2002. The
EPA . o . 206
Emerging final notice is expected in 2003.
Contaminants
EPA Radon in Drinking | EPA issued the proposed radon rule on November 2, 1999. 208
Water The final radon rule is expected in December 2004.
EPA Groundwater Rule EPA'issued the proposed rule on May 10, 2000. The final 211
rule is expected in December 2003.
EPA Disinfection EPA expects to issue the proposed rule in 2003 and the final 212
Byproducts Rule rule in July 2004.
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SBA/FAR

Contract Bundling

The proposed rule was published on January 31, 2002. The
comment period ended on April 1, 2003. SBA expects to
issue a final rule by the end of the year. The proposed
changes would revise the definition of bundling to expressly
include multiple award contract vehicles and task and
delivery orders under such contracting vehicles; require
procuring activities to coordinate with the Small Business
Specialist (SBS) proposed acquisition strategies or plans
contemplating award of a contract or order above specified
dollar thresholds and require the SBS to notify the agency
Office of Small and Disadvantaged Business Utilization
(OSDBU) when those strategies include contract bundling
that is unnecessary, unjustified, or not identified as such by
the procuring activity; reduce the threshold and revise the
documentation required for "substantial bundling;" require
contracting officers to provide bundling justification
documentation to the agency OSDBU when "substantial
bundling" is involved; and require agency OSDBUs to
perform certain oversight functions.

264

*Refers to numbers assigned to nominations in Section I of “Summaries of Public Suggestions for Reform of
Regulations and Guidance Documents” (www.whitehouse.gov/omb/inforeg/summaries_nominations_final.pdf).

SOMB initially referred these nominations to agencies for their consideration as reform candidates. OMB has since
learned that agencies had already concluded or began review of these rules at the time OMB issued its 2002 final
report. OMB is therefore providing status updates on them in this report.

Table 16. Status Updates on Reforms Completed or Ongoing as of December 2002:

Guidance Documents

Guidance Ref.
Agency Document Next Step(s) Number*
Policy on Beef OSHA'’s longstanding enforcement policy was clarified in a
USDA Contaminated 1999 directive. Later this year, the Agency will provide 1
with E. coli additional examples in the directive to further clarify the
O157:H7 responsibilities of the general or controlling contractor.
Discrimination
HHS Against Persons A revised draft guidance was published in 2003. 7584
with LEP
gullli?nce on OFCCEP is reviewing whether there is contradictory guidance
DOL Eglploymen ¢ on collection of ethnicity information between OFCCP and 13
Opportunity the U.S. Equal Employment Opportunity Commission.
Inspection
Procedures and
Interpretive OSHA is working on an updated manual on Lockout/Tagout.
DOL/OSHA Guidance for Part I of the manual will be available for stakeholder input by 14
Control of the end of 2003.
Hazardous Energy
(Lockout/Tagout)
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Table 16. Status Updates on Reforms Completed or Ongoing as of December 2002:

Guidance Documents

Guidance Ref.
Agency Document Next Step(s) Number*
OSHA Directive
CPL 2.100,
Application of the . . .
DOL/OSHA . . OSHA does not plan to revise the guidance at this time. 15
Permit-Required
Confined Spaces
(PRCS) Standards
On December 31, 2002, EPA published a Prevention of
Significant Deterioration (PSD) and Non-attainment New
EPA New Source Source Review (NSR): Routine Maintenance, Repair and 29
Review Replacement Proposed Rule. The comment period for the
proposed rule closed on May 2, 2003, and EPA is currently
working to draft a final rule.
Improving Air
Quality Using EPA issued guidance on January 19, 2001, and the States are
EPA Economic now using the guidance in developing economic incentive 25
Incentive programs.
Programs
Cancer Risk . o
EPA Assessment The issue is belng.resc')lve'd. Proposed for final comment: 36
. March 3, 2003. Finalization by the end of 2003.
Guidance
- FACA Committee NDWAC) has submitted
Drinking Water . . .
EPA o recommendations on how to proceed. EPA is evaluating 41
Affordability .
these recommendations.
Clean Water Act
EPA g”g%?lf;‘(’:“c ANPRM: January 15, 2003. 42
Decision”)
OMB OMB Analytic OMB’s revised final guidelines are being issued as Circular 45
Guidance A-4 (see Appendix D).
Performance of OMB published a draft revision to Circular A-76 in the
OMB Commercial Federal Register on November 19, 2002. OMB issued the 46
Activities final revision on May 29, 2003.
The Corps, in conjunction with the Environmental
Wetlands Protection Agency, the Fish and Wildlife Service, and the
U.S. Army Delineation Natural Resources Conservation Service, is updating and 49
Corps Guidance clarifying its 1987 Wetland Delineation Manual to provide
Documents more regionally specific guidance resulting in more precise
and consistent wetland delineations.

*Refers to numbers assigned to nominations in Section I of “Summaries of Public Suggestions for Reform of
Regulations and Guidance Documents” (www.whitehouse.gov/omb/inforeg/summaries nominations_final.pdf).

G. Next Steps

Over the next year, agencies will take the steps outlined above to implement new reforms
of regulations and guidance documents, as well as explore the possibility of reforming other
nominated rules and guidance documents. Periodically, OMB will ask agencies for updates on

their progress.
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CHAPTER III: U.S. APPROACHES TO MANAGEMENT OF EMERGING RISKS

U.S. regulatory agencies often decide on a course of action to protect public health, safety
or the environment before science has resolved all the key factual questions about a suspected
hazard and the effectiveness of prevention or mitigation efforts. The default action in face of
uncertainty is not necessarily inaction. On the contrary, decision makers rely on various science-
based precautionary approaches in assessing risks and taking protective regulatory actions.

There is growing international discussion on the appropriate regulatory responses to
emerging risks where the likelihood and magnitude of harm are highly uncertain, and the costs to
prevent or mitigate these effects are potentially very high. The purpose of this chapter is to
describe the current role of precaution in regulatory decision making in the United States while
explaining why precaution needs to be exercised wisely on a case-by-case basis.

This chapter has been prepared by an interagency work group co-chaired by the Council
on Environmental Quality (CEQ) and the Office of Management and Budget (OMB). The Work
Group includes representatives from the Department of Agriculture, the Department of
Commerce, the Department of Energy, the Department of Health and Human Services, the
Department of the Interior, the Environmental Protection Agency (EPA), and the Office of
Science and Technology Policy. This chapter draws on public comments elicited by the OMB in
the draft report released in February of this year. This chapter does not define new policy; it
describes existing U.S. practices for both domestic and international readers.”

A. Risk Management in the United States

In the United States emerging risks are managed through a combined system of social,
economic, legal, and regulatory mechanisms. When assessing the overall extent of precaution in
U.S. risk management, it is important to consider the cumulative impact of these mechanisms.

All other factors being equal, the public prefers products, technologies, production
facilities, and waste-disposal methods that do not pose unreasonable risks to human health,
safety, and the environment. This consumer demand for responsible behavior by firms, though
limited by the availability of information, exerts influence in competitive markets because firms
seek to build a reputation for safety and consumers/shareholders and courts can penalize firms
that do not take seriously the need for responsible risk management. In order to provide more
discipline to market approaches to risk management, a variety of private — often non-profit —
bodies have established voluntary standards for risk management that are built on principles of
balance, openness, consensus, and due process. For example, the National Electrical Code is a

%0 In the draft report published in February of 2003, OMB requested comments on current U.S. approaches to
analysis and management of emerging risks. Specifically we asked for comments on ways in which "precaution” is
embedded in current risk assessment procedures through "conservative" assumptions in estimation of risk, or
through explicit "protective" measures in management decisions. We also sought examples of approaches in human
and ecological risk assessment and management methods at U.S. regulatory agencies which appear unbalanced, and
how the U.S. integrates precautionary approaches to health, safety and environmental risks with other interests such
as economic growth and technological innovation. We received numerous comments on this topic from a variety of
consumer advocacy groups, academics, and the private sector. Copies of these comments are available on the OMB
website at www.whitehouse.gov/omb/inforeg/regpol-reports_congress.html.
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voluntary standard to reduce fire and other hazards developed by the private, non-profit National
Fire Protection Association that is the basis for procurement specifications set by major
manufacturers as well as some State and local building code requirements.”! Similarly, social
norms curb individual actions that impose risks to others such as smoking in public and driving
under the influence of alcohol. There are advocacy groups such as Mothers Against Drunk
Driving that have launched successful public education campaigns to change attitudes about
risky behaviors.*

Managing risks entails costs and thus there are limits on the amount of risk prevention
that firms and individuals will voluntarily practice. When the actions of one firm pose risks and
costs on other firms, the public or the natural environment that are not reflected in a firm's cost of
doing business, market demand alone does not lead to a socially efficient level of risk
management.

Legal strategies may be necessary to supplement market approaches to risk management.
For example, a distinctive feature of the U.S. risk management system is the complex and
powerful system of liability law that allows citizens who have incurred damages or may incur
damages to seek monetary compensation in the courts from responsible firms or individuals.

The United States also has an extensive regulatory system of risk protection with powers
shared to various degrees between the Federal, State, and local governments. The Federal
regulatory system is built around a system of delegated rulemaking; Congress passes laws and
the Federal regulatory agencies issue regulations that implement the mandates enacted by
Congress. A variety of checks and balances in the rulemaking process aims to ensure that
decision makers adequately protect the public from risks in a sensible way.

Congress not only writes the laws that govern the decisions of regulatory agencies; once
laws are passed, Congress retains important powers of oversight such as the appropriation of
executive agency funding and confirmation of key appointees. The President appoints the heads
of regulatory agencies and oversees and coordinates regulatory activities (through the OMB and
other executive offices), as well as issues specific policy direction to Federal agencies through
Executive Orders.

Regulatory agencies are required to follow the notice-and-comment rulemaking
procedures prescribed in the Administrative Procedures Act (APA) and related laws designed to
encourage a transparent and inclusive process. The APA requires agencies to publish in the
Federal Register a notice of proposed rulemaking that references the legal authority under which
the rule is proposed and a description of the subjects and issues to be addressed by the proposed
rule. The APA also instructs agencies to provide the public with an opportunity to submit
comments on the proposed rulemaking, and the final rulemaking must address all significant
comments. Finally, if affected parties believe a Federal regulatory agency has made an unlawful
decision due to procedural and/or substantive error, they may seek a review of the decision in a

2! National Research Council (1995), Standards, Conformity Assessment, and Trade: Into the 21st Century, National
Academy Press, Washington, DC.

