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Federal regulation is a fundamental instrument of national policy. It is
one of the three major tools — in addition to spending and taxing —
used to implement policy. It is used to advance numerous public objectives,
including homeland security, environmental protection, food safety, transpor-
tation safety, quality health care, equal employment opportunity, energy
security, educational quality, immigration control, and consumer protection.
The Office of Management and Budget’s (OMB) Office of Information and
Regulatory Affairs (OIRA) is responsible for overseeing and coordinating
the Federal Government’s regulatory policies.

Citizen-centered service is a vital element of the President’s Management
Agenda and The Regulatory Plan is a vital piece of this initiative. The
Regulatory Plan is published as part of the fall edition of the Unified
Agenda of Federal Regulatory and Deregulatory Actions. The Regulatory
Plan serves as a statement of the Administration’s regulatory and deregulatory
policies and priorities. The purpose of The Regulatory Plan is to make
the regulatory process more accessible to the public and to ensure that
the planning and coordination necessary for a well-functioning regulatory
process occurs. The Plan identifies regulatory priorities and contains informa-
tion about the most significant regulatory actions that agencies expect to
take in the coming year.

Federal Regulatory Policy

The Bush Administration supports Federal regulations that are sensible and
based on sound science, economics, and the law. Accordingly, the Adminis-
tration is striving for a ‘“‘smarter regulatory process” that adopts new rules
when markets fail to serve the public interest, simplifies and modifies existing
rules to make them more effective and/or less costly or less intrusive, and
rescinds outmoded rules whose benefits do not justify their costs. In pursuing
this agenda, OIRA has adopted an approach based on the principles of
regulatory analysis and policy espoused in Executive Order 12866, signed
by President Clinton in 1993.

Smart regulatory policy is not uniformly pro-regulation or anti-regulation.
It starts, of course, with the authority granted under the law. Within the
discretion available to the regulating agency by its statutory authority, agen-
cies apply a number of principles articulated in Executive Order 12866
(as well as other orders, such as Executive Order 13211, Actions Concerning
Regulations That Significantly Affect Energy Supply, Distribution, or Use)
in order to design regulations that achieve their ends in the most efficient
and economical way — the smartest way. This means bringing to bear
on the regulatory problem sound economic principles, the highest quality
information, and the best possible science. This is not always an easy
task — science and economics may point in very different directions for
example — and does not mean the rote application of quantified data to
reach policy decisions. In making regulatory decisions, we expect agencies
to consider other attributes and factors that cannot be integrated readily
in a benefit-cost framework, such as fairness and privacy, as well as benefit
and cost items that can be quantified and expressed in monetary units.
However, smart regulation is the result of the careful use of all available
data and the application of broad principles established by the President.

In pursuing this goal of establishing a smarter regulatory system, the Bush
Administration has increased the level of public involvement and trans-
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parency in its review and clearance of new and existing regulations. First,
OMB has solicited public suggestions for improving the quality of existing
regulations. In OMB’s draft 2002 Report to Congress on the Costs and Benefits
of Regulation, OMB asked for public comment on a number of regulatory
issues, including: (1) regulatory programs that need to be extended, modified
or rescinded, (2) issues of regulatory analysis that need to be refined in
OMB’s formal guidance documents to agencies, and (3) ideas for new regu-
latory priorities that we can suggest to agencies in the form of prompt
letters. This year, OMB has made every effort to publicize the public comment
period, and at the President’s request, OMB for the first time made available
an electronic comment form. As a result, the public provided over 1700
comments, compared with 71 comments for last year’s report. OMB is in
the process of reviewing these comments and identifying candidates for
reform. The results of this review will be published in our final report
to Congress and shared with the agencies.

Second, OIRA has enhanced the transparency of OMB’s regulatory review
process to the public. By consulting the Web site, for example, the public
can find information on rules that are formally under review at OMB,
rules that have recently been cleared, and rules have been returned to
agencies for reconsideration. OIRA has also increased the amount of informa-
tion available on the OIRA Web site. In addition to information on meetings
and correspondence, OIRA makes available communications from the OIRA
Administrator to agencies, including “prompt letters,” “return letters,” and
“post clearance letters,” as well as the Administrator’s memorandum to
the Presidents Management Council (September 20, 2001) on Presidential
review of agency rulemaking by OIRA.

Third, the Bush Administration has moved aggressively to establish basic
quality performance goals for all information disseminated by Federal agen-
cies, including information disseminated in support of proposed and final
regulations. The Federal agencies have now issued guidelines in effect as
of October 1, 2002, under the Information Quality Law to ensure the “quality,
objectivity, utility, and integrity”’ of all Federal information. Under these
guidelines, Federal agencies are taking appropriate steps to incorporate the
information quality performance standards into agency information dissemi-
nation practices, and developing pre-dissemination review procedures to
substantiate the quality of information before it is disseminated. OMB worked
toward this October 1 deadline for over a year, developing its Government-
wide guidelines for the agencies, providing interpretive memos, organizing
working groups, and meeting with agencies to give views on what the
agency-specific guidelines should say.

In addition, under the agency guidelines, “affected persons” can petition
if they believe that scientific, technical, economic, statistical or other informa-
tion does not meet these standards and if necessary appeal a denial of
such a petition. While OMB agreed with agencies to meld the information
complaint resolution process into their established notice-and-comment rule-
making procedures, OMB ensured that substantive standards of quality, the
information quality standards provided in both the OMB and agency guide-
lines, would remain applicable to any information disseminated in support
of a regulation. Through the combination of ongoing agency commitment,
public interaction with the agencies, and OMB oversight, the underlying
information and resulting analyses that agencies rely upon in developing
regulations should become ever “smarter”” and more reliable.

Fourth, early OMB involvement is under way to increase the impact of
OMB’s analytical perspective. The OIRA Administrator has devised the
“prompt letter” to agencies as a new way to suggest promising regulatory
priorities. The prompt letter highlights issues that may warrant the attention
of regulators. These prompt letters are not meant to have legal authority
but are designed to bring issues to the attention of agencies in a transparent
manner that permits public scrutiny and debate. Prompt letters may highlight
regulations that should be pursued, rescinded, revised, or further investigated.
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For example, OIRA’s first set of prompts has suggested lifesaving opportuni-
ties at FDA, NHTSA, OSHA and EPA. In a letter to FDA, OIRA suggested
that priority should be given to completing a promising rulemaking started
in the previous Administration, a consumer labeling rule that would require
food companies to report the trans-fatty acid content of foods. Trans-fats
are now recognized as a significant contributor to coronary heart disease.
OSHA has responded to an OIRA prompt letter by notifying each employer
in the country of the lifesaving effects and cost-effectiveness of automatic
defibrillators, a lifesaving technology designed to save lives during sudden
cardiac arrest.

In addition to increasing the level of public involvement and transparency
in its review of regulations, the Bush Administration has aggressively sought
coordination of Federal agencies to stimulate and foster the development
of “smarter”” regulations.

OIRA, for example, played a key role in implementing the Card Memo-
randum, a January 20, 2001, directive from the President’s Chief of Staff,
Andrew H. Card, Jr., to agency heads initiating the first regulatory action
taken by the Bush Administration. As OMB discussed in its 2001 Report
to Congress on the Costs and Benefits of Regulations, agencies conducted
numerous reviews of new and pending regulations pursuant to the Card
memo and a subsequent OMB memorandum to agencies. OIRA provided
oversight of these agency actions. The 2002 Regulatory Plan continues OIRA’s
effort to ensure coordination across Federal agencies in pursuing regulatory
policies.

Improvements Made to the 2002 Regulatory Plan

The Administration has modified the format and content of agencies’ regu-
latory plans for the fall 2002 publication. Since The Regulatory Plan is
integral in enhancing quality of Federal regulations, OMB instituted a number
of changes to ensure that the public is provided with the information needed
to understand and comment on the Federal regulatory agenda. Specifically,
the 2002 Regulatory Plan has been modified to highlight several themes.
These include:

1. Regulations that are related to the events of September 11, 2001.
2. Regulations that are of particular concern to small businesses.

3. Regulations that were among the 71 nominated by the public as reform
candidates last year. (See OMB’s 2001 Report to Congress on the Costs
and Benefits of Regulations.)

4. Issues that have been the subject of an OIRA “prompt letter.”

The regulatory improvements proposed in the 2002 Regulatory Plan may
be incremental but promise to have a powerful positive long-run effect
on the quality of Federal regulation. With regard to Federal regulation,
the Bush Administration’s objective is quality, not quantity. Those rules
that are adopted promise to be more effective, less intrusive, and more
cost-effective in achieving national objectives while demonstrating greater
durability in the face of political and legal attack.

The Administration’s 2002 Regulatory Priorities

The Administration’s regulatory priorities can be grouped into five national
policy objectives: (1) strengthening economic performance; (2) reducing bar-
riers to the growth of small businesses, (3) improving public health and
safety, (4) enhancing environmental protection, and (5) ensuring homeland
security. The Administration is committed to pursuing regulatory actions
that achieve each of these goals. Below are examples of regulatory priorities
in the upcoming year that address each objective.

Strengthening Economic Performance

One of the Administration’s primary goals is to strengthen the country’s
economic performance. Agencies across the Federal Government are actively
pursuing this goal through regulatory changes. The Department of Housing
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and Urban Development will undergo rulemakings on simplifying and im-
proving the process of obtaining mortgages to reduce settlement costs to
consumers. The rule simplifies the mortgage application process and allows
a greater understanding of the upfront and long-term costs of a mortgage.
The rule should strengthen market competition among mortgage providers
and ultimately lower costs to consumers.

Similarly, the Department of Transportation will begin a review of its Com-
puter Reservations System Regulations. The Department regulates computer
reservations systems owned by airlines or airline affiliates that are used
by travel agencies. The current rules are designed to prevent the systems
from unreasonably prejudicing the competitive position of other airlines
and to ensure that travel agencies can provide accurate and unbiased informa-
tion to the public. The Department is reexamining its rules to see whether
they should be readopted and, if so, whether they should be changed in
response to greater use of the Internet in airline reservations and ticketing
and changes in the industry

Reducing Barriers to the Growth of Small Business

This Administration has endeavored to encourage the growth of small busi-
nesses in our economy. As President George W. Bush has noted, “Wealth
is created by Americans — by creativity and enterprise and risk-taking.
But government can create an environment where businesses and entre-
preneurs and families can dream and flourish.” For example, the Small
Business Administration will pursue rulemaking on the HUBZone Empower-
ment Contracting Program. This regulation will address eligibility require-
ments for small business concerns owned by Native American tribal govern-
ments and community development corporations and the addition of new
HUBZone areas called redesignated areas.

Improving Public Health and Safety

The Federal Government’s role in improving public health and safety is
broad in scope. The Administration’s 2002 regulatory priorities include a
Department of Labor rulemaking on child labor, Regulations, Orders and
Statements of Interpretation. This regulation will set forth the permissible
industries and occupations in which 14- and 15-year-olds may be employed,
and specify the number of hours in a day and in a week, and time periods
within a day, that such minors may be employed.

The Department of Energy is addressing a different area of health and
safety in its regulatory proposal to examine radiation protection of the public
and the environment. This regulation will set forth basic requirements for
ensuring radiation protection of the public and environment in connection
with DOE nuclear activities. These requirements stem from the Department’s
ongoing effort to strengthen the protection of health, safety, and the environ-
ment from the nuclear and chemical hazards posed by these DOE activities.
Major elements include a dose limitation system for the protection of the
public and reporting and monitoring requirements.

The Department of Health and Human Services’ Food and Drug Administra-
tion (FDA) will issue a rule on Food Labeling Requirements for Trans-
Fatty Acids. This rule will specify how trans-fatty acids, which have been
shown to have adverse health consequences, should be labeled on food
products.

Enhancing Environmental Protection

Environmental protection is an integral consideration in U.S. policies con-
cerning natural resources, human health, economic growth, energy, transpor-
tation, agriculture, industry, and international trade. These factors are simi-
larly considered in establishing environmental policy. The Administration
is dedicated to enhancing environmental protection through smart regula-
tions, based on the best scientific data available.

The Environmental Protection Agency (EPA) is considering a new rulemaking
to reduce the particulate matter and nitrogen oxide emissions from diesel-
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powered non-road vehicles and equipment. Non-road engines emit significant
amounts of fine particles and nitrogen oxide emissions; these pollutants
are associated with a variety of adverse health effects, ranging from lost
work days and greater numbers of hospital admissions to premature mortality.
The proposal will evaluate not only new emission control devices that
would be required for new engines, but also the reductions in sulfur levels
that are likely to be needed to enable the control systems to operate effec-
tively. This comprehensive systems approach is similar to that taken for
the heavy-duty diesel highway rule for trucks and buses that takes effect
in the 2006-2007 timeframe. EPA plans to publish a formal proposal for
public comments early next year.

EPA will also propose two companion rules designed to protect drinking
water against the risks of both microbial pathogens and the disinfectants
that are used to control them. The rules will enhance existing monitoring
and treatment requirements to ensure that risks from disinfection byproducts,
which have been linked to various adverse health effects, are minimized,
without compromising the important protection they provide against patho-
gens.

Ensuring Homeland Security

After the shocking terrorist attacks of September 11, 2001, the American
public looked to the Federal Government to take action not only to prevent
future security threats but also to provide relief for individuals affected
by the tragedies. In response, the Federal Government revisited its current
practices and procedures and sought solutions to address these concerns.
Several agencies, including the Departments of Justice, Transportation, Labor,
Health and Human Services, Commerce, the Office of Personnel Management,
Small Business Administration, and the Office of Management and Budget,
issued new regulations.

The Administration will continue to pursue regulatory actions necessary
to ensure homeland security. The Department of Transportation proposes
to examine limitations on the issuance of commercial drivers’ licenses with
a hazardous materials endorsement. This rule will implement section 1012
of the USA Patriot Act. It would prohibit States from issuing licenses to
operate motor vehicles transporting hazardous materials unless DOT has
determined that the operator does not pose a security risk.

The Department of Justice’s Immigration and Naturalization Service (INS)
will pursue rulemaking related to manifest requirements under section 231
of the Act. This rule will implement section 402 of the Enhanced Border
Security and Visa Entry Reform Act of 2002 (Pub. L. 107-173), which requires
the submission of arrival and departure manifests electronically in advance
of an aircraft or vessel’s arrival in or departure from the United States.
This rule also proposes to require manifest data on certain passengers and
voyages previously exempt from this requirement. The information required
in this rule will assist in the efficient inspection of passengers and crew
members and is necessary for the effective enforcement of the immigration
laws as part of the larger entry-exit system.

The Food and Drug Administration in the Department of Health and Human
Services will issue four rules implementing the Bioterrorism Act of 2002.
These rules include one that will authorize FDA to order the detention
of food if there is credible evidence that it will create a threat of serious
adverse health consequences to humans or animals. Another rule will require
the maintenance of records to allow FDA to identify the previous source
and subsequent recipient of food including its packaging. FDA will use
this information to assess credible threats to human or animal health.

The Administration is committed to: (1) strengthening economic performance;
(2) reducing barriers to the growth of small businesses; (3) improving public
health and safety; (4) enhancing environmental protection; and (5) ensuring
homeland security. Smarter regulatory policies, created through public par-
ticipation, transparency, and cooperation across Federal agencies, seek to
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accomplish these five national objectives. Each of the following department
or agency’s plans is a reflection of these objectives and provides information
of regulatory priorities in the context of specific programs and initiatives.

[FR Doc. 02—28020
Filed 12—06-02; 8:45 am]
BILLING CODE 6820-27-S
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Department of Agriculture

Regulation
S,\elﬂhjqebr;cre Title Iden%ification Rulemaking Stage
Number
1 Livestock Mandatory Reporting Program--Lamb Amendment (LS-01-08) 0581-AB98 Proposed Rule
2 National Dairy Promotion and Research Program (DA-02-03) 0581-AC16 Proposed Rule
3 Chronic Wasting Disease in Elk and Deer; Interstate Movement Restrictions and Pay-
ment of Indemnity 0579-AB35 Proposed Rule
4 Foot-and-Mouth Disease; Payment of Indemnity 0579-AB34 Final Rule
5 Biological Agents and Toxins 0579-AB47 Final Rule
6 Multi-Family Housing (MFH) 0575-AC13 Proposed Rule
7 Special Supplemental Nutrition Program for Women, Infants, and Children (WIC): Revi-
sions in the WIC Food Packages 0584-AC90 Proposed Rule
8 Food Stamp Program: Simplification and State Flexibility 0584-AD22 Proposed Rule
9 FSP: High Performance Bonuses 0584-AD29 Proposed Rule
10 FSP: Eligibility and Certification Provisions of the Farm Security and Rural Investment
Act of 2002 0584-AD30 Proposed Rule
11 FSP: Quality Control Provisions of the Farm Security and Rural Investment Act of 2002 0584-AD31 Proposed Rule
12 FSP: Employment and Training Program Provisions of the Farm Security and Rural In-
vestment Act of 2002 0584-AD32 Proposed Rule
13 Child and Adult Care Food Program: Improving Management and Program Integrity 0584-AC24 Final Rule
14 Performance Standards for Bacon 0583-AC49 Proposed Rule
15 Egg and Egg Products Inspection Regulations 0583-AC58 Proposed Rule
16 Elimination of Chilling Time and Temperature Requirements for Ready-To-Cook Poultry
(Section 610 Review) 0583-AC87 Proposed Rule
17 Emergency Regulations To Prevent Meat Food and Meat Products That May Contain the
BSE Agent From Entering Commerce 0583-AC88 Proposed Rule
18 Performance Standards for Ready-To-Eat Meat and Poultry Products 0583-AC46 Final Rule
19 Meat Produced by Advanced Meat/Bone Separation Machinery and Recovery Systems 0583-AC51 Final Rule
20 Nutrition Labeling of Ground or Chopped Meat and Poultry Products and Single-Ingre-
dient Products 0583-AC60 Final Rule
Department of Defense
Regulation
S,\elﬂhjqebr;cre Title Iden%ification Rulemaking Stage
Number
21 Programmatic Regulations for the Comprehensive Everglades Restoration Plan 0710-AA49 Final Rule
Department of Education
Regulation
Sﬁﬂﬁqebr;cre Title Idengtification Rulemaking Stage
Number
22 Reauthorization of the Educational, Research, Development, Dissemination, and Im-
provement Act of 1994 (Section 610 Review) 1850-AA57 Proposed Rule
23 Reauthorization of Title | of the Elementary and Secondary Education Act of 1965 (Sec-
tion 610 Review) 1810-AA91 Final Rule
24 Reauthorization of the Individuals With Disabilities Education Act (Section 610 Review) 1820-AB54 Proposed Rule
Department of Energy
Regulation
Sﬁﬂﬁ%ge Title Ide%%itljigat?on Rulemaking Stage
Number
25 Energy Efficiency Standards for Residential Furnaces, Boilers, and Mobile Home Fur-
naces 1904-AAT78 Prerule
26 Energy Efficiency Standards for Electric Distribution Transformers 1904-AB08 Prerule
27 Energy Efficiency Standards for Commercial Central Air Conditioning Units and Heat
Pumps Rated 65-240 kBtus/Hr 1904-AB09 Prerule
28 Radiation Protection of the Public and the Environment 1901-AA38 Final Rule
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Department of Health and Human Services
Regulation
Sﬁﬂﬁqebr;cre Title Idengtification Rulemaking Stage
Number

29 Control of Communicable Diseases 0920-AA03 Proposed Rule
30 Possession, Use, and Transfer of Select Agents 0920-AA08 Final Rule
31 Safety Reporting Requirements for Human Drug and Biological Products 0910-AA97 Proposed Rule
32 Current Good Manufacturing Practice in Manufacturing, Packing, or Holding Dietary In-

gredients and Dietary Supplements 0910-AB88 Proposed Rule
33 Control of Salmonella Enteritidis in Shell Eggs During Production and Retail 0910-AC14 Proposed Rule
34 Exception From General Requirements for Informed Consent; Request for Comments

and Information 0910-AC25 Proposed Rule
35 Bar Code Label Requirements for Human Drug Products 0910-AC26 Proposed Rule
36 Administrative Detention 0910-AC38 Proposed Rule
37 Establishment and Maintenance of Records to Identify Immediate Previous Source and

Immediate Subsequent Recipient of Foods 0910-AC39 Proposed Rule
38 Registration of Food and Animal Feed Facilities 0910-AC40 Proposed Rule
39 Establishment of Prior Notification Requirement for All Imported Food Shipments 0910-AC41 Proposed Rule
40 Applications for FDA Approval to Market a New Drug: Patent Listing Requirements and

Application of 30-Month Stays on Approval of Abbreviated New Drug Applications 0910-AC48 Proposed Rule
41 Labeling for Human Prescription Drugs; Revised Format 0910-AA94 Final Rule
42 Food Labeling: Trans Fatty Acids in Nutrition Labeling, Nutrient Content Claims, and

Health Claims 0910-AB66 Final Rule
43 CGMPs for Blood and Blood Components: Notification of Consignees and Transfusion

Recipients Receiving Blood and Blood Components at Increased Risk of Transmitting

HCV (Lookback) 0910-AB76 Final Rule
44 Toll-Free Number for Reporting Adverse Events on Labeling for Human Drugs 0910-AC35 Final Rule
45 End Stage Renal Disease (ESRD) Conditions for Coverage (CMS-3818-P) (Section 610

Review) 0938-AG82 Proposed Rule
46 National Standard for Identifiers of Health Plans (CMS-6017-P) 0938-AH87 Proposed Rule
a7 Health Insurance Reform: Claims Attachments Standards (CMS-0050-P) 0938-AK62 Proposed Rule
48 Organ Procurement Organization Conditions for Coverage (CMS-3064-P) 0938-AK81 Proposed Rule
49 Use of Restraint and Seclusion in Medicare and Medicaid Participating Facilities that

Provide Inpatient or Residential Care (CMS-2130-P) 0938-AL26 Proposed Rule
50 Prospective Payment System for Psychiatric Hospitals (CMS-1213-P) 0938-AL50 Proposed Rule
51 Revisions to the Medicare Appeals Process (CMS-4004-P) 0938-AL67 Proposed Rule
52 Prospective Payment System and Consolidated Billing for Skilled Nursing Facilities--Up-

date for FY 2004 (CMS-1469-P) 0938-AL90 Proposed Rule
53 Changes to the Hospital Outpatient Prospective Payment System and Calendar Year

2004 Payment Rates (CMS-1471-P) 0938-AL91 Proposed Rule
54 Revisions to Payment Policies Under the Physician Fee Schedule for Calendar Year

2004 (CMS-1476-P) 0938-AL96 Proposed Rule
55 Revisions to Average Wholesale Price Methodology (CMS-1229-P) 0938-AM12 Proposed Rule
56 Electronic Medicare Claims Submission (CMS-0008-P) 0938-AM22 Proposed Rule
57 Revision of Medicare/Medicaid Hospital Conditions of Participation (CMS-3745-F) 0938-AG79 Final Rule
58 Health Insurance Reform: Standard Unique Health Care Provider Identifier (CMS-0045-

F) 0938-AH99 Final Rule
59 Security Standards (CMS-0049-F) 0938-Al57 Final Rule
60 Hospital Conditions of Participation: Quality Assessment and Performance Improvements

(QAPI) (CMS-3050-F) 0938-AK40 Final Rule
61 Review of National Coverage Determinations and Local Coverage Determinations (CMS-

3063-F) 0938-AK60 Final Rule
62 Health Insurance Reform: Modifications to Standards for Electronic Transactions (CMS-

0003-F) 0938-AK64 Final Rule
63 Changes to the Hospital Inpatient Prospective Payment System and FY 2004 Rates

(CMS-1470-N) 0938-AL89 Final Rule
64 Application of Emergency Medical and Treatment Act (EMTALA) (CMS-1063-F) 0938-AM34 Final Rule

Department of Housing and Urban Development
Regulation
Sl\elﬂrli]%ge Title Iden%ification Rulemaking Stage
Number

65 Participation in HUD Programs by Faith-Based Organizations; Providing for Equal Treat-

ment for All HUD Program Participants (FR-4782) 2501-AC89 Proposed Rule
66 The Secretary of HUD’s Regulation of Fannie Mae and Freddie Mac (FR-4790) 2501-AC92 Proposed Rule
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Department of Housing and Urban Development (Continued)