22 Institute of Medicine (1998), Reducing the Burden of Injury: Advancing Prevention and Treatment, National
Academy Press, Washington, DC.
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disciplined process of judicial review under the APA. Furthermore, under the Information
Quality Act, agencies must issue information quality guidelines "ensuring and maximizing the
quality, objectivity, utility, and integrity of information (including statistical information)
disseminated by the agency," and stakeholders can seek and obtain correction of information
maintained or disseminated by the agency that does not comply with the guidelines.” In
addition, Federal regulatory agencies may voluntarily subject their analyses and decisions to
various formal and informal mechanisms of stakeholder dialogue, external peer review, scientific
advisory panels, and reviews from independent bodies such as the National Academies of
Science. These mechanisms ensure extensive input from the scientific community and
stakeholders before and after the initiation of rulemaking.

Thus, the Federal regulatory framework of the United States is designed to be a
responsive, consultative, science-based system, operating synergistically within multiple layers
of checks and balances involving social norms, market forces, liability law, voluntary standards,
and Federal, State and local regulation with executive, legislative, and judicial oversight. The
operation of these forces determines the overall extent of precaution that is applied to a particular
emerging risk. Below, we focus on the Federal regulatory system and the variety of
precautionary approaches that it uses to prevent, reduce, or mitigate emerging risks to human
health, safety, and the environment in the face of uncertain outcomes.

B. Risk Assessment before Risk Management

Making a regulatory decision about an emerging risk is complicated by the dynamics of
science; new discoveries at times have shown hazards to be worse than expected, and in others,
predictions of doom never materialized or hazards were proven to be less onerous than projected
(See Box 1 for examples). The National Research Council® report Risk Assessment in the
Federal Government, commonly referred to as the "Red Book", described the key components of
risk assessment and emphasized an important feature of the U.S. regulatory process: decisions
about how to respond to a potential hazard are intended to be made after — and are informed and
guided by — a scientific risk assessment that is grounded in the weight of the scientific
evidence.” Regulators have the responsibility of ensuring that an adequate amount of time and
resources are devoted to the risk assessment process. There are risks and costs associated with
hasty decisions and there are risks and costs incurred when regulators are guilty of "paralysis by
analysis." In circumstances where accelerated action in response to imminent threats is
warranted, U.S. regulators generally have the authority to expedite the process of regulatory
decision making.

2 P.L. 106-554 §515

?* National Research Council (1983), Risk Assessment in the Federal Government: Managing the Process, National
Academy Press, Washington, DC.

23 National Research Council, a part of the National Academies, is a private, nonprofit institution with a
congressional charter to provide science, technology and health policy advice to the Federal government.
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Box 1: Dynamics of Science

Early predictions overstated risk:

Malthus' Dismal Theorem. In 1798, Reverend Thomas Robert Malthus observed that the population tended to
increase exponentially while sources of subsistence increased arithmetically. He hypothesized that living standards
would not rise beyond subsistence levels due to the constant pressures the growing population would place on the
food supply. Due in part to technological advancements that Malthus did not foresee, on the whole Malthus' dismal
predictions did not come to pass with both population and standard of living greatly increasing over the past two
centuries.

Saccharin. In 1981, saccharin was added to the list of chemicals "reasonably anticipated to be a human carcinogen"”
by the U.S. National Toxicology Program based on evidence of carcinogenicity in controlled experiments on rats. In
2000, however, it was removed from the list after an extensive review determined that the bladder tumors observed
in rats were caused by a biological mechanism that is not relevant to humans, and observational evidence in human
showed no carcinogenic effects.

Early predictions understated risk:

Thalidomide. Thalidomide was first marketed in Europe in the late 1950's as a sedative, and was considered safe to
be prescribed for nausea and insomnia in pregnant women. By 1961, however, evidence began to mount that the
drug caused severe birth defects in children whose mothers had taken the drug in the first trimester of pregnancy.
Fortunately, the Food and Drug Administration had not yet approved the drug for distribution in the United States.
The drug was approved in the United States in 1998 for the treatment of complications caused by leprosy, with
stringent controls on the use of the drug to prevent exposure to the drug during pregnancy.

Childhood Lead Poisoning. Ancient Romans were aware that high exposure to lead could cause serious health
problems such as madness and death. However, the potential health hazards to children such as impairment of
cognitive functions from chronic low-level exposure to the metal in the environment were not documented until the
1940's. In the 1960's, blood lead level above 60 ng/dL was considered toxic. Over the last three decades, as new
information about the relationship between the effects of lead on children's IQ emerged, the Centers for Disease
Control progressively lowered the recommended action level to the current 10 pg/dL. Due to regulatory effort since
the 1970's, major uses of lead in house paint, gasoline, water-distribution systems, and food cans have been
eliminated or greatly reduced such that environmental lead contamination are now dramatically lower. Data from
the most recent National Health and Nutrition Examination Survey show that the percentage of U.S. children with
elevated blood lead levels (>10 pg/dL) has dropped from nearly 90% in the late 1970's to less than 5% in the early
1990's.

The United States employs precautionary approaches throughout the process of risk assessment
and management so that the overall level of precaution in a given regulatory decision is
appropriate.”® The first phase is the data collection and other research efforts which are inputs in
the risk assessment process. Next, the risk assessment phase synthesizes available information
on the likelihood of events and the potential consequences and should represent an objective
characterization of risk. When analysts assess risks, they frequently use "conservative" or
"default" assumptions or explicitly add safety margins or uncertainty factors to characterize a
"plausible" upper bound. In addition, analysts may be required to add safety factors to be

%6 See the FDA and USDA document prepared for OECD Ad Hoc Group on Food Safety "Precaution In U.S. Food
Safety Decisionmaking: Annex II to the United States' National Food Safety System Paper" for a specific discussion
on how precaution is embedded in the U.S. food safety system. Available at:
http://www.foodsafety.gov/~fsg/fssyst4.html
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protective of vulnerable populations. The Food Quality Protection Act of 1996 (FQPA) requires
the EPA to consider adding a ten-fold uncertainty factor, the "Children's 10X Safety Factor", in
assessing children's risks to pesticides unless sound scientific evidence indicates that a different
factor would be appropriate. These practices are intended to provide decision makers with an
indication of how bad things could be or might become without protective actions (see Box 2 and
3 for examples in chemical risk assessment). However, when estimates of risk are derived
through these bounding exercises, they may far exceed the most likely estimate of risk. If these
bounding estimates suggest that the risk may be unacceptable under the governing legal criteria,
then a more complete assessment of risk — including a full analysis of the data and uncertainties
— may be necessary to help determine what decision makers should do.

Box 2: Chemical Risk Assessment: Threshold

For the vast majority of chemicals that do not have sufficient data from human studies, margins of safety are applied
to animal data to derive a reference value. Suppose that a safe level of exposure needs to be set for a chemical that
has no human data but has been tested for toxicity in laboratory animals from chronic exposure by an inhalation test
using a standard test protocol at four concentrations: 0, 10, 500 and 1,000 parts per million (ppm) of air. If no
adverse health effects are observed at 0 and 10 ppm, but animals were observed to suffer adverse effects at 500 and
1,000 ppm, how should a safe level of exposure for humans be set?

Assuming that humans are like animals, the experiment suggests that the "safe" level of exposure may lie
somewhere between 10 ppm — the "no observed adverse effect level" (NOAEL) — and 500 ppm — the "lowest
observed adverse effect level" (LOAEL). Historically, the NOAEL is divided by uncertainty factors to account for
the possibility that humans are more sensitive to the chemical than the test animals (animal to human extrapolation),
and the possibility that some human sub-populations may be more sensitive than others (human to sensitive human
extrapolation) to establish a reference concentration (RfC) or reference dose (RfD), the level of lifetime exposure
without an "appreciable" risk of adverse effects.”” To estimate the RfC, the NOAEL from the chronic study could
be divided by a factor of up to 100 to account for the uncertainties which would yield an estimate of 0.1 ppm or 100
parts per billion. Furthermore, if results from multiple species and both genders of animals are available, the species
and gender with the most sensitive response (i.e., the lowest NOAEL) is used for establishing the RfC, which adds
another element of precaution. Each factor of 10 in the margin of safety requires risk managers to achieve an
additional 90% reduction in exposure to reach the desired level of protection; therefore a 100-fold safety factor
implies a 99% reduction in exposure compared to the largest concentration that did not harm the most sensitive
group of test animals. More recent assessments use a Benchmark Dose (BMD) or Concentration (BMC), a
statistical lower confidence limit on the dose that produces a predetermined change in response rate of an adverse
effect compared to background, rather than the NOAEL since a true "no effect level" is difficult to establish in
toxicological studies. The BMD or BMC are then divided by safety factors.

27 Barnes DG and Dourson M (1988), "Reference Dose (RfD) - Description and Use in Health Risk Assessments,"
Regulatory Toxicology and Pharmacology, 8 (4), 471-486.
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Box 3: Chemical Risk Assessment: Non-threshold

Consider a hazard whose adverse health effect declines in frequency and severity as dose declines yet a non-zero
dose that produces "no harm" is not observable. A slight degree of toxicity could occur even at tiny doses,
suggesting that only a zero dose would not violate the "no harm" standard. Yet zero dose may be technically
impossible to achieve given factors such as background exposure to the hazard, or may not be desirable since zero
dose may only be achieved through banning a particular beneficial activity. The size of the additional risk that is
considered negligible varies from one context to another depending upon the number of people exposed to the
hazard and other factors. Agencies such as EPA often define acceptable lifetime cancer risk as a range from one in
ten-thousand (107) to one in a million (10°).*®* When human data are not available, EPA's guidelines for cancer risk
assessment produce an upper bound estimate of cancer potency through several conservative assumptions. For
example, all tumors — not just malignant tumors — are used towards estimating a carcinogenic response, and rather
than the Maximum Likelihood Estimator (MLE) — the best unbiased estimate of cancer potency — the 95% upper
confidence limit of the MLE is used.

In addition, it may be necessary to move beyond single exposure pathways or single
chemical assessments and to explore the accumulation of risk. Progress is being made on
aggregate exposure and cumulative risk assessment. Aggregate exposure assessment involves
the analysis of multiple pathways and routes of exposure such as food, drinking water, ambient
and indoor air for a single agent or stressor. Cumulative risk looks at how multiple agents or
stressors with a common mode of action interact to pose risk to health or the environment. For
example, the FQPA requires the EPA to account for aggregate exposures through food as well as
the cumulative effects of pesticides in establishing tolerances for pesticide residue in foods and
criteria for registration of pesticides.

The last step is the risk management phase where potential regulatory or other
management options may be considered to determine the responses to the potential risk. The
application of precaution at this stage must be informed by the best available scientific and
economic information, organized and presented in clear, concise, and unbiased fashion. The
analytic tools such as risk assessment, cost-effectiveness analysis, and benefit-cost analysis are
widely used in the United States to inform decision makers. Specific tools from the field of
decision science, devised precisely for the purpose of aiding decision makers faced with
dilemmas involving uncertain consequences and difficult value tradeoffs, are of particular
importance to the application of precaution to decision making.” These tools help shed light on
the complex dilemmas that are posed by technological and natural hazards of uncertain

* Breyer SG (1993), Breaking the Vicious Circle: Toward Effective Risk Regulation, Harvard University Press,
Cambridge, MA.

? See Clemen, RT (1996), Making Hard Decisions, Duxbury Press, Pacific Grove, CA; Howard, RA (1968), "The
Foundations of Decision Analysis," IEEE Transactions on Systems Science and Cybernetics SSC-4(3), 211-219;
and Raiffa H (1968), Decision Analysis: Introductory Lectures on Choices under Uncertainty, Random House, New
York, NY.
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magnitude and can be used in conjunction with a variety of policy objectives from minimizing
maximum damage to maximizing net benefits. However, although formal analytic tools can be
helpful, they cannot substitute for responsible policy judgments by decision makers who make
decisions under specific statutory frameworks and are accountable to the public for their actions.

An important and difficult question for decision makers dealing with emerging risks is
how to build an appropriate degree of precaution into policies, recognizing that the science is
uncertain and may be changing rapidly. Here, the ability to modify policies as scientific
understanding grows is critical to the appropriate application of precaution. The information
collection, risk assessment, and risk management phases are not static; the three components are
an iterative process where management responses are altered to reflect new information that
becomes available. The management approach can be adapted in response to improved scientific
information that reduces uncertainty in risk assessment (such as the magnitude and likelihood of
consequences) as well as uncertainty in risk management (such as effectiveness of interventions
and pace of technological advancements).

C. Precautionary Approaches for Different Management Objectives

Estimates from risk assessments are used to make regulatory decisions within several
broad frameworks that reflect the overall goal of the underlying statute. These frameworks, in
part, reflect the different characteristics of risks that are important in developing appropriate
management strategies such as immediacy, uncertainty, severity, potential for catastrophe,
irreversibility, multi-generational impact, voluntariness, and controllability (See, e.g., CEQ,
1989).

The objective of the "risk only" framework is to ensure that the risk from a hazard is kept
within a "safe" level. In contrast, the objective of the "feasibility" framework explicitly
recognizes the utility of the activity that generates the hazard, and requires the reduction of risk
to the extent that is technologically or economically feasible. The objective of the "benefit-cost
balancing" framework goes a step further in considering overall societal welfare and attempts to
weigh all of the positive consequences against all of the negative consequences of a regulatory
measure.

Decision makers use one of these decision frameworks, or some hybrid, as authorized by
the legislative mandate to choose the appropriate regulatory action such as notification of the
potential hazard, licensing, standard setting, or permitting. In addition, a key issue for decision
makers is to determine when there is insufficient information for an informed decision such that
further information is necessary before proceeding. Not unexpectedly, precaution has a slightly
different role to play in each of these frameworks.

Risk Only Approach
In some cases, statutory requirements instruct U.S. regulatory agencies to look only at the

possible risk in determining the course of action. For example, in the Endangered Species Act
(ESA) the decision to list threatened or endangered species for special protection to prevent their
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irreversible loss is based "solely" on a scientific assessment of the danger of extinction.*® In the
regulation of chemicals, agencies may use conservative assumptions to develop a worst case
scenario or plausible upper bound of risk and reduce exposures until it is within a "safe" level
(e.g., reasonable certainty of no harm from pesticide residue on foods).*'

Feasibility Approach

Even without establishing a "safe" level of exposure, decision makers can take
precautionary measures by requiring technology-based standards to reduce exposures to potential
hazards to the extent feasible through the best available technology and promote the adoption
and development of cleaner technologies. For example, the Clean Air Act Amendments of 1990
require the implementation of maximum achievable control technology (MACT) standards to
reduce emissions of hazardous air pollutants.’> These standards are set for major sources of
emissions based on currently available control technology, that is, feasibility of reducing
emissions guides decisions rather than a quantification of risks. Similarly, the Occupational
Safety and Health Administration is directed by statute to regulate occupational exposure to toxic

substances "to the extent feasible".*?

Benefit-Cost Balancing Approach

Presidential Executive Order 12866, which governs OMB review of agency rulemaking,
refers explicitly to the net-benefit test and OMB's analytic guidance provides some direction on
how analyses and decisions should be conducted under scientific uncertainty about benefits and
costs.”* Unless required to do otherwise by law, U.S. regulatory agencies are directed by the
executive order to perform benefit-cost analysis of regulatory actions and "select those
approaches that maximize net benefits (including potential economic, environmental, public

health and safety, and other advantages; distributive impacts, and equity)".””

Though outcomes are never known with certainty, decision makers can compare the net
benefits of regulatory options based on best available estimates of benefits, costs and potential
cost savings, and choose the option that yields the highest societal gain. Net-benefit tests have
been applied by U.S. regulatory agencies under "unreasonable risk" laws such as the Federal
Insecticide, Fungicide, and Rodenticide Act,36 Toxic Substances Control Ac‘[,37 and the
Consumer Product Safety Act.”® Under these statutes, the level of precaution is reflected in the
forgone economic benefit from the chemical or product and/or high cost of control from
decisions to ban or limit its use relative to the health benefits gained.

16 U.S.C. § 1533(b)(1)

121 U.S.C. §346a(c)(2)

3242 US.C. §7412

329 U.S.C. §655(b)(5)

* Office of Management and Budget (1996), Economic Analysis of Federal Regulations under Executive Order
12866. Available at: http://www.whitehouse.gov/omb/inforeg/riaguide.html

> U.S. President (1993), "Executive Order 12866 — Regulatory Planning and Review," Federal Register 58(190),
51734-51744.

% 7US.C.§136

3715 U.S.C. §2605

¥ 15 U.S.C. §2056
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When estimates of risk are highly uncertain, the net benefits of a rule may be positive in
some cases and not in others. The expected net benefit test can be applied, following a formal
probabilistic assessment of the hazard and potential efficacy of regulatory interventions (see Box
4 for a numerical example).

When decisions are based on the expected value of net benefits, the decision maker is
taking a so-called "risk-neutral" stance. When decisions are based on hedging against the
possibility of an adverse outcome even though a different decision would lead to higher expected
net benefits, the decision maker is taking a precautionary “risk-averse” posture. A policy
judgment is necessary when determining the magnitude of a downside loss that justifies a
departure from the "risk-neutral" posture.

The expected net-benefit test and its variants are relatively analytically intensive because
they require formal probabilistic treatment of both benefits and costs. For regulations with
economic effects that exceed more than $1 billion per year, the new OMB guidelines for
regulatory analysis require agencies to support rulemakings with formal probabilistic analysis of
the key scientific and economic uncertainties regarding costs and benefits.*

Box 4: Expected Net Benefits Test

Suppose that the net benefits of a proposed rule to protect public health through administering a vaccine (with
unknown efficacy and potentially severe side-effects) is measured in fatalities prevented. (If benefits and costs are
expressed in different units, they need to be converted into the same units in order for this approach to be applied.)
Now suppose that, without vaccination, the disease will lead to 3,000 fatalities for certain, whereas implementing
the vaccination program will lead to either (a) no fatalities (3,000 fatalities prevented compared to doing nothing) if
the vaccine is efficacious and side-effects are minimal, or (b) 4,000 fatalities (1,000 additional fatalities compared to
doing nothing) if the vaccine is not effective and side-effects are severe. Does the rule pass the expected net-benefit
test?

The answer depends on the probability of each outcome, and the risk posture of the decision maker. Under risk
neutrality, as long as the probability that the vaccine has minimal side-effects (p) is greater than one-fourth, the
expected net benefits of implementing the rule (incremental to doing nothing), in this specific case, will be positive:

3,000p - 1,000(1-p) >0
Under risk aversion, for a certain range of p greater than one-fourth, the decision maker will prefer to not implement

the rule to avoid the possibility of doing more harm than good (i.e., administering a vaccine that is not effective and
has high side-effects), even if the expected net benefit is greater.

Hybrid Approaches

39 Office of Management and Budget (2003), OMB Circular A-4, Regulatory Analysis.
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There are also hybrid approaches that combine, for example, both a risk-only setting of
regulatory goals, and technology-based enforceable standards. When "safe" levels are
established by available scientific evidence and inclusion of margins of safety, but are not
achievable given engineering limitations, technology-based standards are sometimes set to
establish enforceable protective measures. In national drinking water regulations, a maximum
contaminant level goal (MCLG) is set to allow for an "adequate margin of safety," but the
maximum permissible level of a contaminant in water is based on best available technology to
get as close to the MCLG as possible.* There are also hybrid approaches that combine both a
risk-only setting of policy goals and benefit-cost balancing for specific protective actions. In the
protection of endangered species, the decision to list a species as endangered under ESA must be
based solely on scientific evidence related to threats to the survival of a species such as
population dynamics and habitat loss. In developing plans to protect listed species, economic
factors can be, or must be in some cases, considered.”!

Value of Information Approach

When faced with uncertainty, the most cautious approach may be to wait for more
information before taking action, yet a "watchful waiting" approach is a decision with
consequences in terms of delay in possible health protection as well as savings from postponing
regulatory costs. Value of information (VOI) analysis is an extension of the benefit-cost
approach that evaluates the benefit of collecting additional information to reduce or eliminate
uncertainty in a specific decision making context and represents the willingness to pay for
additional information.* A recent Presidential/Congressional Commission on Risk Assessment
and Risk Management® noted, "when stakes in a decision are large and the uncertainties
complex, risk managers or their technical staffs may find it useful to experiment with formal
value-of-information tools".

Unlike other analytic tools such as benefit-cost analysis and cost-effectiveness analysis,
formal VOI has not yet been widely used in making risk management decisions (see Box 5 for
examples of VOI analyses from the peer reviewed literature). The lack of VOI applications in
actual management decisions can be partially attributed to the potentially resource intensive
nature of the method, complexities in modeling the underlying probabilistic risk assessment, and
the difficulties in developing probabilities for different outcomes as well as the results of further
research. While VOI analyses can be complex, progress in computer software to support

42 U.S.C. §200g-1

*1 "The Secretary may exclude any area from critical habitat if he determines that the benefits of such exclusion
outweigh the benefits of specifying such area as part of the critical habitat, unless he determines, based on the best
scientific and commercial data available, that the failure to designate such area as critical habitat will result in the
extinction of the species concerned."” 16 U.S.C. § 1533(b)(2). Congressional Research Service (2003), The
Endangered Species Act: Consideration of Economic Factors, CRS Report RL30792, U.S. Library of Congress,
Washington, DC.

2 See Clemen, RT (1996), Making Hard Decisions, Duxbury Press, Pacific Grove, CA; Howard, RA (1968), "The
Foundations of Decision Analysis," IEEE Transactions on Systems Science and Cybernetics SSC-4(3), 211-219;
and Raiffa H (1968), Decision Analysis: Introductory Lectures on Choices under Uncertainty, Random House, New
York, NY.