Regulation
Sﬁﬂﬁqebr;cre Title Idengtification Rulemaking Stage
Number
67 Disposition of HUD-Owned Single Family Assets in Asset Control Areas (FR-4471) 2502-AH40 Proposed Rule
68 FHA Appraiser Watch Initiative (FR-4744) 2502-AH81 Proposed Rule
69 Appraiser Qualifications for Placement on FHA Single Family Appraiser Roster (FR-
4620) 2502-AH59 Final Rule
70 RESPA--Improving the Process for Obtaining Mortgages (FR-4727) 2502-AH85 Final Rule
71 Project-Based Voucher Program (FR-4636) 2577-AC25 Proposed Rule
72 Changes to the Public Housing Assessment System (PHAS)(FR-4707) 2577-AC32 Proposed Rule
73 Streamlining and Deregulation of Public Housing Agency Plans (FR-4788) 2577-AC40 Proposed Rule
74 Deregulation for Small Public Housing Agencies (FR-4753) 2577-AC34 Final Rule
Department of the Interior
Regulation
S,\elﬂﬁqeb'ge Title Iden%ification Rulemaking Stage
Number
75 Snowmobile Regulations; Yellowstone and Grand Teton National Parks and John D.
Rockefeller Memorial Parkway 1024-AD09 Final Rule
76 Relief or Reduction in Royalty Rates -- Deep Gas Provisions 1010-AD0O1 Proposed Rule
77 Valuation of Oil from Indian Leases 1010-AD00 Final Rule
Department of Justice
Regulation
S,\elﬂﬁ%lcre Title Idengtification Rulemaking Stage
Number
78 Nondiscrimination on the Basis of Disability in Public Accommodations and Commercial
Facilities (Section 610 Review) 1190-AA44 Proposed Rule
79 Nondiscrimination on the Basis of Disability in State and Local Government Services
(Section 610 Review) 1190-AA46 Proposed Rule
80 Carrier Arrival and Departure Electronic Manifest Requirements 1115-AG57 Proposed Rule
81 Revision of the Regulations Concerning F, J, and M Nonimmigrant Classifications 1115-AG55 Final Rule
Department of Labor
Regulation
Sﬁﬂfn%rge Title Iden%ification Rulemaking Stage
Number
82 Defining and Delimiting the Term “Any Employee Employed in a Bona Fide Executive,
Administrative, or Professional Capacity” (ESA/W-H) 1215-AA14 Proposed Rule
83 Family and Medical Leave Act of 1993 1215-AB35 Proposed Rule
84 Child Labor Regulations, Orders, and Statements of Interpretation (ESA/W-H) 1215-AA09 Final Rule
85 Senior Community Service Employment Program 1205-AB28 Proposed Rule
86 Trade Adjustment Assistance for Workers 1205-AB32 Proposed Rule
87 Labor Certification Process for the Permanent Employment of Aliens in the United States | 1205-AA66 Final Rule
88 Rulemaking Relating to Notice Requirements for Continuation of Health Care Coverage 1210-AA60 Proposed Rule
89 Regulations Implementing the Health Care Access, Portability, and Renewability Provi-
sions of the Health Insurance Portability and Accountability Act of 1996 1210-AA54 Final Rule
90 Prohibiting Discrimination Against Participants and Beneficiaries Based on Health Status 1210-AA77 Final Rule
91 Blackout Notice Regulation 1210-AA90 Final Rule
92 Blackout Notice Civil Penalty 1210-AA91 Final Rule
93 Diesel Particulate Matter Exposure of Underground Metal and Nonmetal Miners 1219-AB29 Prerule
94 Verification of Underground Coal Mine Operators’ Dust Control Plans and Compliance
Sampling for Respirable Dust 1219-AB14 Proposed Rule
95 Determination of Concentration of Respirable Coal Mine Dust 1219-AB18 Proposed Rule
96 Asbestos Exposure Limit 1219-AB24 Proposed Rule
97 Assigned Protection Factors: Amendments to the Final Rule on Respiratory Protection 1218-AA05 Proposed Rule
98 Fire Protection in Shipyard Employment (Part 1915, Subpart P) (Shipyards: Fire Safety) 1218-AB51 Proposed Rule
99 Occupational Exposure to Crystalline Silica 1218-AB70 Proposed Rule
100 Standards Improvement (Miscellaneous Changes) for General Industry, Marine Termi-
nals, and Construction Standards (Phase II) 1218-AB81 Proposed Rule
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Department of Labor (Continued)
Regulation
Sﬁﬂfn%rge Title Identification | Rulemaking Stage
Number
101 Update and Revision of the Exit Routes Standard 1218-AB82 Final Rule
Department of Transportation
Regulation
Sﬁﬂfn%rge Title Identification | Rulemaking Stage
Number
102 Computer Reservations System Regulations Comprehensive Review 2105-AC65 Proposed Rule
103 Salvage and Marine Firefighting Requirements; Vessel Response Plans for Oil (USCG-
1998-3417) 2115-AF60 Final Rule
104 Flight Crewmember Duty Period Limitations, Flight Time Limitations, and Rest Require-
ments 2120-AF63 Proposed Rule
105 Improved Flammability Standards for Thermal/Acoustic Insulation Materials Used in
Transport Category Airplanes 2120-AG91 Final Rule
106 Certification of Airports 2120-AG96 Final Rule
107 Hours of Service of Drivers; Driver Rest and Sleep for Safe Operations (Rulemaking
Resulting From a Section 610 Review) 2126-AA23 Final Rule
108 Limitations on Issuance of Commercial Driver's License With Hazardous Materials En-
dorsement 2126-AA70 Final Rule
109 Frontal Offset Protection 2127-AH73 Proposed Rule
110 Standards for Development and Use of Processor-Based Signal and Train Control Sys-
tems 2130-AA94 Final Rule
111 Pipeline Safety: Pipeline Integrity Management in High-Consequence Areas (Gas Trans-
mission Pipeline Operators) 2137-AD54 Proposed Rule
Department of the Treasury
Regulation
S,\elﬂﬁqeb'ge Title Identification | Rulemaking Stage
Number
112 Revision of Brewery Regulations and Issuance of Regulations for Taverns on Brewery
Premises (Brewpubs) 1512-AB37 Proposed Rule
113 Commerce in Explosives (Including Explosives in the Fireworks Industry) (Rulemaking
Resulting From a Section 610 Review) 1512-AB48 Proposed Rule
Department of Veterans Affairs
Regulation
Sﬁﬂ:ﬁ)ge Title Identification | Rulemaking Stage
Number
114 Payment or Reimbursement for Emergency Treatment Furnished at Non-VA Facilities 2900-AK08 Final Rule
Environmental Protection Agency
Regulation
sﬁﬂ;%lﬁe Title Identification | Rulemaking Stage
Number
115 Pesticides; Emergency Exemption Process Revisions 2070-AD36 Prerule
116 Endocrine Disruptor Screening Program; Priority Setting Criteria 2070-AD59 Prerule
117 Sustainable Futures; Voluntary Pilot Project Under the TSCA New Chemical Program 2070-AD60 Prerule
118 Clean Water Act Definition of Waters of the United States 2040-AB74 Prerule
119 NESHAP: Plywood and Composite Wood Products 2060-AG52 Proposed Rule
120 NESHAP: Reciprocating Internal Combustion Engine 2060-AG63 Proposed Rule
121 NESHAP: Industrial, Commercial, and Institutional Boilers and Process Heaters 2060-AG69 Proposed Rule
122 NESHAP: Surface Coating of Automobiles and Light-Duty Trucks 2060-AG99 Proposed Rule
123 Transportation Conformity Amendments: Response to March 2, 1999, Court Decision 2060-AlI56 Proposed Rule
124 Control of Emissions from Spark Ignition Marine Vessels and Highway Motorcycles 2060-AJ90 Proposed Rule
125 Implementation Rule for 8-hour Ozone NAAQS 2060-AJ99 Proposed Rule
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Environmental Protection Agency (Continued)

Regulation
Sﬁﬂfn%rge Title Ide%%illﬂig;t?on Rulemaking Stage
Number
126 Control of Emissions of Air Pollution from Nonroad Diesel Engines and Fuel 2060-AK27 Proposed Rule
127 Prevention of Significant Deterioration (PSD) and Nonattainment New Source Review
(NSR): Routine Maintenance, Repair, and Replacement 2060-AK28 Proposed Rule
128 Endocrine Disrupter Screening Program; Implementing the Screening and Testing Phase | 2070-AD61 Proposed Rule
129 Modifications to RCRA Rules Associated With Solvent-Contaminated Shop Towels and
Wipes 2050-AE51 Proposed Rule
130 Revision of Wastewater Treatment Exemptions for Hazardous Waste Mixtures 2050-AE84 Proposed Rule
131 Increase Metals Reclamation from FO06 Waste Streams 2050-AE97 Proposed Rule
132 Revisions to the Definition of Solid Waste 2050-AE98 Proposed Rule
133 NPDES Permit Requirements for Municipal Sanitary and Combined Sewer Collection
Systems, Municipal Satellite Collection Systems, Sanitary Sewer Overflows, and Peak
Excess Flow Treatment Facilities 2040-AD02 Proposed Rule
134 National Primary Drinking Water Regulations: Long Term 2 Enhanced Surface Water
Treatment Rule 2040-AD37 Proposed Rule
135 National Primary Drinking Water Regulations: Stage 2 Disinfection Byproducts Rule 2040-AD38 Proposed Rule
136 Minimizing Adverse Environmental Impact from Cooling Water Intake Structures at Exist-
ing Facilities Under Section 316(b) of the Clean Water Act, Phase 3 2040-AD70 Proposed Rule
137 Watershed Rule: Total Maximum Daily Load (TMDL) Program Revisions 2040-AD82 Proposed Rule
138 Withdrawal of Total Maximum Daily Load (TMDL) Program Revisions 2040-AD84 Proposed Rule
139 Overview of Rulemakings for the Purpose of Reducing Interstate Ozone Transport 2060-AJ20 Final Rule
140 Control of Emissions of Air Pollution From New Marine Compression-Ignition Engines At
or Above 30 Liters per Cylinder 2060-AJ98 Final Rule
141 Management of Cement Kiln Dust (CKD) 2050-AE34 Final Rule
142 Standardized Permit for RCRA Hazardous Waste Management Facilities 2050-AE44 Final Rule
143 Office of Solid Waste Burden Reduction Project 2050-AE50 Final Rule
144 National Primary Drinking Water Regulations: Groundwater Rule 2040-AA97 Final Rule
145 Effluent Guidelines and Standards for the Metal Products and Machinery Category,
Phases 1 and 2 2040-AB79 Final Rule
146 National Pollutant Discharge Elimination System Permit Regulation and Effluent Guide-
lines and Standards for Concentrated Animal Feeding Operations (CAFOs) 2040-AD19 Final Rule
147 Minimizing Adverse Environmental Impact From Cooling Water Intake Structures at Ex-
isting Facilities Under Section 316(b) of the Clean Water Act, Phase 2 2040-AD62 Final Rule
148 Cross-Media Electronic Reporting (ER) and Recordkeeping Rule 2025-AA07 Final Rule
Equal Employment Opportunity Commission
sﬁﬂ;%lﬁe Title IdReen%il#ilggt(i)gn Rulemaking Stage
Number
149 Coordination of Retiree Health Benefits With Medicare and State Health Benefits 3046-AA72 Proposed Rule
National Archives and Records Administration
Sﬁﬂ:ﬁ)ge Title IdReengtilfjilggt(i)gn Rulemaking Stage
Number
150 Federal Records Management 3095-AB16 Prerule
Pension Benefit Guaranty Corporation
S,\elﬂr%%necre Title I(T(eengtilfjilggt(i)gn Rulemaking Stage
Number
151 Allocation of Assets in Single-Employer Plans; Valuation of Benefits and Assets 1212-AA55 Proposed Rule
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Railroad Retirement Board
Regulation
S,\elﬂﬁ%lcre Title Identification | Rulemaking Stage
Number
152 Application for Annuity or Lump Sum 3220-AB55 Proposed Rule
153 Account Benefits Ratio 3220-AB56 Proposed Rule
154 Requests for Reconsideration and Appeals Within the Board 3220-AB03 Final Rule
Small Business Administration
Regulation
Sﬁﬂfn%rge Title Identification | Rulemaking Stage
Number
155 Small Business Lending Companies Regulations 3245-AE14 Proposed Rule
156 HUBZone Empowerment Contracting Program 3245-AE66 Final Rule
Social Security Administration
Regulation
Sﬁﬂﬁqebr;cre Title Identification | Rulemaking Stage
Number
157 Federal Salary Offset (Withholding a Portion of a Federal Employee’s Salary To Collect
a Delinquent Debt Owed to the Social Security Administration) (721P) 0960-AE89 Proposed Rule
158 Administrative Wage Garnishment (To Repay a Debt Owed to the Social Security Admin-
istration) (724P) 0960-AE92 Proposed Rule
159 Evidence Requirement for Assignment of Social Security Administration Numbers (SSNs)
and Assignment of SSNs for Nonwork Purposes (751P) 0960-AF05 Proposed Rule
160 Claimant Identification Pilot Projects (937P) 0960-AF79 Proposed Rule
161 Representative Payment Under Titles Il, VIII, and XVI of the Social Security Act (949P) 0960-AF83 Proposed Rule
162 Removal of Clothing from the Definitions of Income and In-Kind Support and Mainte-
nance, Exclusions of One Automobile and Household Goods and Personal Effects
Under SSI from Resources (950P) 0960-AF84 Proposed Rule
163 OASDI and SSI; Administrative Review Process; Video Teleconferencing Appearances
Before Administrative Law Judges of the Social Security Administration (737F) 0960-AE97 Final Rule
164 Revised Medical Criteria for Evaluating Impairments of the Digestive System (800F) 0960-AF28 Final Rule
165 Access to Information Held by Financial Institutions (815F) 0960-AF43 Final Rule
166 New Disability Claims Process--Roles of State Agency (816F) 0960-AF44 Final Rule
National Indian Gaming Commission
Regulation
Sﬁﬂﬁ%ge Title Identification | Rulemaking Stage
Number
167 Freedom of Information Act Procedures (Amendments) 3141-AA21 Proposed Rule
168 Debt Collection 3141-AA25 Final Rule
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DEPARTMENT OF AGRICULTURE
(USDA)

Statement of Regulatory Priorities

The Department of Agriculture will
implement the recently enacted Farm
Security and Rural Investment Act of
2002 (Farm Bill) through the
promulgation of regulations to ensure
the viability of the Nation’s domestic
farm economy and promote and
maintain the world’s safest, most
abundant, and most affordable food
supply. USDA is also actively engaged
in the Nation’s homeland security and
will promulgate regulations that protect
the food supply from all sources of
potential threats.

Farm Bill implementation will be a
high priority in 2003 as new regulations
are issued and farmers, ranchers, and
other USDA customers participate in
new and existing Federal farm programs
over the next 6 years through direct
payments, counter-cyclical payments,
and marketing loans. While the Farm
Bill and other future legislative
initiatives are implemented, the
Department is working to reduce the
regulatory burden on program
participants through focusing as much
as possible on outcome-based regulation
through implementing more efficient
and simplified information collections
and the continued migration to efficient
electronic services and capabilities.

» USDA will develop new regulations
and review existing ones that address
the potential threats posed by
domestic outbreaks of exotic animal
diseases such as Foot-and-Mouth
Disease (FMD) and Bovine
Spongiform Encephalopathy (BSE).

¢ In the area of food safety, the
Department will continue to refine
existing regulations to assist industry
in implementing a consistent, science-
based process control system that
yields the best outcomes. Further,
USDA is developing new regulations
that address emerging and exotic
threats to the safety of the Nation’s
meat, poultry, and egg products
supply.

* The Department is also improving
regulations that serve rural
communities. Regulations are being
streamlined and simplified so that
they will be more customer friendly,
while providing for more efficient and
effective program management.

* Nutrition programs are being
improved to strengthen dietary
quality for children and low-income
participants, while also improving the

efficiency and integrity of program
operations.

Reducing Paperwork Burden on
Farmers

The Department has made substantial
progress in implementing the goal of the
Paperwork Reduction Act of 1995 to
reduce the burden of information
collection on the public. The
Government Paperwork Elimination Act
(GPEA) is leading all agencies in the
Department to evaluate how they
conduct business and migrate toward
electronically oriented methods. The
Farm Service Agency, Natural Resources
Conservation Service, Rural
Development, and Risk Management
Agency are also working to implement
the Freedom to E-File Act. Freedom to
E-File directs the agencies, to the
maximum extent practicable, to modify
forms into user-friendly formats with
user instructions and permits those
forms to be downloaded and submitted
via facsimile, mail, or similar means. As
a result, producers should have the
capability to electronically file forms
and all other documentation if they so
desire. Underlying these efforts will be
analyses to identify and eliminate
redundant data collections and
streamline collection instructions. The
end result of implementing both of these
pieces of legislation will be better
service to our customers so that they can
choose when and where to conduct
business with USDA.

The Role of Regulations

The programs of the Department are
diverse and far reaching, as are the
regulations that attend their delivery.
Regulations codify how the Department
will conduct its business, including the
specifics of access to, and eligibility for,
USDA programs. Regulations also
specify the responsibilities of State and
local governments, private industry,
businesses, and individuals that are
necessary to comply with their
provisions.

The diversity in purpose and outreach
of our programs contributes
significantly to the USDA being near the
top of the list of departments that
produce the largest number of
regulations annually. These regulations
range from nutrition standards for the
school lunch program, to natural
resource and environmental measures
governing national forest usage and soil
conservation, to regulations protecting
American agribusiness (the largest
dollar value contributor to exports) from
the ravages of domestic or foreign plant
or animal pestilence, and they extend
from farm to supermarket to ensure the

safety, quality, and availability of the
Nation’s food supply.

Many regulations function in a
dynamic environment, which requires
their periodic modification. The factors
determining various entitlement,
eligibility, and administrative criteria
often change from year to year.
Therefore, many significant regulations
must be revised annually to reflect
changes in economic and market
benchmarks.

Almost all legislation that affects
departmental programs has
accompanying regulatory needs, often
with a significant impact. The Farm
Security and Rural Investment Act of
2002, Public Law 107-171, has had
considerable regulatory consequences.
This key legislation affects most
agencies of USDA and resulted in the
addition of new programs, the deletion
of others, and modification to still
others. In addition, the Agricultural Risk
Protection Act of 2000, Public Law 106-
224, provides further assurances that
agricultural programs will continue to
achieve long-term improvements,
particularly in reforms to the crop
insurance programs. This legislation
also provides for improvements in
market loss and conservation assistance,
crop and livestock disease pest
protection, marketing program
enhancements, child nutrition program
measures, pollution control, and
research and development for biomass.

Major Regulatory Priorities

Seven agencies are represented in this
regulatory plan as well as the Rural
Development mission area. They
include the Farm Service Agency, the
Food and Nutrition Service, the Food
Safety and Inspection Service, the
Animal and Plant Health Inspection
Service, the Agricultural Marketing
Service, the Natural Resources
Conservation Service, and the Rural
Housing Service. This document
represents summary information on
prospective significant regulations as
called for in Executive Order 12866. A
brief comment on each of the seven
agencies and Rural Development
appears below, which summarizes the
Agency mission and its key regulatory
priorities. The Agency summaries are
followed by the regulatory plan entries.

Farm Service Agency

Mission: The Farm Service Agency’s
(FSA) mission is to stabilize farm
income; to assist owners and operators
of farms and ranches to conserve and
enhance soil, water, and related natural
resources; to provide credit to new or
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existing farmers and ranchers who are
temporarily unable to obtain credit from
commercial sources; and to help farm
operations recover from the effects of
disaster, as prescribed by various
statutes.

Priorities: FSA’s priority for 2003 will
be to fully implement the new Farm
Bill, the Farm Security and Rural
Investment Act of 2002. The 2002 Farm
Bill, which was enacted on May 13,
2002, governs Federal farm programs for
the next 6 years. Among its major
provisions is to provide income support
for wheat, feed grains, upland cotton,
rice, and oilseeds through three
programs: Direct payments, counter-
cyclical payments, and marketing loans.
Support for peanuts is changed from a
price support program with marketing
quotas to a program with marketing
loans, counter-cyclical payments, direct
payments, and a quota buyout. These
are entirely new programs that require
complete revision of the existing
program regulations. FSA will develop
and issue the regulations and make
program funds available to eligible
clientele in as timely a manner as
possible. As these and future changes
required by Administration initiatives
and new legislation are made, the
Agency’s focus will be to implement the
changes in such a way as to provide
benefits while minimizing program
complexity and regulatory burden for
program participants. Opportunities
will be taken to clarify, simplify, and
reduce confusion whenever possible.
However, the Agency’s ability to
promote new policy initiatives when
implementing these regulations is
limited, due to the need to adhere to
legislative intent. Therefore, due to their
economic magnitude, they are noted
here to acknowledge their significance
in the overall USDA regulatory plan but
are not further listed in the body of the
plan that appears below.

The 2002 Farm Bill exempts most of
the new programs from the
requirements of the Paperwork
Reduction Act of 1995. However, FSA is
still committed to the Act’s goal of
reducing the information collection
burden on the public. New information
collections are being designed to
minimize our customers’ time and cost
to participate in the programs, while
maintaining program integrity. In
addition, FSA is streamlining its
existing farm loan-making and servicing
regulations and reducing the
information collection burden
associated with the programs. FSA
plans to reduce the number of CFR parts
containing its farm loan program

regulations by approximately 70
percent. FSA also hopes to achieve a
significant reduction in the total number
of CFR pages by removing
administrative provisions and internal
policy and eliminating duplicative
material. Furthermore, FSA intends to
improve the clarity of the farm loan
program regulations by following the
guidelines established in the Plain
Language in Government Writing
Initiative.

As part of this project, all farm loan
program regulations and internal
Agency directives will be completely
rewritten.

FSA has completed the streamlining
of the Guaranteed Loan Program, the
Indian Tribal Land Acquisition Loan
Program, the Emergency Loan Program,
and portions of the Direct Loan
Program. The balance of the Direct Loan
Program will be published in two
separate rulemaking packages. Two
proposed rules, one streamlining the
loan-making process for farm ownership
and operating loans and servicing of
direct loans and another streamlining
special loan programs, including boll
weevil eradication, drainage and
irrigation, and grazing association, will
be published by the end of 2002.

Finally, FSA continues to be a full
participant in the USDA Electronic
Access Initiative and continues to work
with other USDA county-based agencies
to implement the Government
Paperwork Elimination Act as we
migrate to an environment where a
greater proportion of information
exchange and transaction processing
occurs through off-site alternatives. Key
components include: Providing farm
program information, availability, and
eligibility requirements electronically;
providing on-line information collection
and transaction processing capability;
and developing information collection
and management partnerships to
integrate information collection and
sharing mechanisms among service
providers. In a continuing effort to
accomplish these goals, all FSA
information collections, forms, and
procedures are reviewed for their
applicability to electronic submission
and collection. FSA has identified and
made accessible on-line approximately
143 forms used by farm program and
farm loan program customer groups.
Approximately 90 of these forms are
available for electronic submission. The
agency intends to provide full electronic
access and submission capabilities to
the commodity operations customer
group by October 2003.

Food and Nutrition Service

Mission: FNS increases food security
and reduces hunger in partnership with
cooperating organizations by providing
children and low-income people access
to food, a healthful diet, and nutrition
education in a manner that supports
American agriculture and inspires
public confidence.

Priorities: In addition to responding
to provisions of legislation authorizing
and modifying Federal nutrition
assistance programs, FNS’ 2003
regulatory plan supports the broad goals
and objectives in the Agency’s strategic
plan, which include:

» Improved nutrition of children and
low-income people. This goal
represents FNS’ efforts to improve
nutrition by providing access to
program benefits (Food Stamps, WIC
food vouchers, school lunch, and
other child nutrition programs and
commodities), including nutrition
education, quality meals, and other
benefits. It includes three major
objectives: 1) Improve food security,
which reflects nutrition assistance
benefits issued to program eligibles; 2)
improve the healthfulness of program
participants’ food choices, which
represents efforts to improve nutrition
knowledge and behavior through
nutrition education and breastfeeding
promotion; and 3) improve nutritional
quality of meals, food packages,
commodities, and other program
benefits, which represents efforts to
ensure that program benefits meet
appropriate nutrition standards and
help to effectively improve nutritional
intakes for program participants.

 In support of this goal, FNS plans to
propose rules implementing
provisions of the Farm Security and
Rural Investment Act of 2002 (Pub. L.
107-171), as well as under other
authorities, that will give States
additional new flexibility by
streamlining complex rules,
simplifying program administration,
supporting work, and improving
access to benefits. This includes
provisions to restore food stamp
eligibility to certain legal immigrants
who have lived in this country for at
least 5 years, as well as immigrant
children and disabled without a
waiting period. Other changes will be
implemented to reduce reporting
burden on working families.

» The Agency also plans a proposed
rule to amend regulations governing
food packages provided in WIC to
improve their variety and consistency
with the Dietary Guidelines for
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Americans and to increase the
nutritional adequacy of food packages
for those with special medical needs.

» Improved Stewardship of Federal
Funds. This goal represents FNS’
ongoing commitment to maximize the
accuracy of benefits issued, maximize
the efficiency and effectiveness of
program operations, and minimize
participant and vendor fraud. It
includes two major objectives: 1)
Improved benefit accuracy and
reduced fraud, which represents the
Agency’s effort to reduce participant
and Agency errors and to control
Food Stamp and WIC trafficking and
participant, vendor, and
administrative agency fraud and 2)
improved efficiency of program
administration, which represents the
Agency'’s efforts to streamline
program operations and improve
program structures as necessary to
maximize their effectiveness.

In support of this goal, FNS plans to
propose rules implementing provisions
of Public Law 107-171 that give States
substantial new flexibility by
streamlining some of the Food Stamp
Program’s complex rules, making it
easier to administer, less error prone,
and more accessible to those eligible for
its benefits. Another proposed rule
implementing this law will offer most
States some relief from current sanction
rules related to Food Stamp payment
errors, allowing them to focus on
program improvements, and will
introduce new incentives to reward
States for high performance on a variety
of important program outcomes. FNS
also plans to publish a final rule making
changes in Child and Adult Care Food
Program (CACFP) designed to improve
management and financial integrity in
this important program.

Food Safety and Inspection Service

Mission: The Food Safety and
Inspection Service (FSIS) is responsible
for ensuring that meat, poultry, and egg
products in commerce are safe and not
adulterated or misbranded.

Priorities: FSIS is reviewing its
regulations to eliminate duplication of
and inconsistency with its own and
other agencies’ regulations and to
improve the consistency of the
regulations with the Agency’s pathogen
reduction and hazard analysis and
critical control point (PR/HACCP)
regulations. HACCP is a science-based
process control system for producing
safe food products. FSIS-inspected meat
and poultry establishments are required
to develop and implement HACCP plans
incorporating the controls the

establishments have determined are
necessary and appropriate to produce
safe products. Under the HACCP
regulations, the establishments are able
to tailor their control systems to their
particular needs and processes and to
take advantage of the latest
technological innovations.

FSIS is continuing to revise its
numerous command-and-control
regulations, which prescribe the exact
means establishments must use to
ensure the safety of their products.
Some of these regulations specify
precise time-and-temperature
combinations for processing meat,
poultry, or egg products. Others require
the prior approval by FSIS of equipment
and procedures, in effect assigning to
the Agency the responsibility for
determining the means used by
establishments to comply with the
regulations. As a general matter, such
command-and-control regulations are
incompatible with HAACP because they
deprive plants of the flexibility to
innovate and they undercut the clear
delineation of responsibility for food
safety.

In addition to undertaking regulatory
amendments based on the results of its
review activities, FSIS has been
developing regulations for emergency
use. Such regulations are an outcome of
the Agency’s proactive, risk-based
policy toward emerging and exotic
threats to the safety of the Nation’s
meat, poultry, and egg product supply.

Following are some of the Agency’s
recent and planned initiatives to convert
command-and-control regulations to
performance standards, to streamline
and simplify the regulations, and to
make the meat, poultry products, and
egg products inspection regulations
more consistent with the pathogen
reduction and HACCP systems final
rule:

FSIS has proposed a rule clarifying
requirements for meat produced using
advanced recovery systems by replacing
the compliance program parameters in
the current regulations with non-
compliance program parameters in the
current regulations with non-
compliance criteria for bone solids,
bone marrow, and neural tissue.
Establishments would have to have
process control procedures in place
before labeling or using the product
derived by use of such systems.

FSIS has proposed a rule to establish
food safety performance standards for
all processed ready-to-eat meat and
poultry products and for partially heat-

treated meat and poultry products that
are not ready-to-eat.

FSIS will propose removing from the
poultry products inspection regulations
the requirement for ready-to-cook
poultry products to be chilled to 40
degrees Fahrenheit or below within
certain time periods according to the
weight of the dressed carcasses.

In addition, FSIS will be proposing to
require shell egg packers and federally
inspected egg product plants to develop
and implement HACCP systems and
sanitation standard operating
procedures. The Agency will be
proposing pathogen reduction
performance standards for pasteurized
shell eggs and egg products. Further, the
Agency will be proposing to remove
requirements for approval by FSIS of
egg-product plant drawings,
specifications, and equipment prior to
use, and to end the system for pre-
marketing approval of labels for egg
products.

Besides the foregoing initiatives, FSIS
has proposed requirements for the
nutrition labeling of ground or chopped
meat and poultry products and single-
ingredient products. This proposed rule
would require nutrition labeling, on the
label or at the point-of-purchase, for the
major cuts of single ingredient, raw
products and would require nutrition
information on the label of ground or
chopped products.

Finally, FSIS is planning to propose
stand-by emergency procedures for
dealing with any occurrences of bovine
spongiform encephalopathy (BSE),
known as mad-cow disease, to prevent
any meat or meat products of animals
affected by BSE from entering
commerce. To date, no cases of BSE
have been found in the United States
herd. Any final rule that may be
developed after the proposal would
become effective when and if a native
case of BSE is detected in the United
States.

Post-September 11, 2001, initiatives:
FSIS has not proposed new regulations
in response to the September 11, 2001,
events. The Agency has, however,
issued non-regulatory security
guidelines for food plants within the
Agency'’s jurisdiction.

Small business concerns: Nearly all
FSIS regulations affect small businesses
in some way because the majority of
FSIS-inspected establishments and
other FSIS-regulated entities are small
businesses. FSIS makes available to
small and very small establishments
technical materials and guidance on
how to comply with FSIS regulations.
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The Agency’s post-September 11, 2001,
security guidance materials were
prepared with small food producing
establishments in mind.

Animal and Plant Health Inspection
Service

Mission: The major part of the
mission of the Animal and Plant Health
Inspection Service (APHIS) is to protect
U.S. animal and plant resources from
destructive pests and diseases. APHIS
conducts programs to prevent the
introduction of exotic pests and diseases
into the United States and monitors and
manages pests and diseases existing in
this country. These activities enhance
agricultural productivity and
competitiveness and contribute to the
national economy and the public health.

Priorities: APHIS is reviewing its
existing regulations and developing new
regulatory initiatives to ensure that a
comprehensive framework is in place to
address the threats posed by exotic and
endemic animal diseases. Prompted in
part by recent outbreaks of foot-and-
mouth disease elsewhere in the world,
APHIS plans to amend its regulations
for the cooperative control and
eradication of animal diseases to ensure
their adequacy with regard to the
valuation of animals and materials, as
well as the payment of indemnity,
should an outbreak of foot-and-mouth
disease occur in the United States.
APHIS has also published, or is
developing, proposed and final rules
pertaining to the group of neurological
diseases known as transmissible
spongiform encephalopathies, which
includes scrapie (a disease of sheep and
goats), bovine spongiform
encephalopathy (BSE, which affects
cattle), and chronic wasting disease (a
disease of deer and elk). In addition,
APHIS, in coordination with the
Department’s Food Safety Inspection
Service, and with input from the public,
is considering various options for
addressing the disease risks that may be
presented by nonambulatory animals
and dead stock should BSE be
introduced into the United States.
APHIS is also working in conjunction
with the Centers for Disease Control and
Prevention to establish regulations for
the possession, use, and transfer of
biological agents and toxins that could
pose a severe disease or pest risk to
animals and plants or their products. In
addition, APHIS plans to strengthen its
regulations for the importation of plants
and plant products, including
unmanufactured wood, in response to
new pest detections and the adoption,
recently, of an international standard for

treatment of solid wood packing
material.

APHIS documents published in the
Federal Register and related
information, including the names of
organizations and individuals who have
commented on APHIS dockets, are
available on the Internet at
http://www.aphis.usda.gov/ppd/rad/
webrepor.html.

Agricultural Marketing Service

Mission: The Agricultural Marketing
Service (AMS) facilitates the marketing
of agricultural products in domestic and
international markets, while ensuring
fair trading practices and promoting a
competitive and efficient marketplace to
the benefit of producers, traders, and
consumers of U.S. food and fiber
products.

Priorities: (A) The recently enacted
Farm Security and Rural Investment Act
of 2002 (2002 Farm Bill) amended the
Dairy Production and Stabilization Act
of 1983 (the authorizing legislation for
the National Dairy Promotion and
Research Program (NDP&RP). The 2002
Farm Bill requires that the NDP&RP be
amended to provide for: (1)
Implementation of a mandatory 15-cent
per hundred weight assessment on dairy
products imported into the 48
contiguous States; (2) importer
representation on the National Dairy
Board; (3) importer voter eligibility
during referenda; (4) the definition of
imported dairy products to include
casin; and (5) the order must be
implemented in a manner consistent
with the U.S. trade obligations. A
proposed rule providing interested
parties an opportunity to submit
comments on the implementation of the
mandatory assessment on imported
dairy products will be published fall
2002.

(B) Livestock Mandatory Reporting-
Lamb Amendments. These proposed
amendments to the lamb reporting
requirements are necessary to ensure
that consistent, accurate, and easily
understood information on the
marketing of domestic and imported
boxed lamb cuts is available to
producers, packers, and other lamb
market participants. AMS believes that
the lamb industry would be better
served by decreasing the lamb importer
threshold to 2,500 metric tons of lamb
meat products and redefining carlot of
boxed lamb cuts to increase the ability
to report import product and to reduce
the volume of inappropriate or
incompatible data submitted. AMS is
presently working on burden-related
issues placed on importers with the

Office of Management and Budget. The
Agency expects to have the proposed
rule ready for departmental review by
late fall.

(C) AMS Program Rulemaking Pages.
Most of AMS’ rules as published in the
Federal Register are available on the
Internet at:
http://www.ams.usda.gov/rulemaking.
This site also includes commenting
instructions and addresses, links to
news releases and background material,
and comments received on various
rules.

Natural Resources Conservation Service

Mission: The Natural Resources
Conservation Service (NRCS) mission is
to provide leadership in a partnership
effort to help people conserve, maintain,
and improve our natural resources and
environment.

Priorities: NRCS’s priority for 2003
will be to implement fully the
conservation provisions of the Farm
Security and Rural Investment Act of
2002 (the 2002 Farm Bill), while
continuing to meet the needs of
landowners and land users who
participate in non-Farm Bill programs.
The 2002 Farm Bill was enacted on May
13, 2002, and governs Federal farm
programs for the next 6 years. Title II of
the 2002 Farm Bill reauthorized and
made amendments to existing
conservation programs, authorized new
conservation programs, and expanded
the overall funding for conservation.

The changes made by title I
necessitate the revisions of existing
regulations and the promulgation of
proposed and final regulations to
implement new programs. The 2002
Farm Bill exempts administration of
title II from the requirements of the
Paperwork Reduction Act of 1995.
However, NRCS is still committed to the
Act’s goal of reducing the information
collection burden on the public. New
information collections are being
designed to minimize program
participants’ time and cost to participate
in the programs, while maintaining
program integrity. NRCS is also
committed to compliance with the
Government Paperwork Elimination Act
and the Freedom to E-File Act, which
require Government agencies in general
and NRCS in particular to provide the
public the option of submitting
information or transacting business
electronically to the maximum extent
possible. NRCS is designing its program
forms to allow the public to conduct
business with NRCS electronically.
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The NRCS plans to publish the
following proposed or final rules during
FY 2003:

1. Conservation of Private Grazing Land
(CPGL) Final Rule

2. Environmental Quality Incentives
Program (EQIP) Proposed Rule and
Final Rule

3. Technical Service Provider Assistance
(TSPA) Interim Final Rule and Final
Rule

4. Conservation Security Program (CSP)
Proposed Rule and Final Rule

5.Farmland Protection Program (FPP)
Proposed Rule and Final Rule

6. Emergency Watershed Protection
(EWP) Program Proposed Rule and
Final Rule

7.Highly Erodible Land and Wetland
Conservation (HEL/WC) Final Rule

8. Categorical Minimal Effects (CME)
Final Rule

The rulemaking for EQIP, EWP, and
HEL/WC consist of changes being made
to current regulations. The remainder of
the rulemaking involves the creation of
new regulatory provisions. NRCS will
develop and issue the regulations and
make program funds available to
program participants in as timely a
manner as possible. Opportunities will
be taken to clarify, simplify, and reduce
confusion whenever possible.

Rural Development

Mission: Enhance the ability of rural
communities to develop, to grow, and to
improve their quality of life by targeting
financial and technical resources in
areas of greatest need through activities
of greatest potential.

Priorities: Rural Development
priorities for 2003 will include timely
implementation of the 2002 Farm Bill
sections for which it is responsible. In
addition to the regulations identified in
the regulatory agenda, there are several
sections of titles VI and IX of the Farm
Bill for which work plans are being
developed for future regulatory action.

Rural Housing Service

Mission: As part of USDA Rural
Development, Rural Housing Service
(RHS) works to improve the quality of
life in rural areas. RHS helps rural
communities and individuals by
providing loans and grants for housing
and community facilities. The Agency
provides funding for single-family
homes, apartments for low-income
persons or the elderly, housing for farm
laborers, childcare centers, fire and

police stations, hospitals, libraries,
nursing homes, and schools.

Priorities: A key priority for RHS is
to identify ways to improve customer
service, ensure borrower accountability
and performance, and streamline the
administration of its Multi-Family
Housing (MFH) programs. These
programs include the section 515 Rural
Rental Housing (RRH) loan program, the
section 514/516 Farm Labor Housing
loan and grant programs, and the
section 521 Rental Assistance (RA)
program.

The new regulation substantially
updates the current regulations and
programs to current industry practices.
Many of the current regulations had not
been substantially updated for over 15
years. The new regulation consolidates
the 13 current regulations that govern
the programs. The new regulation and
three handbooks substantially reduce
the number of pages published in the
Code of Federal Regulations.

Prior USDA Office of Inspector
General (OIG) program audits identified
weaknesses in the regulations that let
some program participants commit
program fraud, waste, and abuse. The
new regulation was developed to correct
such problems.

Significant automation initiatives
have been implemented since the
current regulations were written. The
regulation addresses the permanent
implementation of several pilot
automation projects along with other
innovative e-Government
improvements.

The regulation focuses on the
challenge of the Agency’s aging
portfolio. Areas such as conducting
comprehensive needs analyses, reserve
account administration, financial
statement standards, and tenant quality
of life issues are addressed.

As part of the regulatory process, RHS
has solicited input from MFH program
stakeholders, including borrowers (who
are also owners of the projects),
management agents, tenant
representatives, State housing finance
agencies, accounting firms, and the
USDA, Office of Inspector General
(OIG). The Agency has held several
stakeholders meetings on issues that
needed to be considered before
proposing to revise the regulations.
Stakeholders concurred with RHS that
the MFH regulations were in need of a
substantial revision, particularly with
regard to asset management, housing
preservation, and financial reporting.

USDA—Agricultural Marketing Service
(AMS)

PROPOSED RULE STAGE

1. LIVESTOCK MANDATORY
REPORTING PROGRAM—LAMB
AMENDMENT (LS-01-08)

Priority:
Other Significant

Legal Authority:
7 USC 1621

CFR Citation:
7 CFR 59

Legal Deadline:
None

Abstract:

The Agricultural Marketing Service is
amending the Livestock Reporting Act
of 1999 regulations. The amendments
would: (1) Amend regulations requiring
lamb packers to report negotiated
purchases of live lamb and sales of
carcass lamb; (2) adjust requirements
for reporting of imported and domestic
boxed lamb sales; and (3) make
adjustments to input data collection
forms. The Act was implemented April
2, 2001, and requires packers to report
purchase and sales transactions for
cattle, swine, sheep, boxed beef, and
lamb meat.

Statement of Need:

These proposed amendments and
adjustments to the lamb reporting
requirements of the Livestock
Mandatory Reporting (LMR) regulations
are necessary to ensure that consistent,
accurate, and easily understood
information on the marketing of
domestic and imported boxed lamb
cuts is available to producers, packers,
and other lamb market participants.
The amendment is intended to address
problems that have occurred in the
collection and publishing of lamb
market information in the period since
the implementation of the LMR on
April 2, 2001.

Summary of Legal Basis:

The Livestock Mandatory Act of 1999
(Act) was enacted into law on October
22,1999 (Pub. L. 106-78; 113 Stat.
1188; 7 U.S.C. 1635-1636(h)) as an
amendment to the Agricultural
Marketing Act of 1946, as amended (7
U.S.C. 1621 et seq.). The Act gives the
Secretary of Agriculture (Secretary) the
latitude to require mandatory reporting
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of market information on lamb
transactions.

Alternatives:

None.

Anticipated Cost and Benefits:

The Agricultural Marketing Service
believes that the lamb industry would
be better served by decreasing the lamb
importer threshold to 2,500 metric tons
of lamb meat products and redefining
carlot of boxed lamb cuts to increase
the ability to report import product and
reduce the volume of inappropriate or
incompatible data.

Risks:

None.

Timetable:

Action Date FR Cite
NPRM 11/00/02

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:
State

Federalism:

This action may have federalism
implications as defined in EO 13132.

Agency Contact:

John Edward Van Dyke

Chief, Livestock and Grain Market News
Branch

Department of Agriculture

Agricultural Marketing Service

Stop 0252, Room 2619-South
Washington, DC 20250

Phone: 202 720-6231

Fax: 202 690-3732

Email: john.vandyke@usda.gov

RIN: 0581-AB98

USDA—AMS

2. @ NATIONAL DAIRY PROMOTION
AND RESEARCH PROGRAM (DA-02-
03)

Priority:

Other Significant
Legal Authority:
7 USC 450 et seq

CFR Citation:
7 CFR 1150

Legal Deadline:

NPRM, Statutory, November 2002,
Proposed Rule necessary for industry
input.

Final, Statutory, February 2003, Final
Rule to be issued after 60-day comment
period.

Abstract:

Recently enacted Farm Security and
Rural Investment Act of 2002 (2002
Farm Bill) amended the Dairy
Production and Stabilization Act of
1983 (the authorizing legislation for the
National Dairy Promotion and Research
Program) concerning implementation of
mandatory 15-cent per hundred weight
assessment on dairy products imported
into the 48 contiguous States and other
related amendments.

Statement of Need:

The National Dairy Promotion and
Research Program must be amended to
conform with the recently enacted
Farm Security and Rural Investment
Act of 2002 (2002 Farm Bill), which
amended the Dairy Promotion and
Research Programs. The amendments
relate to implementation of a
mandatory 15-cent per hundred weight
assessment on dairy products imported
into the 48 contiguous States and other
related amendments.

Summary of Legal Basis:

The Farm Security and Rural
Investment Act of 2002 (2002 Farm
Bill) mandated changes to the National
Dairy Promotion and Research Program.

Alternatives:

None.

Anticipated Cost and Benefits:

The incremental costs associated with
the assessments collection on imported
dairy products by U.S. Customs will be
paid from the assessments collected. It
is estimated that the fees will range
between $30,000-$40,000 monthly after
start-up. The annual assessment
collected will be approximately $9
million.

Risks:

None.

Timetable:

Action Date FR Cite
NPRM 11/00/02

Final Action 02/00/03

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:
No

Government Levels Affected:
None

Agency Contact:

David Jamison

Chief, Promotion and Research Branch
Department of Agriculture
Agricultural Marketing Service
Stop 0233

Dairy Progams

1400 Independence Avenue SW
Washington, DC 20250-0233
Phone: 202 720-6909

Fax: 202 720-0285

Email: david.jamison2@usda.gov

RIN: 0581-AC16

USDA—AnNiImal and Plant Health
Inspection Service (APHIS)

PROPOSED RULE STAGE

3. CHRONIC WASTING DISEASE IN
ELK AND DEER; INTERSTATE
MOVEMENT RESTRICTIONS AND
PAYMENT OF INDEMNITY

Priority:
Other Significant

Legal Authority:
7 USC 8301 to 8316

CFR Citation:
9 CFR 55; 9 CFR 81

Legal Deadline:
None

Abstract:

APHIS is proposing to establish
minimum requirements for the
interstate movement of farmed elk and
deer and to provide indemnity for the
depopulation of farmed elk and deer
that have been infected with, or
exposed to, chronic wasting disease
(CWD).

Statement of Need:

CWD has been confirmed in free-
ranging deer and elk in a limited
number of counties in northeastern
Colorado and southeastern Wyoming
and has also been diagnosed in farmed
elk herds in South Dakota, Nebraska,
Oklahoma, Montana, and Colorado.
This project includes an interim rule
to establish indemnity for voluntary
depopulation of CWD-affected herds,
followed by a proposed rule to
establish a voluntary certification
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program and interstate movement
restrictions on captive elk and deer.
APHIS believes that establishing
restrictions on the interstate movement
of infected and exposed farmed elk and
deer, coupled with the payment of
some level of indemnity for infected
and exposed animals, will encourage
producers who are not yet engaging in
surveillance activities to begin doing
so. To date, the level of support from
States and the farmed cervid industry
for such a program has been high.
Without a Federal program in place to
depopulate infected and exposed
animals, the movement of infected
animals into new herds and States with
no known infection will continue or
may even accelerate. APHIS needs to
take action to document the prevalence
of the disease and to prevent its further
spread.

Summary of Legal Basis:

The Secretary of Agriculture, either
independently or in cooperation with
other Federal agencies, States or
political subdivisions of States, national
governments of foreign countries, local
governments of foreign countries,
domestic or international organizations,
domestic or international associations,
Indian tribes, and other persons, may
carry out operations and measures to
detect, control, or eradicate any pest or
disease of livestock of the United
States, including the payment of claims
arising out of the destruction of any
animal, article, or means of
conveyance, if necessary to prevent the
dissemination of the pest or disease of
livestock (7 U.S.C. 8305 to 8306, 8308,
8310, and 8315).

Alternatives:

APHIS has identified two additional
alternatives to our selected action. The
first—to maintain the status quo—was
rejected because it would not address
the animal disease risks associated with
CWD. The second option would have
been to provide financial and technical
assistance to the cervid industry for
continuation and expansion of a variety
of herd management practices to reduce
or eliminate CWD. Although this option
may be less costly than the option
chosen by APHIS, this option was not
selected because it would not advance
CWD eradication as quickly or
effectively as the chosen option.
However, APHIS will continue to work
with industry to develop voluntary
herd management practices to preserve
and increase the reduction in CWD
levels that the proposed program is
expected to achieve.

Anticipated Cost and Benefits:

The presence of CWD in elk and deer
causes significant economic and market
losses to U.S. producers. Recently
Canada has begun to require, as a
condition for importing U.S. elk into
Canada, that the animals be
accompanied by a certificate stating
that the herd of origin is not located

in Colorado or Wyoming, and CWD has
never been diagnosed in the herd of
origin. The Republic of Korea recently
suspended the importation of deer and
elk and their products from the United
States and Canada. Fear of CWD can
severely affect the domestic prices for
deer and elk, as it is more difficult for
producers to sell cervid that are
associated with any hint of exposure

to the disease.

Risks:

Aggressive action in controlling this
disease now will decrease the chance
of having to deal with a much larger,
widespread, and costly problem later,
such as the situation with bovine
spongiform encephalopathy (“mad cow
disease”’) in Europe. Although there is
currently no evidence that CWD is
linked to disease in humans, or in
domestic animals other than deer and
elk, a theoretical risk of such a link
exists.

Timetable:
Action Date FR Cite
Interim Final Rule 02/08/02 67 FR 5925
Interim Final Rule 04/09/02

Comment Period

End
NPRM 02/00/03

Regulatory Flexibility Analysis
Required:

No

Government Levels Affected:

Undetermined

Additional Information:

APHIS documents published in the
Federal Register and related
information, including the names of
organizations and individuals who have
commented on APHIS dockets, are
available on the Internet at
http://www.aphis.usda.gov/ppd/rad/
webrepor.html.

Agency Contact:

Dr. Lynn Creekmore

Staff Veterinarian/Wildlife Diseases
Liaison, NAHPS, VS

Department of Agriculture

Animal and Plant Health Inspection
Service

4101 Laporte Avenue

Fort Collins, CO 80521

Phone: 970 266-6128

RIN: 0579—-AB35

USDA—APHIS

FINAL RULE STAGE

4. FOOT-AND-MOUTH DISEASE;
PAYMENT OF INDEMNITY

Priority:
Other Significant

Legal Authority:
7 USC 8301 to 8317

CFR Citation:
9 CFR 53

Legal Deadline:
None

Abstract:

APHIS is proposing to amend its
regulations for the cooperative control
and eradication of foot-and-mouth
disease (FMD) and other serious
diseases, including both cooperative
programs and extraordinary
emergencies. The purpose of this rule
is to remove possible sources of delay
in eradicating foot-and-mouth disease,
should an occurrence of that disease
occur in this country, so that eligible
claimants will be fully compensated
while at the same time protecting the
U.S. livestock population from the
further spread of this highly contagious
disease.

Statement of Need:

APHIS has recently reviewed these
regulations to determine their
sufficiency should an occurrence of
foot-and-mouth disease occur in the
United States. This review has been
prompted, in part, by the series of
outbreaks of foot-and-mouth disease
that have taken place in the United
Kingdom and elsewhere around the
world. Based on this review, APHIS has
determined that changes to the
regulations are needed with regard to
the valuation of animals and materials,
as well as the payment of an indemnity
to those persons who suffer loss of
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property as a result of foot-and-mouth
disease.

Summary of Legal Basis:

The Secretary of Agriculture, either
independently or in cooperation with
other Federal agencies, States or
political subdivisions of States, national
governments of foreign countries, local
governments of foreign countries,
domestic or international organizations,
domestic or international associations,
Indian tribes, and other persons, may
carry out operations and measures to
detect, control, or eradicate any pest or
disease of livestock that threatens the
livestock of the United States,
including the payment of claims arising
out of the destruction of any animal,
article, or means of conveyance, if
necessary to prevent the dissemination
of the pest or disease of livestock (7
U.S.C. 8306, 8308, 8310, and 8315).

Alternatives:

The rule comprises several regulatory
changes, each of which is intended to
facilitate the control and eradication of
foot-and-mouth disease, should an
outbreak of this disease occur in the
United States. Reasonable alternatives
to the rule would be to not make any
changes at all and rely on the current
regulations as applied to cooperative
programs and extraordinary
emergencies.

Anticipated Cost and Benefits:

The rule is expected to affect livestock
operations and Federal and State
government agencies. The vast majority
of livestock operations are small
entities. The potential costs and
benefits would depend upon the
characteristics of the outbreak and
mitigation strategy. The proposed
changes would strengthen programs for
the control and eradication of FMD by
broadening USDA’s options. The
changes would also lessen the chances
that FMD’s eradication would be
delayed.

Risks:

The changes contained in the rule
would be particularly important in
removing sources of delay in achieving
FMD eradication, should an outbreak of
foot-and-mouth disease occur in the
United States. An effective response in
the early stages of such an outbreak
greatly reduces the risk of the disease’s
wider dissemination.

Timetable:
Action Date FR Cite
NPRM 05/01/02 67 FR 21934

Action Date FR Cite

NPRM Comment 06/28/02 67 FR 43566

Period Extended

NPRM Comment 07/01/02
Period End

NPRM Comment 07/31/02
Period End

Final Rule 04/00/03

Regulatory Flexibility Analysis
Required:

Undetermined

Government Levels Affected:

Undetermined

Additional Information:

APHIS documents published in the
Federal Register and related
information, including the names of
organizations and individuals who have
commented on APHIS dockets, are
available on the Internet at
http://www.aphis.usda.gov/ppd/rad/
webrepor.html.

Agency Contact:

Dr. Mark Teachman

Senior Staff Veterinarian, Emergency
Programs, VS

Department of Agriculture

Animal and Plant Health Inspection
Service

Unit 41

4700 River Road

Riverdale, MD 20737-1231

Phone: 301 734-8073

RIN: 0579-AB34

USDA—APHIS

5. @ BIOLOGICAL AGENTS AND
TOXINS

Priority:

Other Significant

Legal Authority:

7 USC 8401

CFR Citation:
7 CFR 331; 9 CFR 121

Legal Deadline:

None

Abstract:

In accordance with the Agricultural
Bioterrorism Protection Act of 2002,
APHIS has established, by regulation,
an initial list of biological agents and
toxins determined to have the potential
to pose a severe threat to animal or
plant health or to animal or plant
products. The Act requires that all
persons in possession of any listed
biological agent or toxin must, within

60 days of the publication of the
interim rule, notify the Secretary of
such possession. The interim rule
establishes APHIS’ initial list of
biological agents and toxins and
provides guidance on the manner in
which the required notice is to be
provided. A second interim rule, also
required by the Act, will follow this
interim rule and will establish
regulations regarding the possession,
use, and transfer of listed biological
agents and toxins.

Statement of Need:

The second interim rule referred to in
the abstract is required under section
212 of the Public Health Security and
Bioterrorism Response Act of 2002
(Pub. L. 107-188), which requires the
Secretary of Agriculture to establish
regulations by interim rule for the
possession, use, and transfer of
biological agents and toxins that she
determines has the potential to pose a
severe threat to animal or plant health
or to animal or plant products. Among
other things, the regulations must
require registration with the Secretary
and include appropriate safeguard and
security measures, including data base
checks by the Attorney General of
individuals and facilities seeking to
register with the Secretary. The Act
imposes a deadline of December 9,
2002, for the promulgation of the
regulations and requires an effective
date of February 12, 2003.

Summary of Legal Basis:

The President signed into law the
Public Health Security and Bioterrorism
Preparedness and Response Act of 2002
on June 12, 2002. Title II of Public Law
107-188 “Enhancing Controls on
Dangerous Biological Agents and
Toxins” (sections 201 through 231)
provides for the regulation of certain
biological agents and toxins by the
Department of Health and Human
Services (subtitle A, sections 201-204)
and the Department of Agriculture
(subtitle B, sections 211-213) and
provides for interagency coordination
between the two departments regarding
overlap agents and toxins (subtitle C,
section 221). Subtitle D (section 231)
provides for criminal penalties
regarding certain biological agents and
toxins. For the Department of Health
and Human Services, the Centers for
Disease Control and Prevention has
been designated as the agency with
primary responsibility for
implementing the provisions of the Act;
the Animal and Plant Health Inspection
Service (APHIS) is the agency fulfilling
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that role for the Department of
Agriculture.

Alternatives:

APHIS’ Veterinary Services and Plant
Protection and Quarantine programs
have had regulations in place for some
years that require prior authorization
from APHIS for the importation or
interstate movement of certain animal
disease agents and plant pests. Those
regulations further require that
appropriate safeguards be applied to
the handling and containment of those
animal disease agents and plant pests.
While the biological agents and toxins
that the Secretary has determined have
the potential to pose a severe threat to
animal or plant health or to animal or
plant products have historically fallen
within the scope of the existing
regulations, those regulations do not
contain the individual/facility
registration requirements, physical
security, and other considerations that
the Public Health Security and
Bioterrorism Response Act of 2002
requires the Agency to address in the
second interim rule.

Anticipated Cost and Benefits:

APHIS is currently preparing a
regulatory flexibility analysis and
cost/benefit analysis to accompany the
second interim rule. Among the costs
we anticipate will be examined in those
analyses are the costs associated with
compliance with the administrative
requirements of the rule (e.g., salary
costs associated with the time needed
to complete required forms), as well as
costs that may be incurred in the
course of making any necessary
upgrades to the physical, computer,
and biological security capabilities of
facilities that possess, use, or transfer
listed biological agents and toxins. The
regulations are intended to increase the
security over such agents and toxins
and establish a comprehensive national
data base of the location and
characterization of those agents and
toxins and the identities of those in
possession of them. These enhanced
security measures will prevent the use
in domestic or international terrorism
of those biological agents and toxins,
thus protecting human, animal, and
plant health and preventing the
economic impacts that would be
associated with the release of those
agents and toxins.

Risks:

The regulations will include
appropriate safeguard and security
requirements for persons possessing,
using, or transferring a listed agent or

toxin commensurate with the risk such
agent or toxin poses to public health
and safety (including the risk of use
in domestic or international terrorism).