# Presidential/Congressional Commission on Risk Assessment and Risk Management (1997), Framework for
Environmental Health Risk Assessment, Presidential/Congressional Commission on Risk Assessment and Risk
Management, Washington, DC.
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decision science has made it more realistic to apply VOI tools to important decisions in the
public and private sectors. Given the analytical effort required to conduct VOI analyses, a full
VOI analysis is not appropriate for all risk management decisions. However, even without
formal analysis, the VOI framework can provide helpful insights for determining the appropriate
balance between taking action and waiting for more information.

Box 5: Examples of Value of Information Analyses for Environmental Regulation

North and Merkhofer* compared four alternative strategies for controlling pollution emissions from electric power
plants with the objective of minimizing total social costs. They evaluated the value of simultaneously resolving two
uncertainties in the model: how a unit of emission translates to ambient concentration and the total health cost per
unit increase in suspended sulfate concentration.

Reichard and Evans® considered the value of monitoring in making a remediation decision for groundwater that
may be contaminated by arsenic. There were two uncertainties in their model: the potency of arsenic in causing
cancer and the exposure to arsenic in the water. They compared the value of improving exposure information from
three different monitoring strategies.

Taylor et al.*® assessed the value of animal experiments in determining the magnitude of cancer causing potential
and improving environmental control decisions. The only source of uncertainty in the analysis was the carcinogenic
potency of a chemical. Hypothetical examples were given based on plausible values from empirical evidence to
illustrate the framework.

Dakins et al.*’ evaluated the remediation of PCB-contaminated sediments in New Bedford Harbor, Massachusetts.
The objective was to choose an optimal level of dredging that will meet a health-based standard for PCB
concentration in fish and minimize the remediation cost. The analysis included six sources of uncertainty in
determining the concentration in fish such as PCB concentration in the sediment, average water temperature, and
growth rate of flounder and estimates the value of resolving all uncertainties. Dakins et al.*® expanded on the study
by evaluating the value of various sampling strategies to measure total PCB body burden in flounder to inform the
remediation decision.

Thompson and Evans® evaluated the value of national exposure information about perchloroethylene (perc) used in
dry cleaning. The analysis compared regulating perc exposure at three different levels of decision making:
individual dry cleaning facilities, by particular dry cleaning machine category (defined by type and size), and by
particular machine type. The objective was to choose the pollution control option that maximizes net social benefits.
The analysis considered fourteen sources of uncertainty and evaluated the value of resolving these uncertainties.

* North DW and Merkhofer MW (1976), "A methodology for analyzing emission control strategies," Computers &
Operations Research, 3(2-3), 185-207.

* Reichard EG and Evans JS (1989), "Assessing the Value of Hydrogeologic Information for Risk-Based Remedial
Action Decisions," Water Resources Research, 25(7), 1451-1460.

46 Taylor AC, Evans JS, and McKone TE (1993), "The Value of Animal Test Information in Environmental-Control
Decisions," Risk Analysis, 13(4), 403-412.

*" Dakins ME, Toll JE, and Small MJ (1994), "Risk-Based Environmental Remediation - Decision Framework and
Role of Uncertainty," Environmental Toxicology and Chemistry 13(12), 1907-1915.

8 Dakins ME, Toll JE, Small MJ, and Brand KP (1996), "Risk-Based Environmental Remediation: Bayesian Monte
Carlo analysis and the expected value of sample information," Risk Analysis 16(1), 67-79.

* Thompson KM and Evans JS (1997), "The value of improved national exposure information for perchloroethylene
(Perc): A case study for dry cleaners," Risk Analysis, 17(2), 253-271.
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D. Preventing Excessive Precaution

When applied appropriately, precautionary approaches can promote the protection of
public health, safety and the environment by reducing potential threats.”® However, if precaution
is taken to an extreme and rigidly applied, adverse impacts can occur. For example, an important
consideration when taking precautionary measures is that decreasing one risk may increase a
countervailing risk.”' For example, regulations that reduce the level of disinfection byproducts
in the water supply may reduce potential adverse health effects from by-products of the
disinfection process. However, it may also reduce the effectiveness of disinfection and thereby
increase the health risk from microorganisms. Likewise, restricting latex use to prevent allergic
reaction in health care workers may increase the risk of infections that latex products are used to
prevent. Therefore, precaution may be necessary on both sides of the equation and a formal
considelgtion of risk-risk trade-off may be necessary when both risks cannot be easily reduced in
tandem.

Resource constraints must also be considered. By being too precautious on some risks,
decision makers may not have the resources to take precautions against other risks and, in the
long run, fewer risks may be prevented.

E. Conclusion

The U.S. manages emerging risks through an extensive system of local, State, and
Federal regulation working in combination with social norms, market forces, voluntary
standards, and tort liability law. When dealing with emerging risks, formal risk assessments are
often used to inform Federal regulatory decisions and, when science is highly incomplete or
uncertain, these assessments may be based on protective assumptions or margins of safety.
When Federal decision makers decide the appropriate level of precaution in a specific decision,
they need to consider the extent of precaution that is embedded in the methods and assumptions
used in the risk assessment. They may also need to consider other factors such as technological
and economic feasibility, or more holistic benefit-cost balancing, including considerations of
countervailing risks, depending on the overall objective of statutory requirements to protect the
public and the environment, and improve societal welfare. Critical to the application of
precaution is deciding when additional information is needed before making a final regulatory
decision or revising a previous regulatory decision. Since the U.S. regulatory framework relies
on an open and transparent system of delegated rulemaking with revisable regulations, the
system is able to incorporate the best scientific advice at many steps in the process and respond
to changes in information accordingly. This allows for an iterative process of information
collection, risk assessment, and risk management when regulating emerging risks. In this

%0 Raffensperger C and Tickner J (1999), eds., Protecting Public Health and the Environment: Implementing the
Precautionary Principle, Island Press, Washington, DC.

! Wiener, JB (1998), “Managing the Iatrogenic Risks of Risk Management,” Risk: Health, Safety & Environment,
9,39-82.

32 Goklany IM (2002), "From Precautionary Principle to Risk-Risk Analysis," Nature Biotechnology, 20(11), 1075.
Sunstein CR (2002), Risk and Reason: Safety, Law and the Environment, Cambridge University Press, Cambridge.
Sunstein, CR (2003), “Beyond the Precautionary Principle”, University of Pennsylvania Law Review, 151(3), 1003-
1058.
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iterative process, different levels of precaution are applied early on (when the scientific
information is limited) and an appropriate reduction of precautionary consideration is applied as
scientific knowledge and experience regarding risks, benefits, and costs increases.
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CHAPTER 1V: REGULATIONS RELATED TO HOMELAND SECURITY AND
RECOVERY FROM THE ATTACKS OF SEPTEMBER 11, 2001

The nation faces an unprecedented regulatory challenge: issuing rules and regulations
that effectively combat the threat of terrorism. The analysis of homeland security and recovery
activities raises unique and difficult issues. In OMB’s draft 2003 Report to Congress, we
solicited public comment on how agencies and OMB should analyze homeland security
regulatory actions, including how agencies might better forecast the anti-terrorism benefits and
the direct and indirect costs of such rules, such as loss of time, convenience, privacy, and
economic productivity.

This chapter consists of two parts: The first part describes the government’s response to
recover from the September 11 attacks and strengthen homeland security, including a list of
proposed and final rules. The second part describes the public comments on the analysis of
homeland security regulation, and presents a preliminary discussion of the issues agencies will
confront when considering the costs and benefits of counter-terrorism and homeland security
regulatory activity.

Throughout this chapter, OMB includes examples of statutes and regulations that address
both recovery from the September 11 attacks and homeland security as defined in the National
Strategy for Homeland Security and the OMB Report to Congress on Combating Terrorism. The
public comments address many regulatory issues across this range. For instance, OMB has
categorized assistance put in place for victims and other parties impacted by the September 11,
2001 attacks as recovery rather than homeland security, as these deal with a specific event rather
than the nation’s enduring capability to prepare for, respond to, or recover from a terrorist event.
In a broad benefit-cost context, it is useful to examine recovery and homeland security together.
This chapter is not meant to introduce a new definition of the term “homeland security;”
however, OMB acknowledges here and in the 2002 report that the boundaries of what is
considered homeland security are not always clear, and that we may need to occasionally refine
the definition used to establish those boundaries.

A. Summary of Federal Homeland Security and Recovery Activity

After the attacks of September 11, 2001, Americans for the first time in decades began to
ask the question: How do we ensure that we are protected at home? Both the Legislative and
Executive Branches responded by reorganizing Federal agencies and through a series of new
laws and regulations designed to deter terrorism, minimize the potential effects of terrorist acts,
provide assistance, and address potential post-attack liability concerns.

Governmental Reorganization
At the President’s request, Congress passed The Homeland Security Act of 2002 (P.L.
107-296), which established the Department of Homeland Security, a cabinet-level department

consolidating 22 different agencies into four major directorates: information analysis and
infrastructure protection, science and technology, border and transportation security, and
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emergency preparedness and response. Agencies placed under the Department's authority
include the Immigration and Naturalization Service, U.S. Coast Guard, U.S. Customs Service,
Federal Emergency Management Agency, U.S. Secret Service, Transportation Security
Administration, and the border inspection section of the Animal and Plant Health Inspection
Service. The consolidation of these related agencies under the leadership of one Cabinet
secretary is designed to strengthen the government’s ability to reduce America’s vulnerability to
terrorism and minimize the damage from potential attacks.

Statutory Actions

Following the September 11 attacks, Congress and the Administration sought to answer
three basic questions: What are the vulnerabilities in our homeland security framework? Who
should address these concerns, and how should these concerns be addressed appropriately?
Concerned with air, sea, and land entry and travel, the ability of the law enforcement system to
catch terrorists, and the Federal Government’s current authority over these areas, Congress
passed and the President signed into law a series of counter-terrorism and homeland security
Acts.

1. Assistance

The Air Transportation Safety and System Stabilization Act (P.L. 107-42) and the
Victims of Terrorism Relief Act of 2001 (P.L. 107-134) provided assistance to individuals and
companies affected by the attacks of September 11, 2001. The laws afforded financial relief to
victims, their families, and air carriers.

2. Law Enforcement: USA PATRIOT

The Uniting and Strengthening America by Providing Appropriate Tools Required to
Intercept and Obstruct Terrorism (USA PATRIOT) (P.L. 107-56) provided Federal officials with
enhanced powers to intercept wire, oral and electronic communication relating to terrorism.
Further, it required more stringent immigration procedures at the borders, established new
Federal crimes related to terrorism, and increased penalties for already defined terrorist acts.

3 Transportation Security

While USA PATRIOT enhanced the law enforcement aspects of deterring terrorism, the
Aviation and Transportation Security Act (ATSA) (P.L. 107-71) mandated airline security
checks, baggage screenings, and enhanced cockpit doors and secure flight decks, in direct
reaction to the terrorists’ use of that mode of transportation. It also established the
Transportation Security Administration (TSA) under the Department of Transportation, to
oversee security issues for all transportation modes. The TSA was later transferred to the new
Department of Homeland Security (discussed previously).