Timetable:

Action Date FR Cite
Interim Final Rule 08/12/02 67 FR 52383
Interim Final Rule 08/12/02

Effective
Interim Final Rule 10/11/02

Comment Period

End
Second Interim Final 12/00/02

Rule

Regulatory Flexibility Analysis
Required:

No

Government Levels Affected:
State, Federal

Additional Information:

APHIS documents published in the
Federal Register, and related
information, including the names of
organizations and individuals who have
commented on APHIS dockets, are
available on the Internet at
http://www.aphis.usda.gov/ppd/rad/
webrepor.html.

Agency Contact:

Dr. Arnold T. Tschanz

Senior Staff Officer, Regulatory
Coordination, Plant Health Programs, PPQ
Department of Agriculture

Animal and Plant Health Inspection
Service

Unit 141

4700 River Road

Riverdale, MD 20737-1236

Phone: 301 734-8790

Dr. Denise Spencer

Senior Staff Veterinarian, Technical Trade
Services, NCIE, VS

Department of Agriculture

Animal and Plant Health Inspection
Service

Unit 40

4700 River Road

Riverdale, MD 20737-1231

Phone: 301 734-3277

RIN: 0579-AB47

USDA—Rural Housing Service (RHS)
PROPOSED RULE STAGE
6. MULTI-FAMILY HOUSING (MFH)

Priority:
Other Significant

Legal Authority:

5 USC 301; 42 USC 1490a; 7 USC 1989;
42 USC 1475; 42 USC 1479; 42 USC
1480; 42 USC 1481; 42 USC 1484; 42
USC 1485; 42 USC 1486

CFR Citation:

7 CFR 1806 subpart A; 7 CFR 1955
subpart B; 7 CFR 1955 subpart C; 7
CFR 1956 subpart B; 7 CFR 1965
subpart B; 7 CFR 1965 subpart E; 7 CFR
1930 subpart C; 7 CFR 1944 subpart

D; 7 CFR 1944 subpart E; 7 CFR 1951
subpart C; 7 CFR 1951 subpart D; 7
CFR 1951 subpart K; 7 CFR 1951
subpart N; 7 CFR 1955 subpart A

Legal Deadline:
None

Abstract:

The Rural Housing Service (RHS)
proposes to consolidate regulations
pertaining to section 515 Rural Rental
Housing, section 514 Farm Labor
Housing Loans, section 516 Farm Labor
Housing Grants, and section 521 Rental
Assistance Payments. Fourteen
published regulations will be reduced
to one regulation and handbooks for
program administration. This will
simplify loan origination and portfolio
management for applicants, borrowers,
and housing operators, as well as Rural
Development field staff. This will also
provide flexibility for program
modifications to reflect current and
foreseeable changes. It will also reduce
regulations that address solely internal
Agency program administration.
Finally, the regulation will be more
customer friendly and responsive to the
needs of the public.

Statement of Need:

The new regulation for the program
known as the Multi-Family Housing
Loan and Grant Programs will be more
user friendly for lenders, borrowers,
and Agency staff. These changes are
essential to allow for improved service
to the public and for an expanded
program with increased impact on rural
housing opportunities without a
corresponding expansion in Agency
staff. The regulations will be shorter,
better organized, and more simple and
clear. Many documentation
requirements will be eliminated or
consolidated into more convenient
formats.

Summary of Legal Basis:

The existing statutory authority for the
MFH programs was established in title
V of the Housing Act of 1949, which
gave authority to the RHS (then the
Farmers Home Administration) to make
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housing loans to farmers. As a result

of this Act, the Agency established
single-family and multifamily housing
programs. Over time, the sections of the
Housing Act of 1949 addressing MFH
have been amended a number of times.
Amendments have involved issues such
as the provision of interest credit,
broadening definitions of eligible areas
and populations to be served,
participation of limited profit entities,
the establishment of a rental assistance
program, and the imposition of a
number of restrictive use provisions
and prepayment restrictions.

The MFH program, as it exists today,
began in the 1960s. Its first loans were
primarily for small rental projects. In
the mid-sixties, the program expanded
and changed from making small rural
rental housing loans to individuals to
making larger loans to organizations,
such as limited partnerships.
Regulations for the program have been
amended several times over the years
to reflect statutory changes and to
revise the Agency’s procedures for
administering the program. The most
recent significant regulatory revisions
took place after the Appropriations Act
of 1997 directed the Agency to
implement six reforms to the MFH
program. This was accomplished with
the publication of a final rule for the
reforms on December 23, 1997. Reforms
addressed such items as equity
skimming, review of other Government
assistance, the maximum loan terms,
and the use of a Notice of Funding
Availability and competitive process to
award funds for new projects.

Statistics show that the MFH program
fills a significant need for rural
Americans. Two primary types of
households occupy RHS-financed,
section 515 rental housing—elderly
households who have decided that they
prefer renting over continued
ownership of their own dwellings and
younger female and male headed
households that do not have sufficient
resources available to purchase their
own home. Additionally, the sections
514/516 Farm Labor Housing loan and
grant programs are the only Federal
programs available for the provision of
housing to farmworkers, one of the
most chronically underhoused
populations within America.

Alternatives:

The proposed rule is important to all
program participants, beneficiaries, and
agency staff. Any budgetary impacts of
the regulation are minor and reflect
good business practices rather than
policy shifts. Funding for major

program needs as rehabilitation,
preservation, and future new
construction may be addressed through
the budget process rather than
publication of the rule. To not publish
the rule will substantially restrict RHS’
ability to effectively administer the
programs and cost the Agency
significant credibility with the public
and oversight organizations.

If the Agency were not to publish the
proposed rule, the 25 percent reduction
in Government burden not achieved
would be significant. During the past

6 years, the number of staff-years
assigned MFH functions has decreased
approximately 25 percent. RHS’ limited
staff resources could be utilized more
effectively on activities that would
improve program performance by
decreasing and simplifying the
paperwork for the MFH program.
Current regulations include standards
for physical condition, maintenance,
and reserve levels to address the
physical condition of the property.
However, projects are experiencing
physical maintenance problems due to
their average age. One of the sources
of this problem is that project reserves
are inadequate to cover ongoing capital
needs. Current regulations require that
borrowers contribute initially 1 percent
annually of total development costs
toward a reserve for project
improvements until a total of 10
percent is reached. While borrowers are
permitted to request adjustments to
their reserve contributions, there is no
systematic provision for reevaluating
reserves over the life of the project. A
recent study found that while an
average MFH project has accumulated
$5,000 in reserves per unit at the end
of 10 years and maintained at that level
thereafter, the full cost of rehabilitation
is likely to be close to $16,000 per unit.
When rehabilitation is needed and the
reserve is inadequate to meet the need,
the project owner usually applies for

a subsequent loan, which, if received,
requires that rents be increased. In
recent years, RHS has been
experiencing a growing number of
requests for subsequent loans and rent
increases to cover costs of
rehabilitation, while funding for such
loans has been limited. For example,
the President’s budget for 2002
provides funding to rehabilitate 4,115
units, which is consistent with the
funding received in recent years.
However, at that rate, it will take more
than 109 years to cycle once through
the entire portfolio.

Consistently, RHS is taking several
steps to link reserve levels more closely

to projects’ capital needs. The proposed
rule allows a life cycle costs analysis
to be used to establish the initial
reserve amount needed to meet the
capital needs for new projects. For
existing projects, the proposed rule
requires that any servicing action that
involves additional agency funds must
take into account physical needs of the
project, based on a capital needs
assessment. The proposed rule also
allows borrowers with existing projects
to include the cost of capital needs
assessments in their budgets, which is
expected to focus attention on the use
of such assessments. Alternatively, by
not publishing the proposed rule,
properties financed under the programs
may deteriorate.

Anticipated Cost and Benefits:

Based on analysis of the proposed rule,
the following impacts may occur, some
of which could be considered
significant:

There would be cost savings due to
reduced paperwork, estimated to be
about $1.8 million annually for the
public and about $10.1 million for the
Government.

Rents for about half the 459,000 units
in MFH projects would likely be
increased by an average of about $15
per month. This estimate combines the
impacts on rents of two different
changes—an increase in reserve
requirements for project improvements
from $5,000 to $10,000 per unit and

a change in RHS’ policies relating to
the investment of funds in reserves
accounts. The latter change is expected
to increase interest earnings on reserve
accounts from 2 percent currently
earned to 6 percent, with 25 percent
of the earnings becoming eligible to be
taken out of the accounts for owners
to pay taxes and the rest remaining for
improvements.

Government costs for rental assistance
payments would increase by at least
$23 million annually, and those for
section 8 project-based assistance
would increase by about $4 million
annually.

Tenants of an estimated 79,500 units,
about half the 159,000 units that do not
receive rental assistance payments or
similar assistance from HUD, would
have to pay higher rents of about 5
percent. This amounts to an annual
cost of about $14 million for these
tenants. Most of these tenants are
expected to remain in the projects
because rents would remain
competitive.



Federal Register/Vol. 67, No. 236 /Monday, December 9, 2002/ The Regulatory Plan

74079

Increasing the reserve requirements
would provide additional funds for
improving projects. However, the full
impact of this change is not expected
to be reached until 10 years after it is
implemented. Thus, projects that are in
need of immediate rehabilitation will
likely remain short of adequate funds
for making needed improvements in the
near term. Only a substantial increase
in funding for rehabilitation loans
would help resolve this problem.

Allowing project improvement needs to
be considered in RHS’ servicing actions
could result in increased write-downs
of the $12 billion MFH portfolio. This
potential impact cannot be easily
estimated.

Project owners who have or soon will
meet the 20-year restriction on the use
of their projects for low-income
housing will have a clearer picture of
RHS’ policies in trying to maintain
these projects in the program. In
particular, establishment of a 15-month
limit on waiting for incentives to be
offered to them to stay in a program
should help them make decisions on
either staying in the program or
prepaying their loans and possibly
converting the projects to other uses.

Risks:

The risk associated with this regulatory
initiative is that some program
participants may be faced with
increased replacement reserve
requirements without sufficient
cashflow in the property to make the
deposits. The Agency believes that the
need to adequately address project
physical replacement needs offsets this
risk. The Agency also believes that for
the three-quarters of the properties that
have deep tenant subsidies, this impact
will be mitigated as rents can be
increased in those situations without
impacting the affordability of the units
to eligible program beneficiaries.

The primary risk to the Agency is if
the proposed rule is not implemented.
Without the streamlining, program
improvements and focus on current
industry practices, including the
increased use of third-party funds to
rehabilitate program properties that are
included in the regulation, the
underlying assets for the loans and
grants made under the programs will
deteriorate as the properties age. This
will cause a decrease in the ability of
the Agency to provide safe, decent, and
sanitary housing to program
beneficiaries.

The loans made to recipients will
become undersecured as the properties’
values decrease. Lastly, there will be

a greater propensity of borrowers to
elect to either default on their loans
or to pay off loans and remove their
properties from the stock of affordable
housing.

Timetable:
Action Date FR Cite
NPRM 12/00/02
NPRM Comment 02/00/03
Period End

Regulatory Flexibility Analysis
Required:

No
Government Levels Affected:

None

Agency Contact:

Patrick Sheridan

Assistant Deputy Administrator, Multi-
Family Housing

Department of Agriculture

Rural Housing Service

Room 1263/Stop 0782

1400 Independence Avenue SW
Washington, DC 20250

Phone: 202 720-1609

Email: psherida@rdmail.rural.usda.gov

RIN: 0575-AC13

USDA—Food and Nutrition Service
(FNS)

PROPOSED RULE STAGE

7. SPECIAL SUPPLEMENTAL
NUTRITION PROGRAM FOR WOMEN,
INFANTS, AND CHILDREN (WIC):
REVISIONS IN THE WIC FOOD
PACKAGES

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:

42 USC 1786

CFR Citation:
7 CFR 246

Legal Deadline:
None

Abstract:

This proposed rule will amend
regulations governing the WIC food
packages to disallow low-iron WIGC
formulas in food packages for infants;
revise the maximum monthly
allowances and minimum requirements
for certain WIC foods; revise the
substitution rates for certain WIC foods

and allow additional foods as
alternatives; make technical
adjustments in all of the food packages
to accommodate newer packaging and
physical forms of the WIC foods; add
vegetables as a food category in Food
Packages III-VII for women and
children; require that State agencies
make available the full maximum foods
allowed in each package; revise the
criteria for developing State agency
proposals for alternative food packages
to accommodate participant food
preferences more effectively; revise the
purpose, content, and requirements for
Food Package III; and address general
provisions that apply to all the food
packages. These revisions will improve
the likelihood that WIC recipients
achieve the food servings
recommendations of the Dietary
Guidelines for Americans and
nutritional recommendations, providing
WIC participants with a wider variety
of foods, accommodating newer
packaging and physical forms of WIC
foods, and providing WIC State
agencies with greater flexibility in
prescribing food packages, especially to
accommodate participants with
hardships or cultural/food preferences.
(99-006)

Statement of Need:

While WIC has been successful in
many areas, obesity and inappropriate
dietary patterns have become equal, if
not greater, problems for many in WIC’s
target population. WIC food packages
and nutrition education are the chief
means by which WIC affects the dietary
quality and habits of participants.
Results of a recent WIC study found
that the supplemental food package is
consistently ranked by pregnant and
postpartum women as the leading
positive attribute of the program.
Therefore, revised food packages,
which will foster greater consistency
with the Dietary Guidelines for
Americans, are an appropriate response
to further increase the positive effects
of the program among the WIC eligible
population.

The overarching objective of this rule
is to improve disease prevention and
nutritional status by improving dietary
quality and nutritional adequacy of the
WIC food packages by:

1. Improving the manner in which the
nutrients lacking in the target
population’s diet are provided by
revising food packages to reflect more
closely the Dietary Guidelines for
Americans as represented by the diet
recommendations of the Food Guide
Pyramid; and
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2. Increasing the nutritional adequacy
of the WIC food packages for medically
needy participants.

Summary of Legal Basis:

The WIC Program was established to
provide nutritious supplemental foods,
nutrition education, and referrals to
related health and social services to
low-income pregnant, breastfeeding,
and non-breastfeeding postpartum
women, infants, and children up to age
5. Section 17 of the Child Nutrition Act
of 1966 (as amended, 42 U.S.C. 1786)
clearly established the WIC Program as
a supplemental nutrition program
designed to provide nutrients
determined by nutritional research to
be lacking in the diets of the WIC target
population. WIC law requires that, to
the extent possible, the fat, sugar, and
salt content of WIC foods be
appropriate. The law gives substantial
latitude to the Department in designing
WIC food offerings but obligates the
Department to prescribe foods that
effectively and economically supply the
target nutrients.

Alternatives:

None.

Anticipated Cost and Benefits:

None.

Risks:

This rule is intended to improve the
nutritional status and dietary patterns
of the WIC target population, as a
response to the threat of increasing risk
factors for nutrition-related diseases—
obesity, diabetes, coronary heart
disease, stroke, and cancer, to name a
few—in the WIC eligible population.

Timetable:
Action Date FR Cite
NPRM 12/00/02
NPRM Comment 04/00/03
Period End
Final Action 01/00/04

Final Action Effective 03/00/04

Regulatory Flexibility Analysis
Required:

Yes

Small Entities Affected:
Businesses

Government Levels Affected:
State, Local, Tribal, Federal
Federalism:

This action may have federalism
implications as defined in EO 13132.

Agency Contact:

Sharon Ackerman

Agency Regulatory Officer
Department of Agriculture

Food and Nutrition Service

3101 Park Center Drive

Room 308

Alexandria, VA 22302

Phone: 703 305-2246

Fax: 703 605-0220

Email: sheri.ackerman@fns.usda.gov

RIN: 0584-AC90

USDA—FNS

8. FOOD STAMP PROGRAM:
SIMPLIFICATION AND STATE
FLEXIBILITY

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:
7 USC 2011 to 2036

CFR Citation:
7 CFR 272; 7 CFR 273

Legal Deadline:

None

Abstract:

This action will 1) propose to
streamline the regulations by removing
unnecessary or redundant provisions
and reorganizing several sections; 2)
propose to increase State flexibility by
moving overly prescriptive regulations;
3) re-propose several provisions that
were proposed in a previous rule, the
Noncitizen Eligibility Certification
Provisions (NECP) of Public Law 104-
193, as amended by Public Laws 104-
208, 105-33, and 105-185, published on
February 29, 2000, but were not
accepted in the final NECP rule
published on November 21, 2001; 4)
propose to remove or revise several
provisions that were finalized in the
NECP final rule; and 5) propose to
incorporate current policy from the
Food Stamp Program’s Policy
Interpretation Response System (PIRS).
(01-018)

Statement of Need:

This rule is discretionary in nature.
However, it simplifies the food stamp
regulations and allows State flexibility
in administering the program.

Summary of Legal Basis:

The legal basis for this rule is Public
Law 104-193, as amended by Public
Laws 104-208, 105-33, and 105-185.

Alternatives:

This rule is discretionary in nature;
therefore it is not mandatory that we
publish it.

Anticipated Cost and Benefits:

Undetermined

Risks:

The FSP provides nutrition assistance
to millions of Americans nationwide—
working families, eligible non-citizens,
and elderly and disabled individuals.
Many low-income families don’t earn
enough money and many elderly and
disabled individuals don’t receive
enough in retirement or disability
benefits to meet all of their expenses
and purchase healthy and nutritious
meals. The FSP serves a vital role in
helping these families and individuals
achieve and maintain self-sufficiency
and purchase a nutritious diet. This
rule is intended to simplify the
regulations and allow State flexibility
in administering the program, thus
decreasing barriers to access benefits.

Timetable:
Action Date FR Cite
NPRM 02/00/03
NPRM Comment 05/00/03
Period End

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:
No

Government Levels Affected:
State, Local, Tribal, Federal

Federalism:

Undetermined

URL For Public Comments:
http://www.fns.usda.gov/fsp/

Agency Contact:

Sharon Ackerman

Agency Regulatory Officer
Department of Agriculture

Food and Nutrition Service

3101 Park Center Drive

Room 308

Alexandria, VA 22302

Phone: 703 305-2246

Fax: 703 605-0220

Email: sheri.ackerman@fns.usda.gov

RIN: 0584-AD22
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USDA—FNS

9. @ FSP: HIGH PERFORMANCE
BONUSES

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:
PL 107-171

CFR Citation:
7 CFR 272; 7 CFR 275

Legal Deadline:
None

Abstract:

This action will propose
implementation of the high
performance bonuses as provided for in
the Farm Security and Rural Investment
Act of 2002 for States that demonstrate
high or improved performance in
administration of the Food Stamp
Program. This action will propose the
measurement criteria for fiscal year
2005 and beyond. (02-006)

Statement of Need:

This rule is mandated by Public Law
107-171 to codify the performance
measures used to award high
performance bonuses for fiscal years
2005 and beyond.

Summary of Legal Basis:

The legal basis for this rule is Public
Law 107-171.

Alternatives:

This rule is mandated by law.
Therefore, there are no alternatives.
Anticipated Cost and Benefits:
Undetermined

Risks:

The law mandates that we codify the
performance measures for the high
performance bonuses for FY 2005 and
beyond. If we did not publish this
proposed rule, we would be unable to
publish a final rule, thus making us out
of compliance with a legislative
mandate.

Timetable:
Action Date FR Cite
NPRM 08/00/03
NPRM Comment 10/00/03
Period End

Regulatory Flexibility Analysis
Required:

No
Small Entities Affected:
No

Government Levels Affected:
State, Local, Tribal, Federal

Federalism:

Undetermined

URL For More Information:
http://www.fns.usda.gov/fsp

Agency Contact:

Sharon Ackerman

Agency Regulatory Officer
Department of Agriculture

Food and Nutrition Service

3101 Park Center Drive

Room 308

Alexandria, VA 22302

Phone: 703 305-2246

Fax: 703 605-0220

Email: sheri.ackerman@fns.usda.gov

RIN: 0584-AD29

USDA—FNS

10. @ FSP: ELIGIBILITY AND
CERTIFICATION PROVISIONS OF THE
FARM SECURITY AND RURAL
INVESTMENT ACT OF 2002

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:

PL 107-171, secs 4101 to 4109, 4114,
4115, and 4401

CFR Citation:
7 CFR 273

Legal Deadline:
None

Abstract:

This proposed rule will amend Food
Stamp Program regulations to
implement the food stamp eligibility
and certification provisions of Public
Law 107-171, the Farm Security and
Rural Investment Act of 2002. The rule
allows States, at their option, to treat
legally obligated child support
payments to a non-household member
as an income exclusion rather than a
deduction (as provided in current law);
allows a State option to exclude certain
types of income that are not counted
under the State’s Temporary Assistance
for Needy Families (TANF) cash
assistance or Medicaid programs;
replaces the current, fixed standard
deduction with a deduction that varies
according to household size and is
adjusted annually for cost-of-living
increases; allows States to simplify the
Standard Utility Allowance (SUA) if
the States elect to use the SUA rather

than actual utility costs for all
households; allows States to use a
standard deduction from income of
$143 per month for homeless
households with some shelter expenses;
allows States to disregard reported
changes in deductions during
certification periods except for changes
associated with a new residence or
earned income until the next
recertification; increases the resource
limit for households with a disabled
member from $2,000 to $3,000
consistent with the limit for households
with an elderly member; allows States
to exclude certain types of resources
that the State does not count for TANF
or Medicaid (section 1931); allows
USDA to approve alternate methods for
issuing food stamp benefits during
disasters when reliance on electronic
benefit transfer systems (EBT) is
impracticable; allows States to extend
semiannual reporting of changes to all
households not exempt from periodic
reporting; requires State agencies that
have a website to post applications on
these sites in the same languages that
the State uses for its written
applications; allows States to extend
from the current 3 months up to 5
months the period of time households
may receive transitional food stamp
benefits when they lose TANF cash
assistance; and restores food stamp
eligibility to qualified aliens who are
otherwise eligible AND who (1) are
receiving disability benefits regardless
of date of entry (current law requires
them to have been in the country on
8/22/96)—effective FY 2003, (2) are
under 18 regardless of date of entry
(current law limits eligibility to
children who were in the country on
8/22/96)—effective FY 2004 and
beyond, or (3) have lived in the U.S.
continuously for 5 years as a qualified
alien beginning on date of entry—
effective April 2003. (02-007)

Statement of Need:

The rule is needed to implement the
food stamp certification and eligibility
provisions of Public Law 107-171, the
Farm Security and Rural Investment
Act of 2002.

Summary of Legal Basis:

The legal basis for this rule is Public
Law 107-171, the Farm Security and
Rural Investment Act of 2002.

Alternatives:

This proposed rule deals with changes
required by Public Law 107-171, the
Farm Security and Rural Investment
Act of 2002. The Department has
limited discretion in implementing
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provisions of that law. Most of the
provisions in this rule are effective
October 1, 2002, and must be
implemented by State agencies prior to
publication of this rule.

Anticipated Cost and Benefits:

The provisions of this rule will
simplify State administration of the
Food Stamp Program, increase
eligibility for the program among
certain groups, increase access to the
program among low-income families
and individuals, and increase benefit
levels. The provisions of Public Law
107-171 implemented by this rule will
have a 5-year cost of approximately
$1.9 billion.

Risks:

The FSP provides nutrition assistance
to millions of Americans nationwide—
working families, eligible non-citizens,
and elderly and disabled individuals.
Many low-income families don’t earn
enough money and many elderly and
disabled individuals don’t receive
enough in retirement or disability
benefits to meet all of their expenses
and purchase healthy and nutritious
meals. The FSP serves a vital role in
helping these families and individuals
achieve and maintain self-sufficiency
and purchase a nutritious diet. This
rule is intended to implement the
certification and eligibility provisions
of Public Law 107-171, the Farm
Security and Rural Investment Act of
2002. It will simplify State
administration of the Food Stamp
Program, increase eligibility for the
program among certain groups, increase
access to the program among low-
income families and individuals, and
increase benefit levels. The provisions
of this rule will increase benefits by
approximately $1.95 billion over 5
years. When fully effective in FY 2006,
the provisions of this rule will add
approximately 415,000 new

participants.
Timetable:
Action Date FR Cite
NPRM 09/00/03
NPRM Comment 11/00/03
Period End
Final Action 12/00/04

Final Action Effective 02/00/05

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:

No

Government Levels Affected:
State, Local, Tribal, Federal

Federalism:

Undetermined

URL For Public Comments:
http://www.fns.usda.gov/fsp/
Agency Contact:

Sharon Ackerman

Agency Regulatory Officer
Department of Agriculture

Food and Nutrition Service

3101 Park Center Drive

Room 308

Alexandria, VA 22302

Phone: 703 305-2246

Fax: 703 605-0220

Email: sheri.ackerman@fns.usda.gov

RIN: 0584—-AD30

USDA—FNS

11. @ FSP: QUALITY CONTROL
PROVISIONS OF THE FARM
SECURITY AND RURAL INVESTMENT
ACT OF 2002

Priority:
Other Significant

Legal Authority:
7 USC 2011 to 2032; PL 107-171

CFR Citation:
7 CFR 273; 7 CFR 275

Legal Deadline:
None

Abstract:

This proposed rule will implement
quality control changes to the Food
Stamp Act required by sections 4118
and 4119 of the Farm Security and
Rural Investment Act of 2002 in the
following areas: 1) Timeframes for
completing quality control reviews; 2)
timeframes for completing the
arbitration process; 3) timeframes for
determining final error rates; 4) the
threshold for potential sanctions and
time period for sanctions; 5) the
calculation of State error rates; 6) the
formula for determining States’ liability
amounts; 7) sanction notification and
method of payment; and 8) corrective
action plans. (02-008)

Statement of Need:

The rule is needed to implement the
food stamp quality control provisions
of Public Law 107-171, the Farm
Security and Rural Investment Act of
2002.

Summary of Legal Basis:

The legal basis for this rule is Public
Law 107-171, the Farm Security and
Rural Investment Act of 2002.

Alternatives:

This proposed rule deals with changes
required by Public Law 107-171, the
Farm Security and Rural Investment
Act of 2002. The Department has
limited discretion in implementing
provisions of that law. The provisions
in this rule are effective for fiscal year
2002 quality control review period and
must be implemented by FNS and State
agencies during fiscal year 2002.

Anticipated Cost and Benefits:

The provisions of this rule will
eliminate enhanced funding for low
payment error rates and revise the
quality control sanction and liability
requirements. The provisions of Public
Law 107-171 implemented by this rule
will save $190 million over 5 years
through elimination of the current
enhanced funding system. This savings
will be partially offset by costs of
implementing a new performance
system. The costs for the new
performance system are estimated to be
$144 million.

Risks:

The FSP provides nutrition assistance
to millions of Americans nationwide.
The quality control system measures
the accuracy of States providing food
stamp benefits to the program
recipients. This rule is intended to
implement the quality control
provisions of Public Law 107-701, the
Farm Security and Rural Investment
Act of 2002. The provisions of this rule
will eliminate enhanced funding for
low payment error rates. It will
significantly revise the system for
determining State agency liabilities and
sanctions for high payment error rates.