In addition, the Maritime Transportation Security Act (P.L. 107-295) required facility and

vessel vulnerability assessments, maritime security plans, and enhanced identification
requirements and procedures. The Act also mandated that the Department of Transportation
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develop and implement a long-range automated vessel tracking system to provide information on
vessel positions.

4 Immigration

The Enhanced Border Security and Visa Entry Reform Act of 2002 (P.L.107-173)
increased the ability of the Federal government to monitor aliens in the United States, and
established more stringent standards to enter and exit the country. Specifically, the Act granted
access to and coordination of law enforcement and other information between the Department of
State, the former Immigration and Naturalization Service (INS, now part of the Homeland
Security Department), and other law enforcement personnel. The Act also directed the
development of an integrated entry and exit data system. Further, it strengthened the
requirements for monitoring foreign students and exchange visitors, and their sponsoring
institutions, by requiring collection of additional information on these institutions and the
individuals prior to and during their stay in the United States.

5 Bio-terrorism

The Public Health Security and Bio-terrorism Preparedness and Response Act (P.L. 107-
188) focused specifically on national, State, and local preparedness and response planning and
security by requiring new controls on biological agents and toxins; putting in place additional
safety and security measures on the U.S. food, drug, and water supplies; establishing measures
which affect the Strategic National Stockpile; and fostering the development of priority
countermeasures to bio-terrorism.

6 Risk Insurance

To ensure that businesses have access to terrorism risk insurance, the Terrorism Risk
Insurance Act (November 26, 2002) (P.L. 107-297) established a temporary Federal program
that provides shared public and private compensation for insured losses resulting from acts of
terrorism. The Act’s purpose is to “protect consumers by addressing market disruptions and
ensure the continued widespread availability and affordability of property and casualty insurance
for terrorism risk and allow for a transitional period for the private markets to stabilize, resume
pricing of such insurance, and build capacity to absorb any future losses, while preserving State
insurance regulation and consumer protection.”

Regulatory and other Executive Branch Actions

The Administration has also responded to the events of September 11 through changes to
its regulations. By addressing gaps in the Government’s regulatory scheme, the Administration
has addressed the nation’s immigration, transportation, and border security concerns, in addition
to providing assistance to those affected by the September 11 attacks.

As of May 31, 2003, OMB had reviewed a total of 69 draft proposed and final regulations

designed to address terrorism, provide post-attack assistance, and promote homeland security. In
general, these regulations were designed to reduce the risk of a future terrorist attack, minimize

66



the damage if such an attack occurred, provide post-attack assistance, or provide post-attack
liability protections.

Table 17 summarizes the Federal regulatory activity since September 11, 2001. The table
lists the significant regulations that were reviewed by OMB through May 2003. The table
contains 69 regulatory actions, with 21 finalized rules, 29 interim final rules, 15 proposed rules,
and 4 “other” documents.>

33 Rules that may have been published first as proposed or interim final rules, but were then subsequently finalized,
we considered one rulemaking. The 15 rules listed as proposed rules were those which were proposed but neither
finalized nor made effective through an interim final rule as of this writing. “Other” documents include notices,
internal guidelines, or procedures that OMB reviewed under E.O. 12866, but were not regulatory actions.
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference

1 038-ABS56 OMB Regulation for Air Final Rule NQ NQ Assistance Air Transportation
Carrier Guarantee Safety and System
Loan Program Stabilization Act

(P.L. 107-42)

2 0579-AB47 USDA APHIS Agricultural Interim Final Rule NQ (estimates NQ Risk Agricultural
Bioterrorism provided Reduction Bioterrorism
Protection Act of anecdotally) Protection Act of
2002; Possession, Use 2002.
and Transfer of
Biological Agents and
Toxins - APHIS
Docket No. 02-088-1

3 0694-AC50 DOC BIS India and Pakistan: Final Rule NQ NQ Other N/A
Lifting of Sanctions,
Removal of Indian
and Pakistani Entities,
and Revision in
License Review
Policy™

4 0910-AC38 HHS FDA Administrative Proposed Rule $ 0-38 million NQ Impact Public Health
Detention of Food for (reported as Mitigation Security and
Human or Animal annual impact Bioterrorism
Consumption under only. 0-$543 Preparedness and
the Public Health million NPV Response Act of
Security and infinite time 2002 (P.L. 107-
Bioterrorism horizon discount 188)
Preparedness and at 7%)
Response Act of 2002

5 0910-AC39 HHS FDA Establishment and Proposed Rule $3,660,808,000 NQ Impact Public Health
Maintenance of NPV infinite time Mitigation Security and
Records Under the horizon discount Bioterrorism
Public Health Security at 7% Preparedness and
and Bioterrorism Response Act of
Preparedness and 2002 (P.L. 107-
Response Act of 2002 188)

6 0910-AC40 HHS FDA Registration of Food | Proposed Rule $3,152,670,000 NQ Impact Public Health
Facilities under the NPV infinite time Mitigation Security and
Public Health Security horizon discount Bioterrorism

and Bioterrorism

at 7%

Preparedness and

> This regulation supports the broader war on terrorism.
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference
Preparedness and Response Act 2002
Response Act of 2002
7 0910-AC41 HHS FDA Prior Notice of Proposed Rule $962,713,000 NQ Impact Public Health
Imported Food under NPV infinite time Mitigation Security and
the Public Health horizon discount Bioterrorism
Security and at 7% Preparedness and
Bioterrorism Response Act 2002
Preparedness and
Response Act of 2002
8 0920-AA08 HHS CDC Possession, Use and | Interim Final Rule $41 million NQ Risk Public Health
Transfer of Select (annual) Reduction Safety and
Agents and Toxins Bioterrorism
Preparedness and
Response Act of
2002 (PL 107-188)
9 0960-AF05 SSA Evidence Proposed Rule NQ NQ Risk N/A
Requirement for Reduction
Assignment of Social
Security
Administration
Numbers (SSNs) and
Assignment of SSNs
for Nonwork Purposes
10 1105-AA78 DOJ LA DNA Sampling of Proposed Rule NQ NQ Risk USA PATRIOT
Federal Offenders Reduction (P.L. 107-56)
Under the USA
Patriot Act of 2001
11 1105-AA79 DOJ LA September 11th Prerule NQ NQ Assistance Air Transportation
Victim Compensation Safety and System
Fund of 2001 Stabilization Act
(P.L. 107-42)
1105-AA79 DOJ LA September 11th Interim Final Rule NQ NQ Assistance Air Transportation
Victim Compensation Safety and System
Fund of 2001 Stabilization Act
(P.L. 107-42)
1105-AA79 DOJ LA September 11th Final Rule NQ NQ Assistance Air Transportation
Victim Compensation Safety and System
Fund of 2001 Stabilization Act
(P.L. 107-42)
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference
12 1105-AA80 DOJ LA Screening of Aliens Interim Final Rule NQ NQ Risk Aviation and
and Other Designated Reduction Transportation
Individuals Seeking Security Act
Flight Training (ATSA)(P.L. 107-
71)
1105-AA80 DOJ LA Screening of Aliens Proposed Rule NQ NQ Risk Aviation and
and Other Designated Reduction Transportation
Individuals Seeking Security Act
Flight Training (ATSA)(P.L. 107-
71)
1105-AA80 DOJ LA Screening of Aliens Final Rule NQ NQ Risk Aviation and
and Other Designated Reduction Transportation
Individuals Seeking Security Act
Flight Training (ATSA)(P.L. 107-
71)
13 1115-AB93 DOJ INS Attorney General's Interim Final Rule NQ NQ Risk N/A
Evaluations of the Reduction

Designations of
Belgium, Italy,
Portugal, and Uruguay
as Participants under

the Visa Waiver
Program

14 1115-AE82 DOJ INS Requiring Aliens Proposed Rule NQ NQ Risk N/A
Ordered Removed Reduction

from the United States
to Surrender to the
INS for Removal

15 1115-AF24 DOJ INS Requirements for Interim Final Rule NQ NQ Risk N/A
Biometric Border Reduction
Crossing
Identifications Cards
(BCCs) and

Elimination of Non-
Biometric BCCs on
Mexican and
Canadian Borders
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference
16 1115-AFS5 DOIJ INS Retention and Final Rule NQ NQ Risk Illegal Immigration
Reporting of Reduction Reform and
Information for F, J, Immigrant
and M Responsibility Act
Nonimmigrants; (P.L. 104-208)
SEVIS
17 1115-AF56 DOJ INS Authorizing Interim Final Rule NQ NQ Risk N/A
Collection of Fee Reduction
Levied on F, J, and M
Nonimmigrant
Classifications under
Illegal Immigration
Reform and
Immigrant
Responsibility Act
18 1115-AG40 DOJ INS Custody Procedures | Interim Final Rule NQ NQ Risk N/A
Reduction
19 1115-AG41 DOJ INS Review of Custody Interim Final Rule NQ NQ Risk N/A
Determinations Reduction
20 1115-AG43 DOJ INS Limiting the Period of | Proposed Rule NQ NQ Risk N/A
Admission for B Reduction
Nonimmigrant Aliens
(Section 610 Review)
21 1115-AGS55 DOJ INS Retention and Proposed Rule NQ NQ Risk N/A
Reporting of Reduction
Information for F, J,
and M
Nonimmigrants;
SEVIS
1115-AGS55 DOJ INS Allowing Eligible Interim Final Rule NQ NQ Risk N/A
Schools to Apply for Reduction
Preliminary

Enrollment in the
Student and Exchange
Visitor Information
System (SEVIS)
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference

22 1115-AG57 DOJ INS Carrier Arrival and Proposed Rule $44,232,000 (one |NQ Risk Enhanced Border
Departure Electronic time Reduction Security and Visa
Manifest programming Entry Reform Act
Requirements and costs) plus 1.5B 0f 2002 (P.L.107-
Imposition of Fines recurring costs 173)
under Section 231 of NPV over 30
the Act years

23 1115-AG60 | DOJ INS Requiring Change of | Interim Final Rule NQ NQ Risk N/A
Status from B to F-1 Reduction
or M-1 Nonimmigrant
Prior to Pursuing a
Course of Study

24 1115-AG67 DOJ INS Release of Interim Final Rule NQ NQ Risk N/A
Information Reduction
Regarding INS
Detainees in Non-
Federal Facilities

25 1115-AG70 | DOJ INS Registration and Proposed Rule NQ NQ Risk N/A
Monitoring of Certain Reduction
Nonimmigrants

1115-AG70 DOJ INS Registration and Final Rule NQ NQ Risk N/A

Monitoring of Certain Reduction
Nonimmigrants

26 1115-AG71 DOJ INS Requiring Interim Final Rule NQ NQ Risk N/A
Certification of All Reduction
Service Approved
Schools for
Enrollment in the
Student and Exchange
Visitor Information
System (SEVIS)

27 1115-AG73 DOJ INS Passenger Data Interim Final Rule NQ NQ Risk N/A
Elements for Visa Reduction

Waiver Program
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Table 17. Regulations Related to Homeland Security

Rule #

RIN No.