Timetable:
Action Date FR Cite
NPRM 01/00/03
NPRM Comment 04/00/03
Period End
Final Action 01/00/04

Final Action Effective 02/00/04

Regulatory Flexibility Analysis
Required:

No

Government Levels Affected:
State, Local, Federal
Federalism:

Undetermined
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Agency Contact:

Sharon Ackerman

Agency Regulatory Officer
Department of Agriculture

Food and Nutrition Service

3101 Park Center Drive

Room 308

Alexandria, VA 22302

Phone: 703 305-2246

Fax: 703 605-0220

Email: sheri.ackerman@fns.usda.gov

RIN: 0584-AD31

USDA—FNS

12. @ FSP: EMPLOYMENT AND
TRAINING PROGRAM PROVISIONS OF
THE FARM SECURITY AND RURAL
INVESTMENT ACT OF 2002

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:
PL 107-171

CFR Citation:
7 CFR 273.7

Legal Deadline:
None

Abstract:

This proposed rule will implement
revisions to the Food Stamp
Employment and Training (E&T)
Program funding requirements. (02-009)

Statement of Need:

This rule is necessary to implement
statutory revisions to E&T Program
funding provisions.

Summary of Legal Basis:

All provisions of this proposed rule are
mandated by Public Law 107-171.
Alternatives:

The alternative is not to revise current
funding rules. This is not practical. The
current rules have been superseded by
changes brought about by Public Law
107-171. These changes were effective
on May 13, 2002, the date of enactment
of Public Law 107-171.

Anticipated Cost and Benefits:
None.

Risks:

None.

Timetable:

Action Date FR Cite

NPRM
NPRM Comment
Period End

09/00/03
11/00/03

Action Date FR Cite

Final Action 12/00/04
Final Action Effective 02/00/05

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:
No

Government Levels Affected:
State, Local, Federal

Agency Contact:

Sharon Ackerman

Agency Regulatory Officer
Department of Agriculture

Food and Nutrition Service

3101 Park Center Drive

Room 308

Alexandria, VA 22302

Phone: 703 305-2246

Fax: 703 605-0220

Email: sheri.ackerman@fns.usda.gov

RIN: 0584—-AD32

USDA—FNS

FINAL RULE STAGE

13. CHILD AND ADULT CARE FOOD
PROGRAM: IMPROVING
MANAGEMENT AND PROGRAM
INTEGRITY

Priority:
Other Significant

Legal Authority:

42 USC 1766; PL 103-448; PL 104-193;
PL 105-336

CFR Citation:
7 CFR 226

Legal Deadline:
None

Abstract:

This rule amends the Child and Adult
Care Food Program (CACFP)
regulations. The changes in this rule
result from the findings of State and
Federal program reviews and from
audits and investigations conducted by
the Office of Inspector General. This
rule will revise: State agency criteria
for approving and renewing institution
applications; program training and
other operating requirements for child
care institutions and facilities; and
State- and institution-level monitoring
requirements. This rule also includes

changes that are required by the
Healthy Meals for Healthy Americans
Act of 1994 (Pub. L. 103-448), the
Personal Responsibility and Work
Opportunities Reconciliation Act of
1996 (Pub. L. 104-193), and the William
F. Goodling Child Nutrition
Reauthorization Act of 1998 (Pub. L.
105-336).

The changes are designed to improve
program operations and monitoring at
the State and institution levels and,
where possible, to streamline and
simplify program requirements for State
agencies and institutions. (95-024)

Statement of Need:

In recent years, State and Federal
program reviews have found numerous
cases of mismanagement, abuse, and in
some instances, fraud by child care
institutions and facilities in the CACFP.
These reviews revealed weaknesses in
management controls over program
operations and examples of regulatory
noncompliance by institutions,
including failure to pay facilities or
failure to pay them in a timely manner;
improper use of program funds for non-
program expenditures; and improper
meal reimbursements due to incorrect
meal counts or to mis-categorized or
incomplete income eligibility
statements. In addition, audits and
investigations conducted by the Office
of Inspector General (OIG) have raised
serious concerns regarding the
adequacy of financial and
administrative controls in CACFP.
Based on its findings, OIG
recommended changes to CACFP
review requirements and management
controls.

Summary of Legal Basis:

Some of the changes proposed in the
rule are discretionary changes being
made in response to deficiencies found
in program reviews and OIG audits.
Other changes codify statutory changes
made by the Healthy Meals for Healthy
Americans Act of 1994 (Pub. L. 103-
448), the Personal Responsibility and
Work Opportunities Reconciliation Act
of 1996 (Pub. L. 104-193), and the
William F. Goodling Child Nutrition
Reauthorization Act of 1998 (Pub. L.
105-336).

Alternatives:

In developing the proposal, the Agency
considered various alternatives to
minimize burden on State agencies and
institutions while ensuring effective
program operation. Key areas in which
alternatives were considered include
State agency reviews of institutions and
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sponsoring organization oversight of
day care homes.

Anticipated Cost and Benefits:

This rule contains changes designed to
improve management and financial
integrity in the CACFP. When
implemented, these changes would
affect all entities in CACFP, from USDA
to participating children and children’s
households. These changes will
primarily affect the procedures used by
State agencies in reviewing applications
submitted by, and monitoring the
performance of, institutions which are
participating or wish to participate in
the CACFP. Those changes which
would affect institutions and facilities
will not, in the aggregate, have a
significant economic impact.

Data on CACFP integrity is limited,
despite numerous OIG reports on
individual institutions and facilities
that have been deficient in CACFP
management. While program reviews
and OIG reports clearly illustrate that
there are weaknesses in parts of the
program regulations and that there have
been weaknesses in oversight, neither
program reviews, OIG reports, nor any
other data sources illustrate the
prevalence and magnitude of CACFP
fraud and abuse. This lack of
information precludes USDA from
estimating the amount of money lost
due to fraud and abuse or the reduction
in fraud and abuse the changes in this
rule will realize.

Risks:

Continuing to operate the CACFP under
existing provisions of the regulations
that do not sufficiently protect against
fraud and abuse in CACFP puts the
program at significant risk. This rule
includes changes designed to
strengthen current program regulations
to reduce the risk associated with the

program.
Timetable:
Action Date FR Cite
NPRM 09/12/00 65 FR 55103
NPRM Comment 12/11/00

Period End
Interim Final Rule 06/00/03
Interim Final Rule 07/00/03

Effective

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:

No

Government Levels Affected:
State, Local

Federalism:

This action may have federalism
implications as defined in EO 13132.

Agency Contact:

Sharon Ackerman

Agency Regulatory Officer
Department of Agriculture

Food and Nutrition Service

3101 Park Center Drive

Room 308

Alexandria, VA 22302

Phone: 703 305-2246

Fax: 703 605-0220

Email: sheri.ackerman@fns.usda.gov

RIN: 0584-AC24

USDA—Food Safety and Inspection
Service (FSIS)

PROPOSED RULE STAGE

14. PERFORMANCE STANDARDS FOR
BACON

Priority:
Other Significant

Legal Authority:
21 USC 601 et seq; 21 USC 451 et seq

CFR Citation:
9 CFR 424.22(b)

Legal Deadline:
None

Abstract:

FSIS is proposing to revise the
regulatory provisions concerning the
production and testing of pumped
bacon (9 CFR 424.22(b)). FSIS is
proposing to remove provisions that
prescribe the substances and amounts
of such substances that must be used
to produce pumped bacon. FSIS is
proposing to replace these provisions
with an upper limit for nitrite and a
performance standard that
establishments producing pumped
bacon must meet. To meet the proposed
performance standard, the process used
would be required to limit the presence
of nitrosamines when the product is
cooked.

Statement of Need:

FSIS is proposing to replace restrictive
provisions concerning the processing of
pumped bacon with an upper limit for
nitrite and a performance standard. The
proposed performance standard
concerns limiting the presence of
volatile nitrosamines in pumped bacon.
These proposed changes are necessary

to make the regulations concerning
pumped bacon consistent with those
governing Hazard Analysis and Critical
Control Point (HACCP) systems.

Summary of Legal Basis:

Under the Federal Meat Inspection Act
(21 U.S.C. 601-695) a meat or meat food
product is adulterated “if it bears or
contains any poisonous or deleterious
substance which may render it
injurious to health, but in case the
substance is not an added substance,
such article shall not be considered
adulterated under this clause if the
quantity of such substance in or on
such article does not ordinarily render
it injurious to health” (21 U.S.C.
601(m)(1)). Volatile nitrosamines are
deleterious because they are
carcinogenic, and though not added
directly to pumped bacon, they may be
produced when the pumped bacon is
fried. Processors can control the levels
of nitrosamines that may be present
when the product is fried by
controlling the levels of ingoing nitrite
and of ingoing curing accelerators that
are used in the production of pumped
bacon. In 1978, USDA stated that
nitrosamines present at confirmable
levels in pumped bacon after
preparation for eating were deemed to
adulterate the product. FSIS still
maintains that pumped bacon with
confirmable levels of nitrosamines after
preparation for eating is adulterated.
Under this proposed rule, processors
meeting the performance standard
would control the levels of
nitrosamines in the finished product by
complying with a performance
standard.

Alternatives:

No action; performance standards for
all types of bacon (not just pumped
bacon, as proposed).

Anticipated Cost and Benefits:

Because FSIS is proposing to convert
existing regulations to a performance
standard and is not proposing any new
requirements for establishments
producing pumped bacon, FSIS does
not anticipate that this proposed rule
would result in any significant costs or
benefits. Pumped bacon processing
establishments whose HACCP plans do
not address nitrosamines as hazards
reasonably likely to occur may incur
some costs. Also, establishments that
choose to test their products for
nitrosamines may incur some costs.
Because this rule provides
establishments the flexibility to develop
new procedures for producing bacon,
this rule may result in profits to
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processors who develop cheaper means
of producing product or who develop
a product with wide consumer appeal.

Risks:

None.

Timetable:

Action Date FR Cite
NPRM 12/00/02

Regulatory Flexibility Analysis
Required:

No

Government Levels Affected:

None

Agency Contact:

Dr. Daniel L. Engeljohn

Director, Regulations and Directives
Development Staff

Department of Agriculture

Food Safety and Inspection Service
Room 112 Cotton Annex Building
1400 Independence Avenue SW
Washington, DC 20250

Phone: 202 720-5627

Fax: 202 690-0486

Email: daniel.engeljohn@usda.gov

RIN: 0583-AC49

USDA—FSIS

15. EGG AND EGG PRODUCTS
INSPECTION REGULATIONS

Priority:
Economically Significant. Major status
under 5 USC 801 is undetermined.

Unfunded Mandates:

Undetermined

Legal Authority:
21 USC 1031 to 1056

CFR Citation:

9 CFR 590.570; 9 CFR 590.575; 9 CFR
590.146; 9 CFR 590.10; 9 CFR 590.411;
9 CFR 590.502; 9 CFR 590.504; 9 CFR
590.580; 9 CFR 591; ...

Legal Deadline:

None

Abstract:

The Food Safety and Inspection Service
(FSIS) is proposing to require shell egg
packers and egg products plants to
develop and implement Hazard
Analysis and Critical Control Points
(HACCP) systems and Sanitation
Standard Operating Procedures (SOPs).
FSIS also is proposing pathogen
reduction performance standards that
would be applicable to pasteurized

shell eggs and egg products. Plants
would be expected to develop HACCP
systems that ensure products meet the
pathogen reduction performance
standards. Finally, FSIS is proposing to
amend the Federal egg and egg
products inspection regulations by
removing current requirements for prior
approval by FSIS of egg products plant
drawings, specifications, and
equipment prior to their use in official
plants. The Agency also plans to
eliminate the prior label approval
system for egg products.

The actions being proposed are part of
FSIS’ regulatory reform effort to
improve FSIS’ egg and egg products
food safety regulations, better define
the roles of Government and the
regulated industry, encourage
innovations that will improve food
safety, remove unnecessary regulatory
burdens on inspected egg products
plants, and make the egg and egg
products regulations as consistent as
possible with the Agency’s meat and
poultry products regulations. FSIS is
also taking these actions in light of
changing inspection priorities and
recent findings of Salmonella in
pasteurized egg products.

Statement of Need:

FSIS is proposing to require shell egg
packers and egg products plants to
develop and implement HACCP
systems and sanitation SOPs. FSIS also
is proposing pathogen reduction
performance standards that would be
applicable to pasteurized eggs and egg
products. Plants would be expected to
develop HACCP systems that ensure
that these products meet the lethality
required by the pathogen reduction
performance standards. In addition,
FSIS is proposing to amend the Federal
shell egg and egg products inspection
regulations by removing current
requirements for approval by FSIS of
egg product plant drawings,
specifications, and equipment prior to
their use in official plants. Finally, the
Agency plans to eliminate the pre-
marketing label approval system for egg
products but to require safe-handling
labels on all shell eggs.

The actions being proposed are part of
FSIS’ regulatory reform effort to
improve FSIS’ shell egg and egg
products food safety regulations, better
define the roles of Government and the
regulated industry, encourage
innovations that will improve food
safety, remove unnecessary regulatory
burdens on inspected egg products
plants, and make the shell egg and egg
products regulations as consistent as

possible with the Agency’s meat and
poultry products regulations. FSIS also
is taking these actions in light of
changing inspection priorities and
recent findings of Salmonella in
pasteurized egg products.

This proposal is directly related to
FSIS’ PR/HACCP initiative.

Summary of Legal Basis:

This proposed rule is authorized under
the Egg Products Inspection Act (21
U.S.C. 1031-1056). It is not the result
of any specific mandate by the
Congress or a Federal court.

Alternatives:

A team of FSIS economists and food
technologists is conducting a cost-
benefit analysis to evaluate the
potential economic impacts of several
alternatives on the public, the shell egg
and egg products industry, and FSIS.
These alternatives include: (1) Taking
no regulatory action; (2) requiring all
inspected egg products plants to
develop, adopt, and implement written
sanitation SOPs and HACCP plans; and
(3) converting to a lethality-based
pathogen reduction performance
standard many of the current highly
prescriptive egg products processing
requirements. The team will consider
the effects of a uniform, across-the-
board standard for all egg products; a
performance standard based on the
relative risk of different classes of egg
products; and a performance standard
based on the relative risks to public
health of different production
processes.

Anticipated Cost and Benefits:

FSIS is analyzing the potential costs of
this proposed rulemaking to industry,
FSIS and other Federal agencies, State
and local governments, small entities,
and foreign countries. The expected
costs to industry will depend on a
number of factors. These costs include
the required lethality, or level of
pathogen reduction, and the cost of
HACCP plan and sanitation SOP
development, implementation, and
associated employee training. The
pathogen reduction costs will depend
on the amount of reduction sought and
in what classes of product, product
formulations, or processes.

Relative enforcement costs to FSIS and
Food and Drug Administration may
change because the two agencies share
responsibility for inspection and
oversight of the egg industry and a
common farm-to-table approach for
shell egg and egg products food safety.
Other Federal agencies and local
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governments are not likely to be
affected.

FSIS has cooperative agreements with
six States and the Commonwealth of
Puerto Rico under which they provide
inspection services to egg processing
plants under Federal jurisdiction. FSIS
reimburses the States for staffing costs
and expenses for full-time State
inspectors. HACCP implementation
may result in a reduction of staffing
resource requirements in the States and
a corresponding reduction of the
Federal reimbursement. As a result,
some States may decide to stop
providing inspection services and
convert to Federal inspection of egg
products plants.

Egg and egg product inspection systems
of foreign countries wishing to export
eggs and egg products to the U.S. must
be equivalent to the U.S. system. FSIS
will consult with these countries, as
needed, if and when this proposal
becomes effective.

This proposal is not likely to have a
significant impact on small entities.
The entities that would be directly
affected by this proposal would be the
approximately 75 federally inspected
egg products plants, most of which are
small businesses, according to Small
Business Administration criteria. If
necessary, FSIS will develop
compliance guides to assist these small
firms in implementing the proposed
requirements.

Potential benefits associated with this
rulemaking include: Improvements in
human health due to pathogen
reduction; improved utilization of FSIS
inspection program resources; and cost
savings resulting from the flexibility of
egg products plants in achieving a
lethality-based pathogen reduction
performance standard. Once specific
alternatives are identified, economic
analysis will identify the quantitative
and qualitative benefits associated with
each.

Human health benefits from this
rulemaking are likely to be small
because of the low level of (chiefly
post-processing) contamination of
pasteurized egg products. In light of
recent scientific studies that raise
questions about the efficacy of current
regulations, however, it is likely that
measurable reductions will be achieved
in the risk of foodborne illness.

Risks:

FSIS believes that this regulatory action
may result in a further reduction in the
risks associated with egg products. The
development of a lethality-based

pathogen reduction performance
standard for egg products, replacing
command-and-control regulations, will
remove unnecessary regulatory
obstacles to, and provide incentives for,
innovation to improve the safety of egg
products.

To assess the potential risk-reduction
impacts of this rulemaking on the
public, an intra-Agency group of
scientific and technical experts is
conducting a risk management analysis.
The group has been charged with
identifying the lethality requirement
sufficient to ensure the safety of egg
products and the alternative methods
for implementing the requirement. The
egg products processing and
distribution module of the Salmonella
enteritidis Risk Assessment, made
public June 12, 1998, will be
appropriately modified to evaluate the
risk associated with the regulatory
alternatives.

Timetable:
Action Date FR Cite
NPRM 06/00/03

Regulatory Flexibility Analysis
Required:

Yes

Small Entities Affected:
Businesses, Governmental Jurisdictions

Government Levels Affected:
Federal, State

Federalism:
Undetermined

Agency Contact:

Dr. Daniel L. Engeljohn

Director, Regulations and Directives
Development Staff

Department of Agriculture

Food Safety and Inspection Service
Room 112 Cotton Annex Building
1400 Independence Avenue SW
Washington, DC 20250

Phone: 202 720-5627

Fax: 202 690-0486

Email: daniel.engeljohn@usda.gov

RIN: 0583—-AC58

USDA—FSIS

16. ELIMINATION OF CHILLING TIME
AND TEMPERATURE REQUIREMENTS
FOR READY-TO-COOK POULTRY
(SECTION 610 REVIEW)

Priority:

Other Significant

Legal Authority:

21 USC 451 to 470

CFR Citation:
9 CFR 381.66

Legal Deadline:
None

Abstract:

FSIS is proposing to eliminate the time
and temperature requirements for
chilling ready-to-cook poultry carcasses
and giblets. The Agency is taking this
action because the requirements are
inconsistent with the Agency’s
Pathogen Reduction/Hazard Analysis
and Critical Control Point (PR/HACCP)
System regulations, with its final rule
further restricting retained water in raw
meat and poultry, and with the
Agency’s regulatory reform program.
Moreover, because of these regulations,
the meat and poultry industries receive
disparate regulatory treatment: No
regulations that apply to the chilling

of poultry apply to the chilling of meat.
This proposal responds to longstanding
petitions by industry trade associations.

Statement of Need:

This proposed rule addresses Federal
regulations that are inconsistent with
the PR/HACCP regulations because they
restrict the ability of poultry processors
to choose appropriate and effective
measures to eliminate, reduce, or
control biological hazards identified in
their hazard analyses. The regulations
also complicate efforts by
establishments to comply with the
terms of the January 9, 2001, final rule
further restricting the amount of water
that may be retained in raw meat or
poultry products after post-evisceration
processing; some establishments may
have to use chilling procedures that
result in higher levels of retained water
in carcasses than may be necessary to
achieve the same food safety objective.
For example, establishments that
operate automated chillers may have to
subject poultry carcasses to higher
agitation rates or longer dwell times in
the chillers. Also, as discussed above,
the time/temperature chilling
regulations for poultry are inconsistent
with the PR/HACCP regulations, the
retained water regulations, and the
meat inspection regulations.

Summary of Legal Basis:

This regulatory action is authorized
under the Poultry Products Inspection
Act (21 U.S.C. 451-470).

Alternatives:

FSIS evaluated five regulatory
alternatives: (1) Taking no regulatory
action; (2) replacing the command-and-
control requirements with a
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performance standard; (3) requiring
meatpackers, as well as poultry
processors, to comply with such a
performance standard; (4) requiring all
establishments that prepare raw meat
or poultry products or handle,
transport, or receive the products in
transportation to comply with a
performance standard; or (5) removing
the command-and-control requirements
from the poultry products inspection
regulations. The Agency chose the fifth
alternative.

Anticipated Cost and Benefits:

Poultry processors would gain the
flexibility to choose the best processing
techniques and procedures for
achieving production efficiencies,
meeting HACCP food safety objectives,
and preventing economic adulteration
of raw product with retained water in
amounts greater than unavoidable for
food-safety purposes. They would be
able to operate with a wider range of
chilling temperatures consistently with
the requirements of the PR/HACCP
regulations. The poultry products
industry could achieve energy
efficiencies resulting in annual savings
of as much as $2.8 million. The
industry could also reduce carcass
“dwell times” in immersion chillers
and thereby reduce the amount of water
absorbed and retained by the carcasses.
The reduction in dwell time might
enable some establishments,
particularly those currently operating at
the throughput capacity of their
chillers, to increase production by
installing additional evisceration lines.

Poultry establishments would therefore
be able to operate more efficiently to
provide consumers with product that is
not adulterated. FSIS also would gain
some flexibility by being able to
reallocate some inspection resources
from measuring the temperature of
chilled birds to such activities as
HACCP system verification.

This proposed rule would directly
impose no new costs on the regulated
industry. It would relieve burdens
arising from the disparate impacts of
the current regulations on the meat and
poultry industries.

Risks:

None

Timetable:

Action Date FR Cite
NPRM 06/00/03

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:

Businesses

Government Levels Affected:

None

Agency Contact:

Dr. Daniel L. Engeljohn

Director, Regulations and Directives
Development Staff

Department of Agriculture

Food Safety and Inspection Service
Room 112 Cotton Annex Building
1400 Independence Avenue SW
Washington, DC 20250

Phone: 202 720-5627

Fax: 202 690-0486

Email: daniel.engeljohn@usda.gov

RIN: 0583—-AC87

USDA—FSIS

17. EMERGENCY REGULATIONS TO
PREVENT MEAT FOOD AND MEAT
PRODUCTS THAT MAY CONTAIN THE
BSE AGENT FROM ENTERING
COMMERCE

Priority:

Economically Significant. Major status
under 5 USC 801 is undetermined.

Legal Authority:
21 USC 601 et seq

CFR Citation:
Not Yet Determined

Legal Deadline:

None

Abstract:

FSIS is proposing to amend the meat
inspection regulations to add
emergency regulations to prevent meat
and meat food products that may
contain the bovine spongiform
encephalopathy (BSE) agent from
entering commerce. The emergency
regulations would become effective
when, and if, BSE is diagnosed in
native cattle in the United States. FSIS
may also propose to issue certain
regulations in the absence of BSE as
preventive measures. The proposed
regulations provide for periodic review
by FSIS to determine their effectiveness
and to evaluate the need to modify or
remove some measures or impose
additional measures.

Statement of Need:

FSIS is proposing to amend the meat
inspection regulations to add
provisions to prevent meat and meat
products that may contain the BSE
agent from entering commerce in the

event that BSE is diagnosed in native
cattle in the U.S. Any final rule that

is developed as a result of this proposal
will become effective if, and when, a
native case of BSE is detected in the
u.s.

BSE is a chronic, degenerative,
neorological disorder of cattle.
Worldwide, there have been more than
185,000 cases since the disease was
first diagnosed in 1986 in Great Britain.
There have been no cases of BSE
detected in the United States despite
10 years of active surveillance for the
disease. Recent laboratory and
epidemiological research indicate that
there is a causal association between
BSE and variant Creutzfeldt-Jakob
Disease (vCJD), a slow degenerative
disease that affects the central nervous
system of humans. Like BSE, vCJD has
not been detected in the United States.
Both BSE and vCJD are always fatal.

Although BSE has not been detected in
the U.S., USDA policy in regard to BSE
has been to be proactive and
preventive. Therefore, FSIS is
proposing these regulations so that the
Agency will have an immediate
regulatory response in the event that
BSE is detected in the U.S. Once
finalized, the proposed measures will
be incorporated in the meat inspection
regulations but would only become
effective if, and when, BSE is detected
in native cattle. The proposed
regulations would: (1) Prohibit certain
materials that have been shown to
contain the BSE agent in BSE-infected
cattle to be used for human food or

in the production of human food; (2)
prescribe handling, storage, and
transportation requirements for such
materials; (3) prohibit slaughter
procedures that may cause potentially
infective tissues to migrate to edible
tissues; (4) impose restrictions on the
use of the vertebral column as a source
material in the production of meat
produced using advanced meat
recovery systems (AMRS) and in the
production of “Mechanically Separated
(Beef)” (MS(Beef)) meat food product;
(5) prescribe requirements for the
slaughtering and processing of cattle
whose materials are most likely to
contain the BSE agent if the animal is
infected with BSE; and (6) prescribe
requirements for the sanitation or
disposal of plant equipment that may
be contaminated with the BSE agent.
The proposed regulations provide for
periodic review by FSIS to determine
their effectiveness and to evaluate the
need to modify or remove some
measures or impose additional
measures.
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Summary of Legal Basis:

Under the Federal Meat Inspection Act
(21 U.S.C. 601-695), FSIS issues
regulations governing the production of
meat and meat food products. The
regulations, along with FSIS inspection
programs, are designed to ensure that
meat food products are safe, not
adulterated, and properly marked,
labeled, and packaged.

Alternatives:

As an alternative to the proposed
requirements, FSIS considered taking
no action. FSIS rejected this option
because, as previously mentioned,
USDA policy in regard to BSE has been
to be proactive and preventive.
Publishing a proposed rule will inform
the public of the type of regulatory
response it can expect from FSIS when,
and if, BSE is detected in native cattle.

In addition to the proposed
requirements, FSIS is considering
taking actions prior to the detection of
BSE in the U.S. to minimize human
exposure to materials from cattle that
could potentially contain the BSE
agent. The measures under
consideration are targeted at the
materials of cattle that are most likely
to contain the BSE agent, if such
animals have been infected with BSE,
and those cattle that have consumed
feed prohibited by Food and Drug
Administration’s (FDA) regulations (i.e.,
mammalian meat and bone meal in
ruminant feed).

Anticipated Cost and Benefits:

If issued as a final rule, this proposal
would result in costs to the regulated
industry. FSIS expects to minimize the
costs by targeting the regulations to
apply to those cattle whose materials
are most likely to contain the BSE agent
if the animal is infected with BSE.
Banning certain materials, such as brain
and spinal cord, for use as human food
may require additional staff and time

to remove such materials. Materials
prohibited for use as human food could
not be sold domestically or exported.
Companies may be required to find
new ways to handle and dispose of
these materials, which would impose
additional costs. Prohibiting the use of
bovine vertebral column as a source
material in AMRS and systems used to
produce MS (Beef) product could result
in a decrease in product yield and may
require companies that use these
systems to produce boneless beef and
beef products to find other uses for
bovine vertebral column.
Establishments whose equipment may
have been contaminated with the BSE

agent may have costs associated with
sanitation or disposal of plant
equipment.

FSIS may incur costs to increase
inspection and compliance activities to
ensure that the measures taken to
prevent meat and meat food products
that may contain the BSE agent from
entering commerce are effective.
Producers may receive lower prices
from processors, and some of their
stock may be condemned outright. The
price consumers pay for meat may rise
or fall depending on how the discovery
of BSE in the U.S. would affect
consumer demand for beef.

The main benefit of this proposed rule
is the prevention of vCJD in the United
States. There have been over 100
definite and probable cases of vCJD
detected worldwide since the disease
was first identified in 1986 in the
United Kingdom. While vCJD is still
considered a rare condition, the extent
or occurrence of a vCJD epidemic in
the United Kingdom cannot be
determined because of the long
incubation period (up to 25 years).
Thus, if issued as a final rule, this
proposal could have widespread public
health benefits if it serves to prevent

a vCJD epidemic from developing in
the U.S. Even if vCJD remains a rare
condition, this proposed rule will still
have public health benefits because of
the severity of the symptoms associated
with vCJD and the fact that vCJD is
always fatal.

This proposed rule may benefit the
meat industry by helping to restore
confidence in the domestic meat supply
when, and if, a native case of BSE is
detected in the U.S. This may limit
losses to meat slaughter and processing
operations in the long run.

Risks:

Although vCJD is a rare condition, the
symptoms are severe, and it is always
fatal. This proposed rule is intended to
reduce the risk of humans developing
vCJD in the U.S. in the event BSE is
detected in native cattle. The measures
proposed by FSIS are intended to
minimize human exposure to materials
from cattle that could potentially
contain the BSE agent. In April 1998,
USDA entered into a cooperative
agreement with Harvard University’s
School of Public Health to conduct a
risk analysis to assess the potential
pathways for entry into U.S. cattle and
the U.S. food supply, to evaluate
existing regulations and policies, and
to identify any additional measures that
could be taken to protect human and
animal health. FSIS will use the

findings of the risk assessment to
evaluate the level of risk reduction
associated with the proposed measures.

Unlike bacterial and viral pathogens
that may be found in or on meat food
products, the BSE agent cannot be
destroyed by conventional methods,
such as cooking or irradiation. Also,
although it is rare, vC]JD, the human
disease associated with exposure to the
BSE agent, is generally more severe
than the human illnesses associated
with exposure to bacterial and viral
pathogens. Thus, if BSE were detected
in the U.S., additional measures to
reduce the risk of human exposure to
the BSE agent are necessary to protect
public health.

Timetable:
Action Date FR Cite
NPRM 09/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

Undetermined

Federalism:

Undetermined

Agency Contact:

Dr. Daniel L. Engeljohn

Director, Regulations and Directives
Development Staff

Department of Agriculture

Food Safety and Inspection Service
Room 112 Cotton Annex Building
1400 Independence Avenue SW
Washington, DC 20250

Phone: 202 720-5627

Fax: 202 690-0486

Email: daniel.engeljohn@usda.gov

RIN: 0583-AC88

USDA—FSIS

FINAL RULE STAGE

18. PERFORMANCE STANDARDS FOR
READY-TO-EAT MEAT AND POULTRY
PRODUCTS

Priority:
Economically Significant

Unfunded Mandates:

Undetermined
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Legal Authority:
21 USC 451 et seq; 21 USC 601 et seq

CFR Citation:
9 CFR 317; 9 CFR 381; 9 CFR 430

Legal Deadline:

None

Abstract:

FSIS has proposed to establish
pathogen reduction performance
standards for all ready-to-eat and
partially heat-treated meat and poultry
products. The performance standards
spell out the objective level of pathogen
reduction that establishments must
meet during their operations in order
to produce safe products but allow the
use of customized, plant-specific
processing procedures other than those
prescribed in the earlier regulations.
Along with HACCP, food safety
performance standards will give
establishments the incentive and
flexibility to adopt innovative, science-
based food safety processing procedures
and controls, while providing objective,
measurable standards that can be
verified by Agency inspectional
oversight. This set of performance
standards will include and be
consistent with those already in place
for certain ready-to-eat meat and
poultry products. FSIS also proposed
testing requirements intended to reduce
the incidence of Listeria in ready-to-eat
meat and poultry products.

Statement of Need:

The Food Safety and Inspection Service
(FSIS) has proposed to amend the
Federal meat and poultry inspection
regulations by establishing food safety
performance standards for all ready-to-
eat and all partially heat-treated meat
and poultry products. The proposed
performance standards set forth both
levels of pathogen reduction and limits
on pathogen growth that official meat
and poultry establishments must
achieve during their operations in order
to produce unadulterated products but
allow the use of customized, plant-
specific processing procedures. The
proposed performance standards apply
to ready-to-eat meat and poultry
products, categorized as follows: Dried
products (e.g., beef or poultry jerky);
salt-cured products (e.g. country ham);
fermented products (e.g., salami and
Lebanon bologna); cooked and
otherwise processed products (e.g., beef
and chicken burritos, corned beef,
pastrami, poultry rolls, and turkey
franks); and thermally-processed,
commercially sterile products (e.g.,

canned spaghetti with meat balls and
canned corned beef hash).

Although FSIS routinely samples and
tests some ready-to-eat products for the
presence of pathogens prior to
distribution, there are no specific
regulatory pathogen reduction
requirements for most of these
products. The proposed performance
standards will help ensure the safety
of these products; give establishments
the incentive and flexibility to adopt
innovative, science-based food safety
processing procedures and controls;
and provide objective, measurable
standards that can be verified by
Agency oversight.

FSIS also proposed requirements
intended to reduce the incidence of
Listeria in ready-to-eat meat and
poultry products. First, FSIS proposed
to require establishments that produce
ready-to-eat meat and poultry products
to conduct environmental testing for
Listeria to verify that they are
controlling the presence of L.
monocytogenes within their processing
environments. Establishments that have
developed and implemented HACCP
controls for L. monocytogenes would be
exempt from these testing requirements.

FSIS also has proposed to eliminate its
regulations that require that both ready-
to-eat and not-ready-to-eat pork and
products containing pork be treated to
destroy trichinae (Trichinella spiralis).
These requirements are inconsistent
with HACCP, and some will be
unnecessary if FSIS makes final the
proposed performance standards for
ready-to-eat meat and poultry products.

Summary of Legal Basis:

Under the Federal Meat Inspection Act
(21 U.S.C 601-695) and the Poultry
Product Inspection Act (21 U.S.C 451-
470) FSIS issues regulations governing
the production of meat and poultry
products prepared for distribution in
commerce. The regulations, along with
FSIS inspection programs, are designed
to ensure that meat and poultry
products are safe, not adulterated, and
properly marked, labeled, and
packaged.

Alternatives:

As an alternative to all of the proposed
requirements, FSIS considered taking
no action. As alternatives to the
proposed requirements for Listeria
testing, FSIS considered: End-product
testing; mandatory post-lethality
interventions for L. monocytogenes;
mandatory food-contact surface testing
for all establishments that produce
read-to-eat products; redesignation of

hotdogs and other ready-to-eat products
as not-ready-to-eat; and requiring ‘“‘use-
by’ date labeling on certain ready-to-
eat products.

Anticipated Cost and Benefits:

If the proposed regulations could
achieve a complete elimination of
listeriosis that results from the
consumption of contaminated RTE
meat and poultry products, the
expected annual reduction in listeriosis
cases and deaths would range from
1,660 cases and 331 deaths (based on
the draft FDA-FSIS risk assessment and
on 100 percent program effectiveness)
to 167 cases and 35 deaths (based on
two independent CDC studies and on
100 percent program effectiveness).
FSIS is uncertain about the
effectiveness of its proposed testing
requirements in reducing listeriosis and
therefore unable to adequately quantify
a range of benefits. FSIS intends to use
comments and data received during the
comment period and at the planned
technical conference to refine the
proposed regulations and to better
estimate benefits. It is of course
unlikely that the proposed regulations
could achieve complete elimination of
the listeriosis that results from
contaminated meat and poultry, but
FSIS believes that the benefits of the
regulations would exceed the total costs
of all of the proposed provisions.

The two main provisions of the
proposed rule are: (1) Mandatory in-
plant testing for Listeria and (2)
Salmonella and E. coli performance
standards firms must employ as
measures of process control. Much of
the costs of these actions are associated
with first-year, one-time validation
pertaining to the achievement of the
performance standards and with the
incorporation of new information into
plants’ HACCP plans. These initial
costs are projected at over $6.5 million,
while annual recurring costs are
estimated at $6.2 million. Benefits are
expected to result from less
contaminated product entering
commercial channels due to increased
sanitation efforts and in-plant
verification through testing.

Risks:
None.

Timetable:

Action Date FR Cite

NPRM

NPRM Comment
Period End

NPRM Comment
Period Extended

02/27/01 66 FR 12590
05/29/01

07/03/01 66 FR 35112
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Action Date FR Cite Statement of Need: Regulatory Flexibility Analysis
NPRM Comment 09/10/01 In 1998, FSIS proposed to clarify the Required:

Period End meat inspection regulations regarding Undetermined
Final Action 06/00/03 mechanically separated meat contained

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

Undetermined

Agency Contact:

Dr. Daniel L. Engeljohn

Director, Regulations and Directives
Development Staff

Department of Agriculture

Food Safety and Inspection Service
Room 112 Cotton Annex Building
1400 Independence Avenue SW
Washington, DC 20250

Phone: 202 720-5627

Fax: 202 690-0486

Email: daniel.engeljohn@usda.gov

RIN: 0583-AC46

USDA—FSIS

19. MEAT PRODUCED BY ADVANCED
MEAT/BONE SEPARATION
MACHINERY AND RECOVERY
SYSTEMS

Priority:
Other Significant

Legal Authority:
21 USC 601 to 695

CFR Citation:

9 CFR 301.2; 9 CFR 318.24 (Revision);
9 CFR 320.1(b)(10)

Legal Deadline:
None

Abstract:

In 1994, the Food Safety and Inspection
Service (FSIS) amended its regulations
to recognize that products resulting
from advanced meat/bone separation
machinery comes within the definition
of meat when recovery systems are
operated to assure that the
characteristics and composition of the
resulting product are consistent with
those of meat. Subsequent compliance
problems and other concerns have
made it apparent that the regulations
are inadequate to prevent misbranding
and economic adulteration. Therefore,
FSIS is developing a rule to clarify the
regulations and supplement the rules
for assuring compliance.

in a final rule issued in December 1995.
The rule would replace the present
compliance program parameters with
non-compliance criteria for bone and
bone-related material. The rule would
require, as a prerequisite to labeling or
using product derived by mechanically
separating skeletal muscle tissue from
cattle and swine bones as meat, that
establishments implement and
document procedures for ensuring that
their production process is in control.
The proposed rule was published in
1998.

FSIS intends to implement more rigid
measures for central nervous system
tissue and prohibiting the use of
vertebral columns in the AMR final
product unless the establishment can
demonstrate effective process control to
ensure that no spinal cord and dorsal
root ganglia will be present in the final
AMR product. Current FSIS policy
prohibits the presence of spinal cord
in AMR products but not the presence
of DRG or the use of vertebral columns.
In January 2002, FSIS began the first

of two surveys on AMR products
derived from non-vertebral and
vertebral beef and pork columns.

Summary of Legal Basis:

This action is authorized under the
Federal Meat Inspection Act (21 U.S.C.
601-695).

Alternatives:
No action.

Anticipated Cost and Benefits:

Although the 1998 proposed rule was
determined to be not economically
significant, FSIS restudied the projected
costs using data from various FSIS data
bases and other sources to develop an
improved estimate of the benefits and
costs of implementing the final rule. To
date, it appears that the final rule will
not be economically significant, but
data evaluation continues. The benefit
of enforcing the misbranding provisions
will ensure that the product does not
contain materials not consistent with
boneless, comminuted meat.

Risks:
None.
Timetable:
Action Date FR Cite
NPRM 04/13/98 63 FR 17959
NPRM Comment 06/12/98
Period End
Final Action 09/00/03

Government Levels Affected:

None
Agency Contact:

Dr. Daniel L. Engeljohn

Director, Regulations and Directives
Development Staff

Department of Agriculture

Food Safety and Inspection Service
Room 112 Cotton Annex Building
1400 Independence Avenue SW
Washington, DC 20250

Phone: 202 720-5627

Fax: 202 690-0486

Email: daniel.engeljohn@usda.gov

RIN: 0583—-AC51

USDA—FSIS

20. NUTRITION LABELING OF
GROUND OR CHOPPED MEAT AND
POULTRY PRODUCTS AND SINGLE-
INGREDIENT PRODUCTS

Priority:
Other Significant

Legal Authority:
21 USC 601 et seq; 21 USC 451 et seq

CFR Citation:
9 CFR 317; 9 CFR 381

Legal Deadline:
None

Abstract:

FSIS has proposed to amend the
Federal meat and poultry products
inspection regulations to require that
nutrition information be provided for
the major cuts of single-ingredient, raw
meat and poultry products, either on
their label or at their point-of-purchase.
FSIS proposed to require nutrition
labeling of the major cuts of single-
ingredient, raw meat and poultry
products because, during the most
recent surveys of retailers, the Agency
did not find significant participation in
the voluntary nutrition labeling
program for single-ingredient, raw meat
and poultry products.

In this rule, FSIS also proposed to
amend its regulations to extend
mandatory labeling to single-ingredient
ground or chopped products. Under
this proposal, individual retail packages
of ground or chopped meat and ground
or chopped poultry products would
bear nutrition labeling. The Agency has
determined that ground or chopped
products are different from other single-
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ingredient products in several
important respects. Thus, FSIS
proposed to make nutrition labeling
requirements for ground or chopped
products consistent with those for
multi-ingredient products.

Finally, FSIS has proposed to amend
the nutrition labeling regulations to
provide that, when a ground or
chopped product does not meet the
criteria to be labeled “low fat,” a lean
percentage claim may be included on
the product label or in labeling as long
as a statement of the fat percentage also
is displayed on the label or in labeling.

Statement of Need:

The Agency has proposed to require
that nutrition information be provided
for the major cuts of single-ingredient,
raw meat and poultry products, either
on their label or at their point-of-
purchase, because during the most
recent surveys of retailers, the Agency
did not find significant participation in
the voluntary nutrition labeling
program for single-ingredient, raw meat
and poultry products. Without the
nutrition information for the major cuts
of single-ingredient, raw meat and
poultry products that would be
provided if significant participation in
the voluntary nutrition labeling
program existed, FSIS believes that
these products would be misbranded.

FSIS has also proposed to amend its
regulations to require nutrition labels
on the packages of all ground or
chopped meat and poultry products.
The Agency has determined that single-
ingredient, ground or chopped products
are different from other single-
ingredient products in several
important respects. Thus, FSIS has
proposed to make nutrition labeling
requirements for all ground or chopped
products consistent with those for
multi-ingredient products.

Finally, FSIS has proposed to amend
the nutrition labeling regulations to
provide that when a ground or chopped
product does not meet the criteria to
be labeled “low fat,” a lean percentage
claim may be included on the product
as long as a statement of the fat
percentage is also displayed on the
label or in labeling. FSIS proposed this
provision because many consumers
have become accustomed to this
labeling on ground beef products and
because FSIS believed this labeling
provides a quick, simple, accurate
means of comparing all ground or
chopped meat and poultry products.

Summary of Legal Basis:

This action is authorized under the
Federal Meat Inspection Act (21 U.S.C.
601-695) and the Poultry Products
Inspection Act (21 U.S.C. 451-470).

Alternatives:

No action; nutrition labels required on
all single-ingredient, raw products
(major cuts and non-major cuts) and all
ground or chopped products; nutrition
labels required on all major cuts of
single-ingredient, raw products (but not
non-major cuts) and all ground or
chopped products; nutrition
information at the point-of-purchase
required for all single-ingredient, raw
products (major and non-major cuts)
and for all ground or chopped
products.

Anticipated Cost and Benefits:

Costs would include the equipment for
making labels, labor, and materials
used for labels for ground or chopped
products. FSIS believes that the cost of
providing nutrition labeling for the
major cuts of single-ingredient, raw
meat and poultry products should be
negligible. Retail establishments would
have the option of providing nutrition
information through point-of-purchase
materials. These materials are available
for a nominal fee through the Food

Marketing Institute. Also, FSIS intends
to make point-of-purchase materials
available, free of charge, on the FSIS
web site.

Benefits of the nutrition labeling rule
would result from consumers
modifying their diets in response to
new nutrition information concerning
ground or chopped products and the
major cuts of single-ingredient, raw
products. Reductions in consumption
of fat and cholesterol are associated
with reduced incidence of cancer and
coronary heart disease.

Risks:
None.
Timetable:
Action Date FR Cite
NPRM 01/18/01 66 FR 4970
NPRM Comment 04/18/01
Period End
Extension of 04/20/01 66 FR 20213
Comment Period
NPRM Comment 07/17/01
Period End
Final Action 07/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

None

Agency Contact:

Robert Post

Director, Labeling and Consumer
Protection Staff

Department of Agriculture

Food Safety and Inspection Service
Washington, DC 20250

Phone: 202 205-0279

RIN: 0583-AC60

BILLING CODE 3410-90-S



74092

Federal Register/Vol. 67, No. 236 /Monday, December 9, 2002/ The Regulatory Plan

DEPARTMENT OF COMMERCE (DOC)

Statement of Regulatory and
Deregulatory Priorities

The mission of the Department of
Commerce (Commerce) is to promote
job creation, economic growth,
technological competitiveness and
sustainable development, and improved
living standards for all Americans by
working in partnership with business,
universities, communities, and workers
to:

* Build for the future and promote U.S.
competitiveness in the global
marketplace by strengthening and
safeguarding the nation’s economic
infrastructure;

» Keep America competitive with
cutting-edge science and technology
and an unrivaled information base;
and

 Provide effective management and
stewardship of our Nation’s resources
and assets to ensure sustainable
economic opportunities.

The Commerce mission statement,
containing our three strategic themes,
provides the vehicle for understanding
Commerce’s aims, how they interlock,
and how they are to be implemented
through our programs. This statement
was developed with the intent that it
serve as both a statement of
departmental philosophy and as the
guiding force behind the Department’s
programs.

The importance that this mission
statement and these strategic themes
have for the Nation is amplified by the
vision they pursue for America’s
communities, businesses, and families.
Commerce is the smallest Cabinet
agency, yet our presence is felt, and our
contributions are found, in every State.

Commerce touches Americans, daily,
in many ways. We make possible the
weather reports that all of us hear every
morning; we facilitate the technology
that all of us use in the workplace and
in the home each day; we support the
development, gathering, and
transmitting of information essential to
competitive business; we make possible
the diversity of companies and goods
found in America’s (and the world’s)
marketplace; and we support
environmental and economic health for
the communities in which Americans
live.

Commerce has a clear and powerful
vision for itself, for its role in the
Federal Government, and for its roles
supporting the American people, now
and in the future. We confront the

intersection of trade promotion, national
security, civilian technology, economic
development, sustainable development,
and economic analysis, and we want to
provide leadership in these areas for the
Nation.

We work to provide programs and
services that serve our country’s
businesses, communities, and families,
as initiated and supported by the
President and the Congress. We are
dedicated to making these programs and
services as effective as possible, while
ensuring that they are being delivered in
the most cost-effective ways. We seek to
function in close concert with other
agencies having complementary
responsibilities so that our collective
impact can be most powerful. We seek
to meet the needs of our customers
quickly and efficiently, with programs,
information, and services they require
and deserve.

As a permanent part of the Federal
Government, but serving an
Administration and Congress that can
vary with election results, we seek to
serve the needs of the Nation, according
to the priorities of the President and the
Congress. The President’s priorities for
Commerce range from issues concerning
the economy, the environment, and
national security. For example, the
President directs Commerce to promote
electronic commerce activities;
encourage open and free trade; represent
American business interests abroad;
assist small businesses to expand and
create jobs; and regulate the export of
goods and technology that may
compromise national security. We are
able to address these priorities
effectively by functioning in accordance
with the legislation that undergirds our
programs and by working closely with
the President and the committees in
Congress, which have programmatic and
financial oversight for our programs.

Commerce promotes and expedites
American exports, helps nurture
business contacts abroad, protects U.S.
firms from unfair foreign competition,
and makes how-to-export information
accessible to small and mid-sized
companies throughout the Nation,
thereby ensuring that U.S. market
opportunities span the globe. Commerce
completes these activities all the while
preserving national security. For
example, Commerce works to
implement export controls on dual-use
goods and technology to prevent the
proliferation of weapons of mass
destruction and to limit the U.S.
transactions of terrorists and those who
support them.

Commerce encourages development
in every community, clearing the way
for private-sector growth by building or
rebuilding economically deprived and
distressed communities. We promote
minority entrepreneurship to establish
businesses that frequently anchor
neighborhoods and create new job
opportunities. We work with the private
sector to enhance competitive assets.

As the Nation looks to revitalize its
industries and communities, Commerce
works as a partner with private entities
to build America with an eye on the
future. Through technology, research
and development, and innovation, we
are making sure America continues to
prosper in the short term, while also
helping industries prepare for long-term
success.

Commerce’s considerable information
capacities help businesses understand
clearly where our national and world
economies are going, and take advantage
of that knowledge by planning the road
ahead. Armed with this information,
businesses can undertake the new
ventures, investments, and expansions
that make our economy grow.

Commerce has instituted programs
and policies that lead to cutting-edge,
competitive, and better paying jobs. We
work every day to boost exports, to
deregulate business, to help smaller
manufacturers battle foreign
competition, to advance the
technologies critical to our future
prosperity, to invest in our
communities, and to fuse economic and
environmental goals.

Commerce is American business’
surest ally in job creation, serving as a
vital resource base, a tireless advocate,
and its Cabinet-level voice.

The Department’s regulatory plan
directly tracks these policy and program
priorities, only a few of which involve
regulation of the private sector by the
Department.

Responding to the Administration’s
Regulatory Philosophy and Principles

The vast majority of Commerce’s
programs and activities do not involve
regulation. Of Commerce’s 12 primary
operating units, only 2—the Bureau of
Industry and Security (BIS) and the
National Oceanic and Atmospheric
Administration (NOAA)—plan
significant preregulatory or regulatory
actions for this Regulatory Plan year.
However, none of these significant
actions rise to the level of “most
important” of Commerce’s ‘““significant
regulatory actions” planned for the
Regulatory Plan year.
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Though not principally a regulatory
agency, Commerce has long been a
leader in advocating and using market-
oriented regulatory approaches in lieu
of traditional command-and-control
regulations when such approaches offer
a better alternative. All regulations are
designed and implemented to maximize
societal benefits while placing the
smallest possible burden on those being
regulated.

The Commerce Department is also
refocusing on its regulatory mission by
taking into account, among other things,
the President’s regulatory principles. To
the extent permitted by law, all
preregulatory and regulatory activities
and decisions adhere to the
Administration’s statement of regulatory
philosophy and principles, as set forth
in section 1 of Executive Order 12866.
Moreover, we have made bold and
dramatic changes, never being satisfied
with the status quo. We have
emphasized, initiated, and expanded
programs that work in partnership with
the American people to secure the
Nation’s economic future. At the same
time we have down-sized, cut
regulations, closed offices, and
eliminated programs and jobs that are
not part of our core mission. The bottom
line is that, after much thought and
debate, we have made many hard
choices needed to make this Department
“state of the art.”

The Secretary has prohibited the
issuance of any regulation that
discriminates on the basis of race,
religion, gender, or any other suspect
category and requires that all
regulations be written so as to be
understandable to those affected by
them. The Secretary also requires that
the Department afford the public the
maximum possible opportunity to
participate in departmental
rulemakings, even where public
participation is not required by law.

National Oceanic and Atmospheric
Administration

The National Oceanic and
Atmospheric Administration (NOAA)
establishes and administers Federal
policy for the conservation and
management of the Nation’s oceanic,
coastal, and atmospheric resources. It
provides a variety of essential
environmental services vital to public
safety and to the Nation’s economy,
such as weather forecasts and storm
warnings. It is a source of objective
information on the state of the
environment. NOAA plays the lead role
in achieving Commerce’s goal of

promoting stewardship by providing
assessments of the global environment.

Recognizing that economic growth
must go hand-in-hand with
environmental stewardship, Commerce,
through NOAA, conducts programs
designed to provide a better
understanding of the connections
between environmental health,
economics, and national security.
Commerce’s emphasis on “sustainable
fisheries” is saving fisheries and
confronting short-term economic
dislocation, while boosting long-term
economic growth. Commerce is where
business and environmental interests
intersect, and the classic debate on the
use of natural resource resources is
transformed into a “win-win” situation
for the environment and the economy.

Three of NOAA’s major components,
the National Marine Fisheries Services
(NMFS), the National Ocean Service
(NOS), and the National Environmental
Satellite, Data, and Information Service
(NESDIS), exercise regulatory authority.

NMFS oversees the management and
conservation of the Nation’s marine
fisheries, protects marine mammals, and
promotes economic development of the
U.S. fishing industry. NOS assists the
coastal states in their management of
land and ocean resources in their
coastal zones, including estuarine
research reserves; manages the Nation’s
national marine sanctuaries; monitors
marine pollution; and directs the
national program for deep-seabed
minerals and ocean thermal energy.
NESDIS administers the civilian
weather satellite program and licenses
private organizations to operate
commercial land-remote sensing
satellite systems.

The Administration is committed to
an environmental strategy that promotes
sustainable economic development and
rejects the false choice between
environmental goals and economic
growth. The intent is to have the
Government’s economic decisions be
guided by a comprehensive
understanding of the environment.
Commerce, through NOAA, has a
unique role in promoting stewardship of
the global environment through
effective management of the Nation’s
marine and coastal resources and in
monitoring and predicting changes in
the Earth’s environment, thus linking
trade, development, and technology
with environmental issues. NOAA has
the primary Federal responsibility for
providing sound scientific observations,
assessments, and forecasts of
environmental phenomena on which

resource management and other societal
decisions can be made.

In the environmental stewardship
area, NOAA’s goals include: rebuilding
U.S. fisheries by refocusing policies and
fishery management planning on
increased scientific information;
increasing the populations of depleted,
threatened, or endangered species of
marine mammals by implementing
recovery plans that provide for their
recovery while still allowing for
economic and recreational
opportunities; promoting healthy
coastal ecosystems by ensuring that
economic development is managed in
ways that maintain biodiversity and
long-term productivity for sustained
use; and modernizing navigation and
positioning services. In the
environmental assessment and
prediction area, goals include:
modernizing the National Weather
Service; implementing reliable seasonal
and interannual climate forecasts to
guide economic planning; providing
science-based policy advice on options
to deal with very long-term (decadal to
centennial) changes in the environment;
and advancing and improving short-
term warning and forecast services for
the entire environment.