Agency

Sub
Agency

Title

Rulemaking Stage

Costs

Benefits

Type of
Regulation

Statutory
Reference

28

1115-AG75

DOIJ

INS

Reduced Courseload
for Certain F and M
Nonimmigrant
Students in Border
Communities

Interim Final Rule

NQ

NQ

Risk
Reduction

N/A

29

1120-AB08

DOIJ

BOP

National Security:
Prevention of Acts of
Violence and
Terrorism

Interim Final Rule

NQ

NQ

Risk
Reduction

N/A

30

1125-AA38

DOJ

EOIR

Protective Orders in
Immigration
Administrative
Proceedings

Interim Final Rule

NQ

NQ

Risk
Reduction

N/A

31

1140-AA00

DOIJ

ATF

Implementation of the
Safe Explosives Act -
Title XI, Subtitle C of
P.L. 107-296

Interim Final Rule

$4.293 initial
cost/ no recurring
cost estimate

NQ

Risk
Reduction

Homeland Security
Act 2002 (P.L.
107-296)

32

1205-AB31

DOL

ETA

Disaster
Unemployment
Assistance Program
Amendment

Interim Final Rule

$1.47 million

NQ

Assistance

N/A

1205-AB31

DOL

ETA

Disaster
Unemployment
Assistance Program
Amendment;
Clarifying Reason for
Unemployment

Final Rule

$2.205 million

NQ

Assistance

N/A

33

1400-AB45

State

Student and Exchange
Visitor Information
System (SEVIS) Rule
--22 C.F.R. Part 62,
Subpart F

Interim Final Rule

NQ

NQ

Risk
Reduction

N/A

34

1400-AB48

State

Documentation of
Nonimmigrants under
the Immigration and
Nationality Act, as
Amended: Aliens
Ineligible to Transit
without Visa

Other

NQ

NQ

Risk
Reduction

N/A

35

1505-AA98

Treasury

DO

Terrorism Risk
Insurance Program

Interim Final Rule

NQ

NQ

Post Event
Liability

Terrorism Risk
Insurance Act (P.L.
107-297)
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference
36 1505-AA99 Treasury DO Terrorism Risk Proposed Rule NQ NQ Post Event Terrorism Risk
Insurance Program Liability Insurance Act (P.L.
107-297)
37 1601-AA14 DHS oS Procedures for Proposed Rule NQ NQ Risk N/A
Handling Critical Reduction
Infrastructure
Information
38 1992-AA33 DOE DSA Polygraph Proposed Rule NQ NQ Risk N/A
Examination Reduction
Regulations
39 2105-AD06 DOT OST Procedures for Final Rule NQ. This rule NQ Assistance Aviation and
Compensation of Air provided Transportation
Carriers procedures for Security Act
disbursement of (ATSA)(P.L. 107-
$5 billion in 71)
direct assistance
for losses incurred
between 9/11/01
and 12/31/01
2105-AD06 DOT OST Procedures for Final Rule NQ NQ Assistance Aviation and
Compensation of Air Transportation
Carriers Security Act
(ATSA)(P.L. 107-
71)
40 2110-AA01 DOT TSA* Imposition and Other NQ NQ Assistance Aviation and
Collection of Transportation
Passenger Civil Security Act
Aviation Security (ATSA)(P.L. 107-
Fees in the Wake of 71)
September 11, 2001
41 2110-AA02 DOT TSA Aviation Security Interim Final Rule NQ. This rule NQ Assistance Aviation and
Infrastructure Fees provided for Transportation
collection of fees Security Act
for Federal (ATSA)(P.L. 107-
security services 71)
42 2110-AA03 DOT TSA Civil Aviation Interim Final Rule NQ NQ Risk Aviation and
Security Rules Reduction Transportation
Security Act

(ATSA)(P.L. 107-
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference
71); Airport
Security
Improvement Act
(106-528)
43 2110-AA04 DOT TSA Security Programs for [ Interim Final Rule NQ NQ Risk Aviation and
Aircraft With a Reduction Transportation
Maximum Security Act
Certificated Takeoff (ATSA)(P.L. 107-
Weight of 12,500 71)
Pounds or More
44 2110-AA05 DOT TSA Private Charter Final Rule NQ NQ Risk N/A
Security Rules Reduction
2110-AA05 DOT TSA Aviation Security: Final Rule NQ NQ Risk N/A
Private Charter Reduction
Security Rules
45 2110-AA14 DOT TSA Threat Assessments Final Rule NQ NQ Risk N/A
Regarding Citizens of Reduction
the US Who Hold or
Apply for a Federal
Aviation
Administration
Certificate
46 2110-AA17 DOT TSA Threat Assessments Final Rule NQ NQ Risk N/A
Regarding Alien Reduction
Holders of the US
Who Hold or Apply
for a Federal Aviation
Administration
Certificate
47 2110-AA18 DOT TSA Transportation of Interim Final Rule NQ NQ Risk N/A
Explosives from Reduction
Canada to the US
Visa Commercial
Motor Vehicle and
Railroad Carrier
48 2115-AG36 DOT USCG Automatic Proposed Rule $79 million, 10 $31 million, Risk N/A
Identification System yr. (present value) | 10 yr. Reduction
Carriage (present value)
Requirements
49 2120-AG51 DOT FAA Screening of Checked [ Final Rule (never 3.1 billion over 10 [ NQ Risk N/A
Baggage on Flights published) years Reduction

within the United
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference
States
50 2120-AH49 DOT FAA Aircraft Security Final Rule NQ NQ Risk N/A
under General Reduction
Operating and Flights
Rules
51 2120-AHS52 DOT FAA Flight Crew Final Rule NQ NQ Risk N/A
Compartment Access Reduction
and Door Designer
52 2120-AH53 [DOT FAA Flight Crew Final Rule NQ NQ Risk N/A
Compartment Access Reduction
and Door Designs
53 2120-AH54 | DOT FAA Criminal History Final Rule $27 million NPV. | NQ Risk N/A
Background Checks Agency provided Reduction
only limited cost
information,
estimating
fingerprinting
costs for about 1
million workers at
$27 million.
54 2120-AH56 |DOT FAA Security Other $85-8$115 NQ Risk Aviation and
Considerations in the million, 10 yr. pv Reduction Transportation
Design of the Security Act
Flightdeck on (ATSA)(P.L. 107-
Transport Category 71)
Airplanes
55 2120-AHS59 DOT FAA Security Screeners: Other NQ NQ Risk Aviation and
Qualifications, Reduction Transportation
Training, and Testing Security Act
(ATSA)(P.L. 107-
71)
56 2120-AH62 | DOT FAA Enhanced Security Final Rule $11.44 M (present | $45.78M Risk N/A
Procedures for value) over 2 (present value) | Reduction

Operations at Certain
Airports in the
Washington, DC
Metropolitan Area
Special Flight Rules
Area

years

over 2 years
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference
57 2120-AH67 |[DOT FAA Transponder Proposed Rule $44.6-378.9 M NQ Risk N/A
Continuous Operation (present value Reduction
over 3 years)
58 2120-AH70 DOT FAA Security Final Rule NQ NQ Other N/A
Considerations for the
Flightdeck on
Foreign-Operated
transport Category
Airplanes
59 2120-AH76 DOT FAA Picture Identification | Final Rule NQ NQ Risk N/A
Requirements Reduction
60 2120-AH8&3 DOT FAA Limitation on Interim Final Rule NQ NQ Impact N/A
Construction or Mitigation
Alteration in the
Vicinity of the Private
Residence of the
President of the
United States
61 2120-AH84 DOT FAA Ineligibility for an Final Rule NQ NQ Risk N/A
Airman Certificate Reduction
Based on Security
Grounds
62 2126-AA70 DOT FMCSA | Limitation on the Interim Final Rule $485 million, 10 | NQ Risk USA PATRIOT
Issuance of yr., pv Reduction (P.L. 107-56)
Commercial Driver's
Licenses with a
Hazardous Materials
Endorsement
63 2130-AB38 DOT FRA U.S. Locations Interim Final Rule NQ NQ Risk N/A
Requirement for Reduction
Dispatching of United
States Rail Operations
64 2137-AD67 DOT RSPA Hazardous Materials: | Final Rule $274 million, 10 |NQ Risk N/A
Security yI. pV Reduction
Requirements for
Offerors and

Transporters of
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Table 17. Regulations Related to Homeland Security

Rule# |RIN No. Agency Sub Title Rulemaking Stage | Costs Benefits Type of Statutory
Agency Regulation Reference
Hazardous Materials
65 3067-AC93 FEMA National Urban Proposed Rule NQ NQ Impact N/A
Search and Rescue Mitigation
Response System
66 3245-AE56 SBA Size Standards; Interim Final Rule NQ NQ Assistance N/A
Inflation Adjustment
67 3245-AE82 SBA Disaster Loan Interim Final Rule $250M (loan NQ Assistance N/A
Program subsidy, not
annualized)
68 3245-AE93 SBA Small Business Size | Interim Final Rule NQ NQ Assistance N/A
Standards; Travel
Agencies
69 HHS SAMSA | Substance Abuse and | Interim Final Rule NQ NQ Assistance N/A

Mental Health
Services
Administration
Mental Health and
Substance Emergency
Response Criteria
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Under “type of regulation”, OMB has classified regulations under five categories: (1)
Risk Reduction - The regulation is intended to reduce the probability of a terrorist attack; (2)
Assistance - The regulation is intended to provide assistance to the private or public sector in the
event of a terrorist attack; (3) Impact Mitigation - The regulation is intended to minimize the
adverse effects of a terrorist attack, in the event that the attack occurs; (4) Post-event Liability -
The regulation is intended to define the scope of liability in the event of a terrorist attack; and (5)
Other - Regulations that do not fall into any of the above categories.”> These categories cover
the broad scope of homeland security and recovery activities.

Of the 69 regulations, a majority (49 out of 69) were intended to reduce the risk of a
future terrorist attack. For example, the legacy Immigration and Naturalization Service (INS)
issued an interim final regulation on the use of biometric border crossing cards. The regulation
provides immigration officials at the border with a better means of verifying the identity of
individuals from Canada or Mexico who use border crossing cards to enter the U.S. The USDA
promulgated an interim final regulation that enforces standards and procedures governing the
possession, use, and transfer of listed biological agents and toxins, to protect animal and plant
health and products, and to minimize the risk of attack using these substances.

Regulations intended to provide or facilitate the provision of assistance to the public were
the second lar%est category (10 out of 69). The Department of Justice final rule on the
September 11" Victims Compensation Fund provided an alternative to the risk, expense, and
potential delays inherent in civil litigation. The Fund provided Federal financial assistance for
surviving victims and the families of deceased victims. The Department of Labor also
promulgated regulations that permitted disaster unemployment assistance to reach those
individuals who became unemployed as an indirect effect of the September 11 attacks.
Individuals who temporarily lost their jobs due to the closure of Reagan National Airport outside
of Washington, DC, for example, were able to receive disaster unemployment assistance as a
result of this regulatory amendment.

Since September 11, six regulations also mitigate the impact of a future terrorist attack,
should such an attack occur. FDA proposed a series of regulations designed to reduce the impact
of a terrorist act. One FDA proposed rule, for example, providing for the administrative
detention of food, given information or intelligence that such foodstuff has been tampered with
or altered. FEMA also proposed the “National Urban Search and Rescue Response System”,
designed to minimize the loss of life in the wake of a national disaster.

The fourth type of regulation issued relating to homeland security were those intended to
address post-event liability issues. The Department of Treasury promulgated regulations
regarding terrorism risk insurance, as authorized by the Terrorism Risk Insurance Act of 2002.

53 In total, there were two regulations that were issued in response to the September 11™ attacks that did not fall into
any of these categories: a Department of Commerce rule which removed economic sanctions on certain countries,
and a Department of Transportation/FAA rule on foreign carriers. Commerce lifted sanctions that had been imposed
on certain nations. The INS was required to lower its immigration fees as mandated by the Homeland Security Act.
The FAA revision addressed an administrative error that required airline changes for only certain types of domestic
air carriers for all foreign carriers. This regulation clarified that requirements were the same for domestic and
international carriers.
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Summary

In response to the terrorist attacks of September 11, 2001, Congress and the Executive
Branch have acted to minimize the risk of future terrorist acts and the potential impact of an
attack. The regulatory amendments made since then seek to address vulnerabilities at our
borders, security threats through transportation, food, and chemicals, and provide law
enforcement with the tools needed to interdict and apprehend potential terrorists. Through the
new Department of Homeland Security and future refinements to the government’s regulatory
scheme, the Executive Branch is enhancing domestic security through a coordination of efforts, a
reduction of duplicative efforts, and a consolidation of resources.

B. Response to Public Comments on the Analysis of Homeland Security

OMB received 22 public comments that directly addressed terrorism and homeland
security. This section summarizes comments regarding how agencies may tackle some of the
difficult issues in this regulatory arena.

For economically significant rules, OMB guidelines require that agencies specify the
need for the regulation, explain the market failure, or why private markets or other non-
governmental activities cannot provide or would provide inadequately what the regulation would
provide. Agencies must also specify and analyze a realistic set of regulatory and non-regulatory
alternatives, and analyze the costs and benefits of each alternative relative to a baseline. In the
context of homeland security regulations, benefit issues include estimating the impact of the
terrorist activity that the regulation would prevent, and cost issues include a wide range of costs,
including potential convenience and time loss and the impact on personal privacy. Throughout
this discussion, we will draw on examples from the regulations in Table 17.

Applicability of Benefit-Cost and Cost-Effectiveness Tools

Most of the commenters (for example: 15, 16, 234, 252, 255, 256, 258, 270, 284, 292,
328) supported the use of benefit-cost (BCA) and cost-effectiveness analysis (CEA) to inform
homeland security regulatory decisions. Two comments (251,333) did not support using these
tools for homeland security and terrorism regulation.

OMB believes that it is critical that agencies consider and weigh the effectiveness of their
regulatory actions against any costs, risks or burdens on the public. BCA and CEA represent the
best regulatory analysis tools available to government, and their application to homeland security
issues raises several challenging issues.

Market Failure and the Need for Regulation
Since the private sector continues to make very significant investments in areas that are

also impacted by homeland security regulations, comment 307 recommends that agencies discuss
the need for the regulation and why the private sector fails to provide what the regulation would
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provide. There may be a classic market failure or other social purpose the regulation addresses
(these other social purposes could include improving the functioning of government, removing
distributional unfairness, and promoting privacy and personal freedom).

Market failures generally take three forms: externalities, market power concerns, and
inadequate or asymmetric information. Appendix D contains a fuller discussion of market
failure. All of these forms of market failure could be important in homeland security regulation,
and many comments discussed the externalities inherent in security investment.

As an example where the private market does not have the incentive to correct an
information problem, FDA recently issued a series of proposed rules (Table 17) designed to
gather and centralize information on the food supply. FDA theorized that any one food supplier,
although having a strong incentive to gather sufficient information to protect its own food
products, did not have sufficient incentive in the private market to provide its information to a
coordinating body that could track risks to the overall food supply.

Also, the uncertainty about low-probability, high-consequence events such as terrorism
may lead market participants to predictably under react or overreact. Comments 12 and 14 stated
that people may in practice fundamentally underestimate the impact from terrorism, since they
may treat low probability events as if the true probability were zero.

Many different government programs are in place in part because a single private
provider would yield considerable market power or because private markets would undersupply
the desired output due to the fact that the outputs provide a significant “public good” that extends
beyond the benefits that a purchaser would receive. National defense, police protection, and
border security are examples of activities with a considerable public good component.

Many comments discussed the externalities inherent in private investments in security,
and the general relationship between private security investments and different types of public
security investment. Comments 12 and 258 point out that security investments will properly be
public-private partnerships, and that companies have already made large investments in security.
For example, comment 328 states that the petroleum industry has already taken significant
security precautions, and doubtless many other facilities and institutions that consider themselves
a risk have invested in security as well. Comment 270 suggested two potential external effects
of this type of investment: the investment in security in one facility or system may motivate
terrorists to choose “softer” or less protected targets; or conversely, an investment in security
may protect other related facilities or systems.

Many comments expand on these arguments. For example, comment 12 argues that
private actors may have a fundamental disincentive to make security investments when their
security vulnerabilities depend on the actions of others. If security is this type of public good,
firms would still be vulnerable to attacks due to a lack of security over which they have no
control.

Comments 14, 15, 16, 270, 356 and others point out the “deflection of risk,” or the ability
of terrorists to observe security precautions and to simply choose the target that has made a
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relatively smaller security investment. This suggests that “hardening” a particular target may not
always lead to an overall risk reduction from society’s perspective.

Comment 16 suggested that the government may want to discourage private and public
security investments in a particular target that would simply cause terrorists to attack a less
secure but equally valuable target. They recommended government intervention in the terrorism
risk insurance market to alleviate the risk deflection problem. Theoretically, if insurers spread
the risk of loss due to terrorism over many different targets, they have an incentive to encourage
security investments that would not simply shift the risk of attack. Under the suggested
approach, selective government intervention might be necessary to align society’s risk to the
insurer’s risk pool.

Comment 15 suggested that regulations that create a barrier of entry to any potential
terrorist (for example, visa and passport controls) may be especially effective since they do not
suffer from the problem of risk deflection within the United States.

Comment 270 and others recommend game-theoretic models to study the incentives that
exist for different parties to provide security. For example, agencies should study where risk and
centralized control do not coincide, and coordination may be difficult to arrange in a competitive
business environment. For example, computer network users seldom have the choice of how
much security they employ on their own terminal; in this case, the person in charge of the overall
network seems to have both the proper incentives and the power to maximize security on that
network. Airport security may be more problematic to coordinate, since an efficient response
may require airlines to coordinate certain activities, such as security in baggage transfer.

With regard to risk deflection, the structure of the market may be very important in
determining the total security investment by each potential target. For example, Sandler*®
identifies a possible “arms race” scenario involving countries or firms making decisions on the
level of their security investment. Every actor in a market has an incentive to be just slightly
more secure than other targets, and that incentive does not change regardless of the overall level
of security investment. Thus, every possible target may ratchet up their security response. If
companies, however, do not have information on the security precautions other targets are taking
(for example, ports can look at other ports and judge their security, but literally thousands of
buildings may be potential targets), they would not have a benchmark of security that they could
go just beyond in order to deflect their risk. They presumably would fall back to damage
limitation measures and some absolute assessment of their vulnerability. Finally, as the number
of “competitors” decreases to a certain level, they may be better able to coordinate a security
response through a credible incentive structure without centralized intervention.

This suggests many possible effects, depending on the structure of the market. In a
highly disbursed market or in a market where information on security investment is not readily
observable, the incentive to over-invest in security seems blunted. As the number of potential
targets decreases and the visibility increases of a potential target set, the deflection strategy will
look attractive to all market participants simultaneously, leading to a level of investment that
may or may not be socially optimal. In other words, the risk reduction may still have external

%6 Sandler T (2003), “Collective Action and Transnational Terrorism,” World Economy, 26:6, 779-802.
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effects not taken into account in the security “arms race.” As the number drops further, the
possibility of “coordinating” a security response increases, but that coordinated response may not
be socially optimal.

Estimating Benefits

A valid prediction of the timing and intensity of a future terrorist attack would be as
useful as it is elusive. Professional counter-terrorism experts have always found it difficult to
predict with any degree of certainty the probability of a terrorist attack. Comment 284 and
several others mention that the probability of an attack on any one target is very low and
uncertain, which makes prediction and risk differentiation especially difficult. Comments 15 and
260 mention, however, that probabilistic risk assessment models exist for general terrorism risk
and for the risk of attack and damages to specific industrial sectors, and that agencies could avail
themselves of these tools. A significant complicating factor here is that terrorists are not “fixed
targets”, but they can react and respond to the security and other counterterrorism measures that
the government and private sector adopt. This increases the difficulty in estimating the likely
benefits from a particular regulatory action.

Two comments (255, 256) discussed what they considered was a fundamental
misunderstanding of potentially vulnerable targets: ecosystems. They characterize ecosystems
as less symbolic than more traditional terrorist targets, but attacks against them could be just as
devastating—through psychological, economic and other types of harm—and they are also much
harder to protect. Since December 2002, USDA has proposed one rule and FDA has proposed
four rules designed to mitigate the impact of a terrorist attack on the food supply (Table 17).

One of the possible impacts of terrorism is an economic shock or slowdown, and
researchers have explored these potential “third-party” costs of terrorism. For example, Abadie
and Gardeazabal®’ use a natural-experiment approach to demonstrate that the Basque region
suffers in economic performance relative to other areas of Spain due to ongoing separatist
terrorist activity. These are legitimate costs to be considered in any measurement of the impact
of terrorism and the benefits of counterterrorism programs.

Estimating Costs

Homeland Security regulations will impose costs, like other types of regulatory activity.
Some of these costs will be relatively straightforward to estimate, such as the need for business
to invest in new information systems or hire additional security guards. Yet other major costs of
interventions to combat terrorism may be fundamentally more difficult to identify and estimate.
These costs broadly fall under the following categories: loss of convenience and time,
diminished privacy, and curtailment of civil rights and liberties. Many comments (14, 234, 251,
252,259,261, 270, 333, 356 and others) discuss these issues in detail.