Magnuson-Stevens Act Rulemakings

Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act) rulemaking
concerns the conservation and
management of fishery resources in the
U.S. 3-to-200-mile Exclusive Economic
Zone (EEZ). Among the several hundred
rulemakings that NOAA plans to issue
in the Regulatory Plan year, a number of
the preregulatory and regulatory actions
will be significant. The exact number of
such rulemakings is unknown, since
they are usually initiated by the actions
of eight regional Fishery Management
Council (FMGs) that are responsible for
preparing fishery management plans
(FMPs) and FMP amendments, and for
drafting implementing regulations for
each managed fishery. Once a
rulemaking is triggered by an FMC, the
Magnuson-Stevens Act places stringent
deadlines upon NMFS by which it must
exercise its rulemaking responsibilities.
Most of these rulemakings will be
minor, involving only the opening or
closing of a fishery under an existing
FMP. While no one Magnuson-Stevens
Act rulemaking is among the
Department’s most important significant
regulatory actions, and, therefore, none
is specifically described below, the sum
of these actions, and a few of the
individual actions themselves, are
highly significant.
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The Magnuson-Stevens Act, which is
the primary legal authority for Federal
regulation to conserve and manage
fishery resources, establishes eight
regional FMCs, responsible for
preparing FMPs and FMP amendments.
NMEFS issues regulations to implement
FMPs and FMP amendments. FMPs
address a variety of fishery matters,
including depressed stocks, overfished
stocks, gear conflicts, and foreign
fishing. One of the problems that FMPs
may address is preventing
overcapitalization (preventing excess
fishing capacity) of fisheries. This may
be resolved by limiting access to those
dependent on the fishery in the past
and/or by allocating the resource
through individual transferable quotas,
which can be sold on the open market
to other participants or those wishing
access. Quotas set on sound scientific
information, whether as a total fishing
limit for a species in a fishery or as a
share assigned to each vessel
participant, enable stressed stocks to
rebuild. Other measures include
staggering fishing seasons or limiting
gear types to avoid gear conflicts on the
fishing grounds, and establishing
seasonal and area closures to protect
fishery stocks.

The FMCs provide a forum for public
debate and, using the best scientific
information available, make the
judgments needed to determine
optimum yield on a fishery-by-fishery
basis. Optional management measures
are examined and selected in
accordance with the national standards
set forth in the Magnuson-Stevens Act.
This process, including the selection of
the preferred management measures,
constitutes the development, in
simplified form, of an FMP. The FMP,
together with draft implementing
regulations and supporting
documentation, is submitted to NMFS
for review against the national standards
set forth in the Magnuson-Stevens Act,
in other provisions of the Act, and other
applicable laws. The same process
applies to amending an existing
approved FMP.

The Magnuson-Stevens Act contains
ten national standards against which
fishery management measures are
judged. NMFS has supplemented the
standards with guidelines interpreting
each standard, and has updated and
added to those guidelines. One of the
national standards requires that

management measures, where
practicable, minimize costs and avoid
unnecessary duplication. Under the
guidelines, NMFS will not approve
management measures submitted by an
FMC unless the fishery is in need of
management. Together, the standards
and the guidelines correspond to many
of the Administration’s principles of
regulation as set forth in section 1(b) of
Executive Order 12866. One of the
national standards establishes a
qualitative equivalent to the Executive
Order’s “net benefits” requirement—one
of the focuses of the Administration’s
statement of regulatory philosophy as
stated in section 1(a) of the Order.

Bureau of Industry and Security

The Bureau of Industry and Security
(BIS) promotes U.S. national and
economic security and foreign policy
interests by managing and enforcing
Commerce’s security-related trade and
competitiveness programs. BIS plays a
key role in challenging issues involving
national security and nonproliferation,
export growth, and high technology,
which has become especially important
in light of the tragic events of September
11, 2001. The Bureau’s continuing major
challenge is combating the proliferation
of weapons of mass destruction while
furthering the growth of U.S. exports,
which are critical to maintaining our
leadership in an increasingly
competitive global economy. BIS strives
to be the leading innovator in
transforming U.S. strategic trade policy
and programs to adapt to the changing
world.

Major Programs and Activities

The Export Administration
Regulations (EAR) provide for export
controls on dual-use goods and
technology (primarily commercial goods
that have potential military
applications) not only to fight
proliferation, but also to pursue other
national security, short supply, and
foreign policy goals (such as combating
terrorism). Simplifying and updating
these controls in light of the end of the
Cold War has been a major
accomplishment of BIS.

One of the most important updates to
the EAR came as a result of the acts of
terrorism committed on September 11,
2001. The President’s Executive Order
13224, entitled “Blocking Property and
Prohibiting Transactions with Persons

Who Commit, Threaten to Commit, or
Support Terrorism,” directs agencies to,
among other things, block property and
interests in property of persons listed in
the Annex of the Executive Order. This
action was taken to ensure the
continued preservation of national
security, foreign policy, and the
economy of the United States. To
implement EO 13224, the EAR was
updated to implement license
requirements on all exports and
reexports to persons designated in, or
pursuant to, the Executive order.

BIS is also responsible for:

Enforcing the export control and
antiboycott provisions of the Export
Administration Act (EAA), as well as
other statutes such as the Fastener
Quality Act. The EAA is enforced
through a variety of administrative,
civil, and criminal sanctions.

Analyzing and protecting the defense
industrial and technology base,
pursuant to the Defense Production Act
and other laws. As the Defense
Department increases its reliance on
dual-use high technology goods as part
of its cost-cutting efforts, ensuring that
we remain competitive in those sectors
and subsectors is critical to our national
security.

Helping Ukraine, Kazakstan, Belarus,
Russia, and other newly emerging
countries develop effective export
control systems. The effectiveness of
U.S. export controls can be severely
undercut if “rogue states” or terrorists
gain access to sensitive goods and
technology from other supplier
countries.

Working with former defense plants
in the Newly Independent States to help
make a successful transition to
profitable and peaceful civilian
endeavors. This involves helping
remove unnecessary obstacles to trade
and investment and identifying
opportunities for joint ventures with
U.S. companies.

Assisting U.S. defense enterprises to
meet the challenge of the reduction in
defense spending by converting to
civilian production and by developing
export markets. This work assists in
maintaining our defense industrial base
as well as preserving jobs for U.S.
workers.

BILLING CODE 3510-BW-S
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DEPARTMENT OF DEFENSE (DOD)

Statement of Regulatory Priorities

Background

The Department of Defense (DoD) is
the largest Federal department
consisting of 3 military departments
(Army, Navy, and Air Force), 9 unified
combatant commands, 16 Defense
agencies, and 7 DoD field activities. It
has over 1,400,000 military personnel
and 670,000 civilians assigned as of
May 31, 2002, and over 200 large and
medium installations in the continental
United States, U. S. territories, and
foreign countries. The overall size,
composition, and dispersion of the
Department of Defense, coupled with an
innovative regulatory program, presents
a challenge to the management of the
Defense regulatory efforts under
Executive Order 12866 “Regulatory
Planning and Review” of September 30,
1993.

Because of its diversified nature, DoD
is impacted by the regulations issued by
regulatory agencies such as the
Departments of Energy, Health and
Human Services, Housing and Urban
Development, Labor, Transportation,
and the Environmental Protection
Agency. In order to develop the best
possible regulations that embody the
principles and objectives embedded in
Executive Order 12866, there must be
coordination of proposed regulations
among the regulating agencies and the
affected Defense components.
Coordinating the proposed regulations
in advance throughout an organization
as large as DoD is straightforward, yet a
formidable undertaking.

DoD is not a regulatory agency but
occasionally issues regulations that have
an impact on the public. These
regulations, while small in number
compared to the regulating agencies, can
be significant as defined in Executive
Order 12866. In addition, some of DoD’s
regulations may affect the regulatory
agencies. DoD, as an integral part of its
program, not only receives coordinating
actions from the regulating agencies, but
coordinates with the agencies that are
impacted by its regulations as well.

The regulatory program within DoD
fully incorporates the provisions of the
President’s priorities and objectives
under Executive Order 12866.
Promulgating and implementing the
regulatory program throughout DoD
presents a unique challenge to the
management of our regulatory efforts.

Coordination
Interagency

DoD annually receives regulatory
plans from those agencies that impact
the operation of the Department through
the issuance of regulations. A system for
coordinating the review process is in
place, regulations are reviewed, and
comments are forwarded to the Office of
Management and Budget. The system is
working in the Department, and the
feedback from the Defense components
is most encouraging, since they are able
to see and comment on regulations from
the other agencies before they are
required to comply with them. The
coordination process in DoD continues
to work as outlined in Executive Order
12866.

Internal

Through regulatory program points of
contact in the Department, we have
established a system that provides
information from the Administrator of
the Office of Information and Regulatory
Affairs (OIRA) to the personnel
responsible for the development and
implementation of DoD regulations.
Conversely, the system can provide
feedback from DoD regulatory personnel
to the Administrator, OIRA. DoD
continues to refine its internal
procedures, and this ongoing effort to
improve coordination and
communication practices is well
received and supported within the
Department.

Overall Priorities

The Department of Defense needs to
function at a reasonable cost, while
ensuring that it does not impose
ineffective and unnecessarily
burdensome regulations on the public.
The rulemaking process should be
responsive, efficient, cost-effective, and
both fair and perceived as fair. This is
being done in the Department while it
must react to the contradictory
pressures of providing more services
with fewer resources. The Department
of Defense, as a matter of overall priority
for its regulatory program, adheres to
the general principles set forth in
Executive Order 12866 as amplified
below.

Problem Identification

Congress typically passes legislation
to authorize or require an agency to
issue regulations and often is quite
specific about the problem identified for
correction. Therefore, DoD does not
generally initiate regulations as a part of
its mission.

Conflicting Regulations

Since DoD plans to issue just two
significant regulations this year, the
probability of developing conflicting
regulations is low. Conversely, DoD is
impacted to a great degree by the
regulating agencies. From that
perspective, DoD is in a position to
advise the regulatory agencies of
conflicts that appear to exist using the
coordination processes that exist in the
DoD and other Federal agency
regulatory programs. It is a priority in
the Department to communicate with
other agencies and the affected public to
identify and proactively pursue
regulatory problems that occur as a
result of conflicting regulations both
within and outside the Department.

Alternatives

DoD will identify feasible alternatives
that will obtain the desired regulatory
objectives. Where possible, the
Department encourages the use of
incentives to include financial, quality
of life, and others to achieve the desired
regulatory results.

Risk Assessment

Assessing and managing risk is a high
priority in the DoD regulatory program.
The Department is committed to risk
prioritization and an “‘anticipatory”
approach to regulatory planning, which
focuses attention on the identification of
future risk. Predicting future regulatory
risk is exceedingly difficult due to rapid
introduction of new technologies, side
effects of Government intervention, and
changing societal concerns. These
difficulties can be mitigated to a
manageable degree through the
incorporation of risk prioritization and
anticipatory regulatory planning into
DoD’s decisionmaking process, which
results in an improved regulatory
process and increases the customer’s
understanding of risk.

Cost-Effectiveness

One of the highest priority objectives
of DoD is to obtain the desired
regulatory objective by the most cost-
effective method available. This may or
may not be through the regulatory
process. When a regulation is required,
DoD considers incentives for innovation
to achieve desired results, consistency
in the application of the regulation,
predictability of the activity outcome
(achieving the expected results), and the
costs for regulation development,
enforcement, and compliance. These
will include costs to the public,
Government, and regulated entities,
using the best available data or
parametric analysis methods, in the
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cost-benefit analysis and the
decisionmaking process.

Cost-Benefit

Conducting cost-benefit analyses on
regulation alternatives is a priority in
the Department of Defense so as to
ensure that the potential benefits to
society outweigh the costs. Evaluations
of these alternatives are done
quantitatively or qualitatively or both,
depending on the nature of the problem
being solved and the type of information
and data available on the subject. DoD
is committed to considering the most
important alternative approaches to the
problem being solved and providing the
reasoning for selecting the proposed
regulatory change over the other
alternatives.

Information-Based Decisions

The Defense Department uses the
latest technology to provide access to
the most current technical, scientific,
and demographic information in a
timely manner through the world-wide
communications capabilities that are
available on the Internet. Realizing that
increased public participation in the
rulemaking process improves the
quality and acceptability of regulations,
DoD is committed to exploring the use
of Information Technology (IT) in rule
development and implementation. IT
provides the public with easier and
more meaningful access to the
processing of regulations. Furthermore,
the Department endeavors to increase
the use of automation in the Notice and
Comment rulemaking process in an
effort to reduce time pressures and
increase public access in the regulatory
process. Notable progress has been
made in the Defense acquisition
regulations area toward achieving the
Administration’s E-government
initiative of making it simpler for
citizens to receive high-quality service
from the Federal government, inform
citizens, and allow access to the
development of rules.

Performance-Based Regulations

Where appropriate, DoD is
incorporating performance-based
standards that allow the regulated
parties to achieve the regulatory
objective in the most cost-effective
manner.

Outreach Initiatives

DoD endeavors to obtain the views of
appropriate State, local, and tribal
officials and the public in implementing
measures to enhance public awareness
and participation both in developing
and implementing regulatory efforts.

Historically, this has included such
activities as receiving comments from
the public, holding hearings, and
conducting focus groups. This reaching
out to organizations and individuals
that are affected by or involved in a
particular regulatory action remains a
significant regulatory priority of the
Department and, we feel, results in
much better regulations.

The Department is actively engaged in
addressing the requirements of the
Government Paperwork Elimination Act
(GPEA) in implementing electronic
government and in achieving IT
accessibility for individuals with
disabilities. This is consistent with the
Administration’s strategy of advancing
E-government as expressed in ‘“The
President’s Management Agenda.”

Coordination

DoD has enthusiastically embraced
the coordination process between and
among other Federal agencies in the
development of new and revised
regulations. Annually, DoD receives
regulatory plans from key regulatory
agencies and has established a
systematic approach to providing the
plans to the appropriate policy officials
within the Department. Feedback from
the DoD components indicates that this
communication among the Federal
agencies is a major step forward in
improving regulations and the
regulatory process, as well as in
improving Government operations.

Minimize Burden

In the regulatory process, there are
more complaints concerning burden
than anything else. In DoD, much of the
burden is in the acquisition area. Over
the years, acquisition regulations have
grown and become burdensome
principally because of legislative action.
But, in coordination with Congress, the
Office of Federal Procurement Policy,
and the public, DoD is initiating
significant reforms in acquisition so as
to effect major reductions in the
regulatory burden on personnel in
Government and the private sector. DoD
has implemented a multi-year strategy
for reducing the paperwork burden
imposed on the public. This plan shows
that DoD has met and will exceed the
goals set forth in the Paperwork
Reduction Act. It is the goal of the
Department of Defense to impose upon
the public the smallest burden viable, as
infrequently as possible, and for no
longer than absolutely necessary.

Plain Language

Ensuring that regulations are simple
and easy to understand is a high

regulatory priority in the Department of
Defense. All too often, the regulations
are complicated, difficult to understand,
and subject to misinterpretation, all of
which can result in the costly process of
litigation. The objective in the
development of regulations is to write
them in clear, concise language that is
simple and easy to understand.

DoD recognizes that it has a
responsibility for drafting clearly
written rules that are reader-oriented
and easily understood. Rules will be
written for the customer using natural
expressions and simple words. Stilted
jargon and complex construction will be
avoided. Clearly written rules will tell
our customers what to do and how to do
it. DoD is committed to a more
customer-oriented approach and uses
plain language rules thereby improving
compliance and reducing litigation.

In summary, the rulemaking process
in DoD should produce a rule that:
Addresses an identifiable problem,
implements the law, incorporates the
President’s policies defined in
Executive Order 12866, is in the public
interest, is consistent with other rules
and policies, is based on the best
information available, is rationally
justified, is cost-effective, can actually
be implemented, is acceptable and
enforceable, is easily understood, and
stays in effect only as long as is
necessary. Moreover, the proposed rule
or the elimination of a rule should
simply make sense.

Regulations Related to the Events of
September 11, 2001

The Department of Defense
promulgated two acquisition regulations
relating to the events of September 11,
2001. Defense Federal Acquisition
Regulation Supplement (DFARS) Case
2001-D018, Performance of Security
Functions, implements section 1010 of
the USA Patriot Act. An interim rule
was published in the Federal Register
on March 14, 2002. Section 1010
provides an exception to the prohibition
on contracting for security functions at
a military installation or facility. The
exception applies during the period of
time that the United States Armed
Forces are engaged in Operation
Enduring Freedom and the 180 days
thereafter. The interim rule was
finalized without change on August 30,
2002 (67 FR 55730).

Federal Acquisition Regulation (FAR)
Case 2002-003, Temporary Emergency
Procurement Authority, implements
section 836 of the Fiscal Year (FY) 2002
National Defense Authorization Act.
Section 836 increases the
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micropurchase threshold and the
simplified acquisition threshold for
purchases during FY 2002 and 2003 that
facilitate the defense against terrorism
or biological or chemical attack against
the United States. The section also
specifies that the procurement of
biotechnology property or services to
facilitate the defense against terrorism
or biological or chemical attack shall be
treated as procurement of commercial
items. The interim rule was published
in the Federal Register on August 30,
2002, as part of Federal Acquisition
Circular (FAC) 2001-009 (67 FR 56120-
56122).

Suggestions From the Public for
Reform—Status of DoD Item

In the draft report on costs and
benefits published May 2, 2001, the
Office of Information and Regulatory
Affairs asked the public to recommend
specific proposals for regulatory reform.
Of the 71 suggestions involving 17
agencies, one specifically addressed the
Army Corps of Engineers’ Regulatory
Program. The nationwide permits were
classified as priority 3 in appendix A of
the report, “Making Sense of Regulation:
2001 Report to Congress on the Costs
and Benefits of Regulations and
Unfunded Mandates on State, Local,
and Tribal Entities.”

In the January 15, 2002, issue of the
Federal Register (67 FR 2019-2095), the
Army Corps of Engineers reissued 43
nationwide permits and 26 general
conditions, with minor modifications.
The Corps also issued one new
nationwide permit general condition.
The implementing regulations for the
nationwide permit program are found at
33 CFR part 330. The most recent
substantive modifications to 33 CFR
part 330 were published in the Federal
Register on November 22, 1991 (56 FR
59110). On February 14, 1997, the Corps
removed appendix A (which contained
the text of the nationwide permits) from
the Code of Federal Regulations at 33
CFR part 330 (see 62 FR 6877). The
nationwide permits are not classified as
regulations. They are permits to
authorize certain minor activities in
waters of the United States that result in
minimal adverse effects on the aquatic
environment, individually and
cumulatively. Nationwide permits
cannot be issued for a period of more
than 5 years and must be reviewed prior
to reissuance to ensure compliance with
section 404(e) of the Clean Water Act
and other applicable laws. Although the
permits and general conditions are not
regulations, the Corps coordinated the
reissue package with the Office of
Management and Budget, who

subsequently vetted the submission
with other Federal agencies interested
in the Army’s Regulatory Program. The
43 nationwide permits and 27 general
conditions that were published on
January 15, 2002, reflect the result of
this interagency coordination.

Specific Priorities

For this regulatory plan, there are
three specific DoD priorities, all of
which reflect the established regulatory
principles. One of these, “U.S. Army
Corps of Engineers, Directorate of Civil
Works,”” will have one significant
regulatory action as defined by E.O.
12866. In those areas where rulemaking
or participation in the regulatory
process is required, DoD has studied
and developed policy and regulations
that incorporate the provisions of the
President’s priorities and objectives
under the Executive order.

DoD has focused its regulatory
resources on the most serious
environmental, health, and safety risks.
Perhaps most significant is that each of
the three priorities described below
promulgates regulations to offset the
resource impacts of Federal decisions
on the public or to improve the quality
of public life, such as those regulations
concerning civil functions of the U.S.
Army Corps of Engineers, acquisition,
and installations and the environment.

U.S. Army Corps of Engineers,
Directorate of Civil Works

Preserve the Quality of Water and the
Quality and Quantity of Wetlands

During Fiscal Year (FY) 2003, the U.S.
Army Corps of Engineers is proposing
one significant regulation as defined by
Executive Order 12866. Although not
economically significant, the
“Programmatic Regulations for the
Comprehensive Everglades Restoration
Plan” has been classified as significant
(“other significant’’) because of the
novel legal and policy issues that have
arisen and will continue to arise over
the 30-year implementation period. The
Office of the Assistant Secretary of the
Army (Civil Works) and the Corps have
completed one regulation.

The U.S. Army Corps of Engineers
was directed by Congress in section 601
of the Water Resources Development
Act of 2000 (Public Law 106-541, 114
Stat. 2680) to develop a Comprehensive
Everglades Restoration Plan (Plan) to
restore and preserve south Florida’s
natural ecosystem, while enhancing
water supplies and maintaining flood
protection. To guide the development of
the Plan, Congress also directed the
Secretary of the Army, after notice and

opportunity for public comment, to
develop and implement Programmatic
Regulations within 2 years (not later
than December 11, 2002). The
Programmatic Regulations will establish
a process for developing project
implementation reports, project
cooperation agreements, and project
operating manuals that will ensure the
goals and the objectives of the Plan are
achieved. The regulations also will
establish procedures for developing and
using any new information resulting
from ecosystem changes or unforeseen
circumstances in accordance with the
principles of adaptive management
contained in the Plan. Finally, the
Programmatic Regulations will facilitate
the re-establishment of and protection of
the natural system consistent with the
interim and final goals of the Plan while
providing thorough evaluation points
during the 30-year project
implementation schedule. The Office of
Management and Budget (OMB) is
facilitating development of the rule.
OMB vetted the draft with appropriate
Federal agencies and held several
interagency meetings before clearing the
draft for publication in the Federal
Register in August 2002. The final
Programmatic Regulations require the
concurrence of the Governor of Florida
and the Secretary of the Interior, and the
consultation with the Seminole Tribe of
Indians of Florida, the Miccosukee Tribe
of Indians of Florida, the Administrator
of the Environmental Protection
Agency, and the Secretary of Commerce.
Additionally, other Federal, State, and
local agencies will continue to assist in
promulgating the Programmatic
Regulations to ensure that the goals and
purposes of the Plan are achieved.

The Office of the Assistant Secretary
of the Army (Civil Works) and the U.S.
Army Corps of Engineers completed one
regulation in 2002. On April 20, 2001,
the Corps proposed revisions to the
Clean Water Act (Act) regulatory
definitions of “Fill Material” and
“Discharge of Fill Material” (65 FR
21292). On May 9, 2002, the Corps in
conjunction with the U.S.
Environmental Protection Agency
(EPA), issued a final rule in the Federal
Register (67 FR 31129) revising the
Clean Water Act regulatory definitions
of “fill material” and ‘““discharge of fill
material.” Revising the rule was
necessary in order to clarify those
pollutants that are regulated by the
Corps under section 404 of the Act.

Section 404 of the Clean Water Act
requires a permit from the U.S. Army
Corps of Engineers for discharges of
dredged or fill material to waters of the
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United States. The Environment
Protection Agency and the Corps’
regulations implementing section 404
previously contained differing
definitions of the term ‘““fill material.” In
particular, the Corps regulations defined
fill material as being used for the
“primary purpose” of replacing an
aquatic area with dry land or changing
the bottom elevation of a waterbody. In
contrast, EPA’s definition of fill material
looked to whether the effect is to replace
waters of the U.S. with dry land or
change the bottom elevation of
waterbodies and did not contain a
“primary purpose” test as found in the
Corps regulations. In order to clarify
what constitutes “fill material” for
purposes of section 404 and provide
improved regulatory certainty, the Corps
and EPA have implemented the final
rule under which both agencies have
adopted identical, effect-based
definitions of the terms “‘fill material”
and “discharge of fill material.”

National Historic Preservation Act—
Army’s Regulatory Program

More than 20 years ago, the Army
Corps of Engineers published as
appendix C of 33 CFR part 325, a rule
that governs compliance with the
National Historic Preservation Act for
the Army’s Regulatory Program. Over
the years, there have been significant
changes in policy, and the Act was
amended in 1992, leading to the
publication in December 2000 of new
implementing regulations, at 36 CFR
part 800, developed by the Advisory
Council on Historic Preservation
(ACHP). Thus, on March 8, 2002, the
Corps published a notice in the Federal
Register (67 FR 10822), requesting
comments on the implementation of the
Army’s regulatory program in view of
the new ACHP regulations at 36 CFR
part 800. Thirty-nine comments were
received in response to this notice. The
Corps Regulatory Program currently
uses 33 CFR part 325, appendix C, to
comply with the National Historic
Preservation Act and other laws that
address historic properties. In Fiscal
Year 2003, the Corps may propose
changes to 33 CFR part 325, appendix
C, to bring the regulation into
conformance with the new Advisory
Council on Historic Preservation’s
regulations at 36 CFR part 800.

Defense Procurement and Acquisition

The Department continues its efforts
to reengineer its acquisition system to
achieve its vision of an acquisition
system that is recognized as being the
smartest, most efficient, most responsive
buyer of best value goods and services,

which meet the warfighter’s needs from
a globally competitive base. To achieve
this vision, the Department will focus
its attention on implementing and
institutionalizing initiatives that may
include additional changes to existing
and recently modified regulations to
ensure that the Department is achieving
the outcomes it desires (continuous
process improvement).

The Department of Defense
continuously reviews its supplement to
the Federal Acquisition Regulation
(FAR) and continues to lead
Government efforts to simplify the
following acquisition processes:

» Consider FAR and Defense Federal
Acquisition Regulation Supplement
(DFARS) changes to facilitate timely
contract closeout.

» Consider policies and procedures to
provide contractors an adequate share
of savings from cost efficiencies and
rationalization over a not-to-exceed 5-
year period.

* Revise the FAR to provide for
electronic listing of acquisition
vehicles available for use by more
than one agency.

* Rewrite DFARS part 225, Foreign
Acquisition, to improve clarity and
make procedures less complex,
particularly for evaluation of foreign
offers and customs duty. The rewrite
also proposes to implement the
determination of the Under Secretary
of Defense (AT&L) that for
procurements subject to the Trade
Agreements Act, it would be
inconsistent with the public interest
to apply the Buy American Act to
U.S.-made end products that are
substantially transformed in the
United States.

¢ Rewrite FAR part 27, Patents, Data
and Copyrights, to clarify, streamline,
and update guidance and clauses on
patents, data, and copyrights.

» Review various FAR cost principles to
determine whether certain FAR cost
principles are still relevant in today’s
business environment, whether they
place an unnecessary administrative
burden on contractors and the
Government, and whether they can be
streamlined or simplified.

» Revise the FAR part 45, Government
Property, to organize and streamline
the property disposal procedures and
to incorporate into the FAR the DoD
deviations relating to Government
property rental and special tooling.

Defense Installations and the
Environment

The Department is committed to
reducing the total ownership costs of
the military infrastructure while
providing the Nation with military
installations that efficiently support the
warfighter in: Achieving military
dominance, ensuring superior living
and working conditions, and enhancing
the safety of the force and the quality of
the environment. DoD has focused its
regulatory priorities on explosives
safety, human health, and the
environment. These regulations provide
means for the Department to provide
information about restoration activities
at Federal facilities and to take public
advice on the restoration activities.

Restoration Advisory Boards

Section 324(a) of Public Law 104-106,
which amended section 2705 of title 10,
United States Code, requires the
Secretary of Defense to ““prescribe
regulations regarding the establishment,
characteristics, composition, and
funding of restoration advisory boards.”
Section 324(a) also stated that DoD’s
issuance of regulations shall not be a
precondition to the establishment of
Restoration Advisory Boards (RABs)
(amended section 2705(d)(2)(B)).

The Department of Defense recognizes
the importance of public involvement at
military installations and formerly used
defense sites that require environmental
restoration. RABs provide an expanded
opportunity for stakeholder input into
the environmental restoration process at
operating and closing DoD installations.
They also act as a forum for the
discussion and exchange of restoration
program information between agencies
and the community, as well as
providing an opportunity for RAB
members to review progress and
participate in a dialogue with the
installation’s decisionmakers.