1. Time and Convenience

>" Abadie A and Gardeazabal J (2003), “The Economic Costs of Conflict: A Case Study of the Basque Country.”
American Economic Review, 93(1), 113-132.
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Of these possible costs, time and convenience costs have been estimated in other
regulatory activity. For example, DOT>® issued guidance to assist analysts in developing
consistent evaluations of actions that save or cost travel time, in which they recommend valuing
travel and waiting time using specific percentages of representative wage rates. Losses in time
and convenience, however, are difficult to aggregate if a regulatory intervention results in a small
time or convenience loss to a large number of people. Comment 292 suggests that standard
stated-preference methods should be able to measure convenience valuations.

2. Privacy and Civil Rights and Liberties

As a number of public commenters pointed out, a cost that needs to be identified and
considered in developing and evaluating homeland security regulations is the potential impact
that the regulation (or regulatory alternative) would have on the privacy, rights and liberties that
persons enjoy in this country.

As the public comments also indicated, one aspect of this consideration will involve a
legal review. Federal agencies must operate within the legal authorities and legal restrictions
that govern their activities, and this governing legal framework is provided by the Constitution
and the statutes that Congress has enacted. Thus, in course of its promulgation of any regulation,
a Federal agency must conduct a legal review to determine that the agency has the legal authority
to issue the regulation in question and that the agency is complying with applicable legal
restrictions (both substantive and procedural).

A number of commenters offered their views concerning the nature of the privacy
interests, rights and liberties to which persons are legally entitled under the Constitution and
Federal statutes. In this regard, a number of commenters expressed their concerns regarding the
impact that homeland security regulations have (or could have) on these legal rights and
protections. It is not within the scope of this chapter to evaluate the merits of these various
perspectives, or to offer OMB’s legal analysis or position on the points that the commenters have
raised, or to attempt to define or describe the contours of personal privacy interests, rights and
liberties. However, we fully agree with the general thrust of these comments, which is the
importance of Federal agencies ensuring that homeland security regulations have sound legal
authority, comply with constitutional and statutory restrictions, and respect the legally-protected
privacy interests, rights and liberties of persons.

A legal analysis that determines that the agency is acting within its legal authority and is
respecting legal protections, however, does not conclude the identification and consideration of
the costs associated with a homeland security regulation. The fact that a regulation under
consideration would be lawful does not mean that the regulation would impose no costs. It is the
identification and consideration of the costs that would be imposed by legally-authorized
regulations that constitutes the lion’s share of regulatory analyses that agencies conduct.”

¥ Department of Transportation Memorandum from Frank Kruesi to Secretarial Officers and Modal Administrators,
1997. “Departmental Guidance for the Valuation of Travel Time in Economic Analysis.” Available at
http://ostpxweb.dot.gov.

%% Agencies under Executive Order 12866 are also directed to evaluate the benefits and costs of regulatory options
that are precluded by the governing regulatory statute. Although agencies in such situations may not rely on such
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Thus, in the context of homeland security regulations, the legal conclusion that a
regulatory alternative under consideration would not violate a constitutional or statutory
protection does not mean that the regulatory alternative would impose no costs with respect to
persons’ privacy interests, rights, or liberties. For example, as the courts have held, requiring
individuals in airports and Federal buildings to go through metal detectors, and to have their
packages go through x-ray machines, does not violate their Fourth Amendment right against
unreasonable searches and seizures. The fact that these metal detector and x-ray inspections are
lawful, however, does not mean that these inspections impose no cost in terms of diminished
personal privacy. These inspections do diminish personal privacy, and this is indeed a cost of the
inspection requirement. The question for the regulatory agency is whether the benefits from
these inspections justify their costs, in terms of diminished privacy as well as lost time and
convenience.

Metal detector and x-ray inspections are but one example of the types of lawful costs that
can be imposed by homeland security regulations, and therefore that regulatory agencies need to
identify and consider along with the anticipated benefits from the regulation. Admittedly, it may
be difficult for a regulatory agency to evaluate in specific instances the extent of the costs that a
regulatory alternative would likely impose. In emergency situations, for example, an agency
may not have much time to consider the various alternatives, much less the time to perform a full
evaluation of their respective benefits and costs, before the agency must decide on a course of
action. In such cases, agencies should conduct as much analysis as the situation permits. In
addition, as commenters pointed out, it may be difficult for an agency to express the cost in
quantifiable, as opposed to qualitative, terms. However, to the extent that an agency can
quantify the regulatory impact, the agency should attempt to do so (e.g., by indicating the
number of persons that would likely be affected by the regulation). This additional analysis is
helpful in providing as complete a picture as possible of the implications and justification for the
proposed regulatory approach.

Summary

Developing Federal regulations involves a series of steps: identifying the nature and
extent of the problem; determining whether Federal action is needed or desirable; if it is
determined that Federal action is needed or desirable, identifying the relevant legal authorities
and the policy options; then evaluating those options based on their “pros” and “cons,” which
includes an identification and consideration of the anticipated benefits and costs associated with
each option; and, finally, concluding with a decision on which course of action to pursue.

Homeland security regulations raise new issues and pose new challenges for Federal
agencies. However, the same general framework should apply to the development of homeland
security regulations as agencies have applied over the years in their development of other types
of regulations. Federal agencies that address homeland security matters need to go through the
same general steps in deciding whether Federal action is needed and desirable and, if so, in
determining what course of action to pursue. In this regard, these agencies can and should, to the

analysis in making their regulatory decisions, this information can be useful to Legislative and Executive Branch
decisionmakers in their evaluation of legislative options.
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extent possible, use the standard tools of regulatory analysis that have been developed over the
years to inform decision makers about the anticipated benefits and costs of the various policy
options that they are considering.

In this chapter, we have discussed several of the issues and challenges that Federal
agencies confront in their development and analysis of homeland security regulations. These and
other issues are discussed in the many public comments that we received on this matter; we
appreciate the thought and care that the commenters devoted in responding to our request for
public comments. We expect that the issues that have been raised in the comments and in this
Chapter will be the subject of continuing inquiry and discussion as Federal agencies, the
Congress, and the public gain further experience with the promulgation of homeland security
regulations.
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APPENDIX A: CALCULATION OF BENEFITS AND COSTS (10/92 - 3/95, 10/01 — 9/02)

Chapter I presents estimates of the annual costs and benefits of selected final major
regulations reviewed by OMB between October 1, 1992 and September 30, 2002. OMB presents
more detailed explanation of these regulations in several documents. The explanation of the
calculations for the major rules reviewed by OMB between April 1, 1995 and March 31, 1999
can be found in Chapter IV of our 2000 report (OMB 2000). Table 19, Appendix E, of the 2002
Report presents OMB’s estimates of the benefits and costs of the 20 individual rules reviewed
between April 1, 1999 and September 30, 2001. Tables 18 and 19 in this appendix present the
results for the remaining intervals of the 10-year time period used in this report: October 1, 1992
to March 31, 1995 (Table 18), and October 1, 2001 to September 30, 2002 (Table 19). All
benefit and cost estimates were adjusted to 2001 dollars.

In assembling estimates of benefits and costs, OMB has:

(1) applied a uniform format for the presentation of benefit and cost estimates in
order to make agency estimates more closely comparable with each other (for
example, annualizing benefit and cost estimates); and

(2) monetized quantitative estimates where the agency has not done so (for example,
converting 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 below).

The adoption of a uniform format for annualizing agency estimates allows, at least for
purposes of illustration, the aggregation of benefit and cost estimates across rules. While OMB
has attempted to be faithful to the respective agency approaches, the reader should be cautioned
that agencies have used different methodologies and valuations in quantifying and monetizing
effects. Thus, this aggregation involves the assemblage of benefit and cost estimates that are not
strictly comparable.

Table 18. Estimate of Annual Benefits and Costs of 47 Major Rules
October 1, 1992 to March 31, 1995
(millions of 2001 dollars per year)

REGULATION AGENCY BENEFITS | COSTS EXPLANATION
Nutrition Labeling of | USDA — 205 25-32 We amortized the agency’s
Meat and Poultry FSIS present value estimates over
Products 20 years.

Food Labeling HHS - FDA 438-2,637 159-249 | We amortized the agency’s
(combined analysis present value estimates over
of 23 individual 20 years.

rules)

Real Estate HUD 258-332 135

Settlement

Procedures

Manufactured HUD 103 63

Housing Wind

Standards
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Table 18. Estimate of Annual Benefits and Costs of 47 Major Rules
October 1, 1992 to March 31, 1995
(millions of 2001 dollars per year)

REGULATION AGENCY BENEFITS | COSTS EXPLANATION

Confined Spaces DOL-OSHA 540 250 We valued each fatality at $5
million and each lost-workday
injury at $50,000. We did not
value non-lost-workday
injuries.

Occupational DOL-OSHA 92 448 We assumed a 20-year latency

Exposure to Asbestos period between exposure and
the onset of cancer or
asbestosis and valued each
death and each case of
asbestosis at $5 million.

Vessel Response DOT- Coast 9 295 We amortized the agency’s

Plans Guard present value estimates over
30 years. We valued each
barrel of oil not spilled at
$2,000.

Double-Hull DOT- Coast 17 583 We amortized the agency’s

Standards Guard present value estimates over
30 years. We valued each
barrel of oil not spilled at
$2,000.

Controlled DOT - 1,539 114

Substances and FHWA

Alcohol Use and

Testing

Prevention of DOT 107 37 We amortized the agency’s

Prohibited Drug Use present value estimates over

in Transit Operations 10 years.

Stability Control of DOTO 1,650-2,539 694 We valued each “equivalent

Medium and Heavy NHTSA fatality” at $3 million.

Vehicles During

Braking

Oil and Gas EPA 35-129 35 We amortized the agency’s

Extraction first-year costs over 15 years
and added these to annual (15"
year) costs.

Acid Rain Permits EPA 78,454- 1,109- We valued SO, reductions at

Regulations 78,806 1,871 $7,800 per ton.

Vehicle Inspection EPA 247-1,120 671 We used the estimates of cost

and Maintenance and emission reductions of the

(/M) new I/M program compared to
the baseline of no /M
program. We valued VOC
reductions at $600-$2,700 per
ton. We did not assign a value
to CO reductions.
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Table 18. Estimate of Annual Benefits and Costs of 47 Major Rules
October 1, 1992 to March 31, 1995
(millions of 2001 dollars per year)

REGULATION

AGENCY

BENEFITS

COSTS

EXPLANATION

Evaporative
Emissions from
Light-Duty Vehicles,
Light-Duty Trucks,
and Heavy-Duty
Vehicles.

EPA

274-1,246

161-248