In August 1996, the Department
proposed and requested public
comments on regulations regarding the
characteristics, composition, funding,
and establishment of Restoration
Advisory Boards. The Boards were not
subject to the Federal Advisory
Committee Act (FACA), because DoD
did not want to subject community
members to the FACA requirements,
such as financial disclosure. The
General Services Administration did not
agree that RABs are not subject to
FACA. DoD continued its RABs but did
not publish a final rule.

In the fall of 2001, the RAB
regulations were raised in a case before
the 9th Circuit. On the RAB rule issue,
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the Judge indicated that he would
dismiss without prejudice and give the
Department of Defense 18 months to
promulgate a rule. The Judge was not
inclined to grant the plaintiff’s request
that he order DoD to promulgate the
rule, stating that the plaintiff could
bring the matter back to the Court if the
Department of Defense had not
completed the rulemaking in 18 months.
Accordingly, DoD is preparing a new
RAB rule to meet this requirement and
plans on publishing the rule by the
middle of 2003.

Munitions Response Site
Prioritization Protocol

Section 2710(b)(1) of title 10, United
States Code, directs the Secretary of
Defense to develop, in consultation with
representatives of the States and Indian
tribes, a proposed protocol for assigning
to each defense site a relative priority
for munitions response activities.
Section 2710 provides for public notice
and comment on the proposed protocol
and requires that the proposed protocol
be available for public comment on or
before November 30, 2002. DoD is
directed to issue a final protocol to be
applied to defense sites listed in the
Department’s munitions response site
inventory.

The proposed rule will be called the
“Munitions Response Site Prioritization
Protocol” and will assign a relative
response priority for all sites addressed
under the Military Munitions Response
Program (MMRP) category of the
Defense Environmental Restoration
Program (DERP). The protocol will be a
qualitative methodology used to
sequence environmental restoration
activities. The tool will make use of
limited data and reflect the overall
conditions at the site. It will be used to
assign a relative priority based on an
evaluation of factors relating to safety
and environmental hazard potential.

The proposed Munitions Site
Prioritization Protocol Rule is being
developed by a defense working group
with input from other Federal agencies
and State members of the Munitions
Response Committee in consultation
with tribal representatives. A notice was
published in the Federal Register in
March 2002 announcing DoD’s intent to
develop the protocol and requesting
input from the public on the factors
promulgated by Congress. Working
documents are on the World Wide Web
and the Department continues to meet
with State and tribal representatives.
DoD intends to prepare, in consultation
with the States and Indian tribes, a
proposed and final protocol according
to the requirements. Currently a draft

proposed protocol is being prepared.
Meetings are scheduled to discuss it
with the States and tribes prior to
publication.

DOD

FINAL RULE STAGE

21. PROGRAMMATIC REGULATIONS
FOR THE COMPREHENSIVE
EVERGLADES RESTORATION PLAN

Priority:
Other Significant

Legal Authority:
PL 106-541

CFR Citation:
33 CFR 385

Legal Deadline:
Final, Statutory, December 11, 2002.

Abstract:

The U.S. Army Corps of Engineers was
directed by Congress in section 601 of
the Water Resources Development Act
of 2000 (Public Law 106-541, 114 Stat.
2680) to develop a Comprehensive
Everglades Restoration Plan (Plan) to
restore and preserve south Florida’s
natural ecosystem, while enhancing
water supplies and maintaining flood
protection. To guide the development
of the Plan, Congress also directed the
Secretary of the Army, after notice and
opportunity for public comment, to
develop and implement Programmatic
Regulations within 2 years (NLT
December 11, 2002). The Programmatic
Regulations will establish a process for
developing project implementation
reports, project cooperation agreements,
and project operating manuals that will
ensure the goals and the objectives of
the Plan are achieved. The regulations
also will establish procedures
developing and using any new
information resulting from ecosystem
changes or unforeseen circumstances in
accordance with the principles of
adaptive management contained in the
Plan. Finally, the Programmatic
Regulations will facilitate the re-
establishment and protection of the
natural system consistent with the
interim and final goals of the Plan
while providing thorough evaluation
points during the 30-year project
implementation schedule.

Statement of Need:

The Programmatic Regulations will
fulfill the intent of Congress to

establish explicit guidance on how this
project, and its constituent parts, will
be developed and implemented, with
full public and agency participation.

Summary of Legal Basis:

Specifically, the Programmatic
Regulations will implement the
following sections of the Water
Resources Development Act of 2000:

Section 601(h)(3)(A), requires
Programmatic Regulations to be
completed not later than 2 years after
enactment;

Section 601(h)(3)(B), the Secretary of
the Interior and the Governor shall
provide the Secretary of the Army with
a written statement of concurrence or
nonconcurrence not later than 180 days
after the end of the comment period;

Section 601(h)(3)(C), the regulations
shall establish a process for the
development of project implementation
reports, project cooperation agreements,
and operating manuals; ensure that new
information resulting from changed or
unforeseen circumstances, new science
or technical information developed
through adaptive management are
integrated into the implementation of
the Plan; and ensure the protection of
the natural system consistent with the
goals and purposes of the Plan;

Section 601(h)(3)(D), all project
implementation reports approved
before the date of promulgation of the
Programmatic Regulations shall be
consistent with the Plan;

Section 601(h)(3)(E), at least every 5
years the Secretary of the Army shall
review the Programmatic Regulations
for consistency with Plan goals and
purposes.

Alternatives:

None.

Anticipated Cost and Benefits:

There are no economic costs, per say,
attributed to the promulgation of the
Programmatic Regulations. The
regulations will help ensure that the $8
billion estimated Federal investment
will result in ecosystem restoration
benefits identified as individual
projects are developed and
implemented over a 30-year
construction period.

Risks:

There are no risks associated with the
Programmatic Regulations.
Promulgation of the regulations will
help ensure that the Army Corps of
Engineers follows agreed upon project
development and implementation
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procedures, designed to achieve the
environmental restoration and

protection benefits outlined in the Plan.

Although no regulatory impacts with
other Federal, Tribal, State, or local
regulations have been identified to
date, the Corps will take comments on
impacts as part of the public and
agency comment period, and address
them in the final regulations. The draft
Programmatic Regulations have been
drafted so as not to conflict with
existing laws and regulations. Any
oversights will be corrected in the final
version.

Timetable:
Action Date FR Cite
NPRM 08/02/02 67 FR 50540
NPRM Comment 10/01/02

Period End
Final Action 12/00/02

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:

No

Government Levels Affected:
Federal, State, Tribal, Local

Agency Contact:

Chip Smith

Assistant for Environmental, Tribal, and
Regulatory Affairs

Department of Defense

U.S. Army Corps of Engineers

Office of the Deputy Assistant Secretary
of the Army (Policy & Legislation)

108 Army Pentagon

Washington, DC 20310-0108

Phone: 703 693-3655

RIN: 0710-AA49
BILLING CODE 5001-08-S
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DEPARTMENT OF EDUCATION (ED)

Statement of Regulatory and
Deregulatory Priorities

General

We support States, local communities,
institutions of higher education, and
others to improve education
nationwide. Our roles include providing
leadership and financial assistance for
education to agencies, institutions, and
individuals in situations in which there
is a national interest; monitoring and
enforcing Federal civil rights laws in
programs and activities that receive
Federal financial assistance; and
supporting research, evaluation, and
dissemination of findings to improve
the quality of education.

To connect our customers to a “one-
stop-shopping” center for information
about our programs and initiatives, we
instituted 1-800-USA-LEARN (1-800-
872-5327). We also set up 1-800-4FED-
AID (1-800-433-3243) for information on
student aid, and we provide an on-line
library of information on education
legislation, research, statistics, and
promising programs at the following
Internet address:

http://www.ed.gov

More than 773,600 people take
advantage of these resources every
week. We have forged effective
partnerships with customers and others
to develop policies, regulations,
guidance, technical assistance, and
approaches to compliance. We have a
record of successful communication and
shared policy development with
affected persons and groups, including
parents, students, educators,
representatives of State and local
governments, neighborhood groups,
schools, colleges, special education and
rehabilitation service providers,
professional associations, advocacy
organizations, business, and labor.

In particular, we continue to seek
greater and more useful customer
participation in our rulemaking
activities through the use of consensual
rulemaking and new technology. If we
determine that the development of
regulations is absolutely necessary, we
seek customer participation at all
stages—in advance of formal
rulemaking, during rulemaking, and
after rulemaking is completed in
anticipation of further improvements
through statutory or regulatory changes.
We have expanded our outreach efforts
through the use of satellite broadcasts,
electronic bulletin boards, and
teleconferencing. For example, we
generally invite comments on all

proposed regulations through the
Internet.

OMB’s 2001 Report to Congress on the
Costs and Benefits of Regulations
identified as needing changes —
(priority 1) — the Department’s title IV
regulations promulgated under the
authority of the Higher Education Act.
These regulations were recently
negotiated with the financial aid, higher
education, and other related community
members through the negotiated
rulemaking process and will reduce
administrative burden for program
participants, provide benefits to
students and borrowers, and protect
taxpayers’ interests.

We are streamlining information
collections, reducing burden on
information providers involved in our
programs, and making information
maintained by us easily available to the
public. We are looking into coordinating
similar information collections across
programs as one possible approach to
reduce overlapping or inconsistent
paperwork requirements. To the extent
permitted by statute, we’ll revise
regulations to eliminate barriers that
inhibit coordination across programs
(such as by creating common
definitions). This should help reduce
the frequency of reports and eliminate
unnecessary data requirements.

Recently, we have piloted two new
Internet-based software applications, e-
Application and e-Reports. These enable
applicants, grantees, and grant teams to
process applications and file
performance reports online. We have
received positive feedback from
participants in the pilot programs. Our
goal over time is to encourage
applicants and grantees to make
electronic commerce, or the process of
conducting business over the Internet,
their preferred method of doing
business.

New Initiatives

The Secretary’s initiatives include
One-ED, a new way of doing business
for the Department of Education. One-
ED represents the culmination of a
series of changes that will transform the
Department into a flexible, high-
performing, high-integrity workplace
focused on program outcomes and
management reform. One-ED provides
an integrated, 5-year human capital,
strategic sourcing and restructuring plan
that builds on the President’s
Management Agenda and the
Department’s Strategic Plan, Culture of
Accountability Report and Blueprint for
Management Excellence, by providing

employee learning and achievement
opportunities.

Some One-ED changes involve
employees learning new skills so that
staff can help the Department’s partners
achieve key education outcomes.
Creating One-ED also means making
organization structure changes to
coordinate policymaking and avoid
duplication. One-ED clients and
partners will find knowledgeable people
arrayed in a structure that is easy to
access and navigate.

Moving to One-ED also involves re-
engineering work processes; i.e.,
changing how Department staff
performs its work by reducing
paperwork, introducing technology, and
removing unnecessary steps. In some
cases, through competitions and cost
comparisons, the Department may find
it less costly to provide high quality
services by contracting with private
sector organizations. In such cases, re-
training and restructuring may become
necessary.

Also, the Department of Education
and the National Council of Negro
Women (NCNW) have joined forces to
ignite a movement in communities
across the country to close the
achievement gap between African
American students and their peers. The
Partnership for Academic Achievement
will leverage the new provisions of the
No Child Left Behind Act of 2001 in
conjunction with the tremendous
outreach network of NCNW to improve
academic achievement dramatically,
reducing the difference in the gap
between white and African American
National Assessment of Educational
Progress performance at the proficient
level.

Principles for Regulating

Our Principles for Regulating
determine when and how we will
regulate. Through aggressive application
of the following principles, we have
eliminated outdated or unnecessary
regulations and identified situations in
which major programs could be
implemented without any regulations or
with only limited regulations:

We will regulate only if regulating
improves the quality and equality of
services to our customers, learners of all
ages. We will regulate only if absolutely
necessary and then in the most flexible,
most equitable, and least burdensome
way possible.

Whether to Regulate:
* When essential to promote quality

and equality of opportunity in
education.
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* When a demonstrated problem cannot
be resolved without regulation.

* When necessary to provide legally
binding interpretation to resolve
ambiguity.

 Not if entities or situations to be
regulated are so diverse that a uniform
approach does more harm than good.

How to regulate:
* Regulate no more than necessary.

e Minimize burden and promote
multiple approaches to meeting
statutory requirements.

» Encourage federally funded activities
to be integrated with State and local
reform activities.

 Ensure that benefits justify costs of
regulation.

* Establish performance objectives
rather than specify compliance
behavior.

» Encourage flexibility so institutional
forces and incentives achieve desired
results.

Regulatory and Deregulatory Priorities
for the Next Year

Reauthorization of the Elementary
and Secondary Education Act of 1965
reflected President Bush’s No Child Left
Behind plan for reforming our public
schools. Our priorities include
amending existing regulations in 34 CFR
chapter II (Office of Elementary and
Secondary Education) to make the No
Child Left Behind plan a reality and to
implement various changes in statutes
as they are enacted.

Reauthorization of the Individuals
with Disabilities Education Act (IDEA),
parts C and D, will make changes
needed to improve implementation of
the early intervention program for
infants and toddlers with disabilities
under part C, and the effectiveness of
the National Activities under part D.
The Secretary solicited public comment
on the reauthorization of IDEA using the
underlying framework of the President’s
principles of education reform to ensure
that no child is left behind.

Reauthorization of the Educational,
Research, Development, Dissemination,
and Improvement Act of 1994 will make
changes needed to ensure that activities
carried out by the Office of Educational
Research and Improvement meet the
highest standards of professional
excellence.

ED—Office of Educational Research
and Improvement (OERI)

PROPOSED RULE STAGE

22. @ REAUTHORIZATION OF THE
EDUCATIONAL, RESEARCH,
DEVELOPMENT, DISSEMINATION,
AND IMPROVEMENT ACT OF 1994
(SECTION 610 REVIEW)

Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Unfunded Mandates:

Undetermined

Legal Authority:
20 USC 6001 et seq

CFR Citation:
34 CFR ch VII

Legal Deadline:
None

Abstract:

These regulations would implement
changes made by the anticipated
reauthorization of the Educational,
Research, Development, Dissemination,
and Improvement Act of 1994. This
action is a notice that if regulations are
necessary, ED would review the
regulations in 34 CFR chapter VII under
section 610 of the Regulatory Flexibility
Act (5 U.S.C. 610). The purpose of this
review would be to determine if these
regulations should be continued
without change, or should be amended
or rescinded, to minimize any
significant economic impact upon a
substantial number of small entities.
We would request comments on the
continued need for the regulations; the
complexity of the regulations; the
extent to which they overlap, duplicate,
or conflict with other Federal, State, or
local government regulations; and the
degree to which technology, economic
conditions, or other relevant factors
have changed since the regulations
were promulgated.

Statement of Need:

Regulations may be necessary to
implement new legislation. The
Department would also complete its
review of these regulations under
610(c) of the Regulatory Flexibility Act.
In developing any regulations, the
Department would seek to reduce
regulatory burden and increase
flexibility to the maximum extent
possible.

Summary of Legal Basis:
New legislation.

Alternatives:

In addition to implementing the
anticipated reauthorization of the
Educational, Research, Development,
Dissemination, and Improvement Act of
1994, the purpose of this review would
be to determine whether there are
appropriate alternatives.

Anticipated Cost and Benefits:

Existing regulatory provisions may be
eliminated or improved as a result of
this review.

Risks:

These regulations would not address a
risk to public health, safety, or the
environment.

Timetable:
Action Date FR Cite
NPRM 09/00/03

Regulatory Flexibility Analysis
Required:

Undetermined
Small Entities Affected:
No

Government Levels Affected:
Undetermined

Federalism:
Undetermined

Agency Contact:

Elizabeth Payer

Department of Education

Office of Educational Research and
Improvement

Room 502E

Capitol Place

555 New Jersey Avenue NW
Washington, DC 20208-5530
Phone: 202 219-1385

RIN: 1850-AA57

ED—Office of Elementary and
Secondary Education (OESE)

FINAL RULE STAGE

23. REAUTHORIZATION OF TITLE | OF
THE ELEMENTARY AND SECONDARY
EDUCATION ACT OF 1965 (SECTION
610 REVIEW)

Priority:

Other Significant

Legal Authority:

PL 107-110
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CFR Citation:
34 CFR 200

Legal Deadline:
Final, Statutory, July 8, 2002.
Abstract:

These regulations would implement
changes made by the reauthorization of
title I of the Elementary and Secondary
Education Act of 1965, as amended by
the No Child Left Behind Act of 2001.
This action is a notice that ED is
reviewing the regulations in 34 CFR
part 200 under section 610 of the
Regulatory Flexibility Act (5 U.S.C.
610). The purpose of this review is to
determine if these regulations should
be continued without change, or should
be amended or rescinded, to minimize
any significant economic impact upon
a substantial number of small entities.
We are requesting comment on the
continued need for the regulations; the
complexity of the regulations; the
extent to which they overlap, duplicate,
or conflict with other Federal, State, or
local government regulations; and the
degree to which technology, economic
conditions, or other relevant factors
have changed since the regulations
were promulgated.

Statement of Need:

These regulations are necessary to
implement new legislation. The
Department is also completing its
review of these regulations under
section 610(c) of the Regulatory
Flexibility Act. In developing any
regulations, the Department will seek
to reduce regulatory burden and
increase flexibility to the maximum
extent possible.

Summary of Legal Basis:

New legislation.

Alternatives:

In addition to implementing the
reauthorization of title I of the
Elementary and Secondary Education
Act of 1965, the purpose of reviewing
these regulations is to determine
whether there are appropriate
alternatives.

Anticipated Cost and Benefits:

Existing regulatory provisions may be
eliminated or improved as a result of
this review.

Risks:

These regulations would not address a
risk to public health, safety, or the
environment.

Timetable:
Action Date FR Cite
NPRM 08/06/02 67 FR 50986
NPRM Comment 09/05/02

Period End
Final Action 11/00/02

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Governmental Jurisdictions

Government Levels Affected:
Local, State

Agency Contact:

Jacquelyn Jackson

Acting Director, Student Achievement
and Student Accountability Programs
Department of Education

Office of Elementary and Secondary
Education

Room 3W230

400 Maryland Avenue SW
Washington, DC 20202-6132

Phone: 202 260-0826

RIN: 1810-AA91

ED—Office of Special Education and
Rehabilitative Services (OSERS)

PROPOSED RULE STAGE

24. @ REAUTHORIZATION OF THE
INDIVIDUALS WITH DISABILITIES
EDUCATION ACT (SECTION 610
REVIEW)

Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Unfunded Mandates:
Undetermined

Legal Authority:
20 USC 1400 to 1487

CFR Citation:
34 CFR ch III

Legal Deadline:

None

Abstract:

These regulations would implement
changes made by the anticipated
reauthorization of the Individuals with
Disabilities Education Act. This action
is a notice that if regulations are
necessary, ED would review the
regulations in 34 CFR chapter III under

section 610 of the Regulatory Flexibility
Act (5 U.S.C. 610). The purpose of this
review would be to determine if these
regulations should be continued
without change, or should be amended
or rescinded, to minimize any
significant economic impact upon a
substantial number of small entities.
We would request comments on the
continued need for the regulations; the
complexity of the regulations; the
extent to which they overlap, duplicate,
or conflict with other Federal, State, or
local government regulations; and the
degree to which technology, economic
conditions, or other relevant factors
have changed since the regulations
were promulgated.

Statement of Need:

These regulations may be necessary to
implement new legislation. The
Department would also complete its
review of these regulations under
610(c) of the Regulatory Flexibility Act.
In developing any regulations, the
Department would seek to reduce
regulatory burden and increase
flexibility to the maximum extent
possible.

Summary of Legal Basis:
New legislation.

Alternatives:

In addition to implementing the
anticipated reauthorization of the
Individuals with Disabilities Education
Act, the purpose of this review would
be to determine whether there are
appropriate alternatives.

Anticipated Cost and Benefits:

Existing regulatory provisions may be
eliminated or improved as a result of
this review.

Risks:

These regulations would not address a
risk to public health, safety, or the
environment.

Timetable:
Action Date FR Cite
NPRM 09/00/03

Regulatory Flexibility Analysis
Required:

Undetermined

Small Entities Affected:

No

Government Levels Affected:
Undetermined

Federalism:

Undetermined
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Agency Contact:

JoLeta Reynolds

Department of Education

Office of Special Education and
Rehabilitative Services

Room 3082

Switzer Building

400 Maryland Avenue SW
Washington, DC 20202-2570
Phone: 202 205-5507

RIN: 1820-AB54
BILLING CODE 4000-01-S
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DEPARTMENT OF ENERGY (DOE)

Statement of Regulatory and
Deregulatory Priorities

The Department makes vital
contributions to the Nation’s welfare
through its extraordinary scientific and
technical capabilities in energy
research, environmental remediation,
and national security. The Department’s
mission is to:

+ Foster a secure and reliable energy
system that is environmentally and
economically sustainable;

 Provide responsible stewardship of
the Nation’s nuclear weapons;

* Clean up the Department’s facilities;

* Lead in the physical sciences and
advance the biological, environmental
and computational sciences; and,

* Provide premiere instruments of
science for the Nation’s research
enterprise.

The Department of Energy’s
regulatory plan reflects the
Department’s continuing commitment to
enhance safety, cut costs, reduce
regulatory burden, and increase
responsiveness to the public. While not
primarily a major Federal regulatory
agency, the Department’s regulatory
activities are essential to achieving its
critical mission and to implementing
major initiatives in the President’s
National Energy Plan.

Energy Efficiency Program for
Consumer Products and Commercial
Equipment

On May 23, 2002, the Department
published a final rule that amended the
existing energy conservation standards
for central air conditioners and heat
pumps by raising the minimum energy
efficiency levels by 20 percent for most
units. As part of this action, the
Department withdrew a final rule,
published on January 22, 2001, that
would have established even higher
standards. DOE determined the higher
standards in the January 22 final rule,
which was the only DOE regulation
among the 23 identified as priority 1
reform candidates in OMB’s 2001
Report to Congress on the Costs and
Benefits of Regulations, were not
economically justified under the Energy
Policy and Conservation Act. DOE
estimates that the revised standards will
still save consumers $2 billion and
reduce energy consumption by an
amount equivalent to 516 million
barrels of oil through the year 2030. By
the year 2020, the new standards will
eliminate the need for three 400

megawatt coal—fired powerplants and
nineteen 400 megawatt gas-fired
powerplants. In addition, the energy
consumption thus avoided will reduce
cumulative greenhouse gas emissions by
24 million metric tons of carbon, or an
amount equal to that produced by
approximately 2 million cars every year.

The Department’s ongoing rulemaking
activities related to energy efficiency
standards and determinations have been
categorized as high, medium, or low
priority. On August 21, 2002, the
Department released its most recent
priority-setting report, “Appliance
Standards Program — The FY 2003
Priority Setting Summary Report and
Actions Proposed.” These priorities,
established with significant input from
the public, are reflected in the
rulemaking schedules set forth in The
Regulatory Plan and the Unified Agenda
of Federal Regulatory and Deregulatory
Actions. The complete report can be
viewed online at the following website:
http://www.eren.doe.gov/buildings/
codes__standards/reports/
priority setting/priority setting.html

During the coming year, the
Department expects to revise the energy
efficiency standards for residential
furnaces, boilers, and mobile home
furnaces; electric distribution
transformers; and commercial unitary
air conditioners and heat pumps rated
65-240 kBtu’s/hr. Additional
information and timetables for these
high priority actions can be found
below. In addition, the Department will
begin the preliminary analyses required
to revise the standards for packaged
terminal air conditioners and heat
pumps, oil- and gas-fired commercial
packaged boilers, and tankless gas-fired
instantaneous water heaters.

The Department plans to publish final
rules concerning test procedures for
dishwashers, residential central air
conditioners and heat pumps, electric
distribution transformers, commercial
warm air furnaces and air conditioning
equipment, package boilers, and
commercial water heaters. Information
and timetables concerning these actions,
medium and low priority standards
rulemakings, and other test procedures
can be found in the Department’s
regulatory agenda, which appears
elsewhere in this issue of the Federal
Register.

Nuclear Safety Regulations

The Department is committed to
openness and public participation as it
addresses one of its greatest
challenges—managing the environment,
health, and safety risks posed by its

nuclear activities. A key element in the
management of these risks is to establish
the Department’s expectations and
requirements relative to nuclear safety
and to hold its contractors accountable
for safety performance. The 1988 Price-
Anderson Amendments Act revisions to
the Atomic Energy Act of 1954 (AEA)
provide for the imposition of civil and
criminal penalties for violations of DOE
nuclear safety requirements. As a result,
new nuclear safety requirements were
initiated with the publication of four
notices of proposed rulemaking for
review and comment in 1991. The
Department’s nuclear safety procedural
regulations (10 CFR part 820) were
published as a final rule in 1993. The
Department’s substantive nuclear safety
requirements (10 CFR parts 830 and
835) were finalized in 2001 and 1998,
respectively. The remaining action, 10
CFR part 834, Radiation Protection and
the Environment, is scheduled for
publication by the end of fiscal year
2003.

DOE—Energy Efficiency and
Renewable Energy (EE)

PRERULE STAGE

25. ENERGY EFFICIENCY
STANDARDS FOR RESIDENTIAL
FURNACES, BOILERS, AND MOBILE
HOME FURNACES

Priority:

Economically Significant. Major under
5 USC 801.

Unfunded Mandates:

This action may affect the private
sector under PL 104-4.

Legal Authority:

42 USC 6295

CFR Citation:
10 CFR 430

Legal Deadline:
Final, Statutory, January 1, 1994.

Abstract:

The Energy Policy and Conservation
Act, as amended, establishes initial
energy efficiency standard levels for
most types of major residential
appliances and generally requires DOE
to undergo two subsequent
rulemakings, at specified times, to
determine whether the extant standard
for a covered product should be
amended.
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This is the initial review of the
statutory standards for furnaces, boilers
and mobile home furnaces.

Statement of Need:

This rulemaking is required by statute.
Experience has shown that the choice
of residential appliances and
commercial equipment being purchased
by both builders and building owners
is generally based on the initial cost
rather than on life-cycle costs. Thus,
the law requires minimum energy
efficiency standards for appliances to
eliminate inefficient appliances and
equipment from the market.

Summary of Legal Basis:

The Energy Policy and Conservation
Act (EPCA), as amended, establishes
initial energy efficiency standard levels
for most types of major residential
appliances and certain commercial
equipment. The EPCA generally
requires DOE to undergo rulemakings,
at specified times, to determine
whether the standard for a covered
product should be made more stringent.

Alternatives:

The statute requires the Department to
conduct rulemakings to review
standards and to revise standards to
achieve the maximum improvement in
energy efficiency that the Secretary
determines is technologically feasible
and economically justified. In making
this determination, the Department
conducts a thorough analysis of the
alternative standard levels, including
the existing standard, based on criteria
specified by statute. The process
improvements that were announced (61
FR 36974, July 15, 1996) further
enhance the analysis of alternatives in
the appliance standards development
process. For example, under this
process, the Department will ask
stakeholders and private sector
technical experts to review its analyses
of the likely impacts, costs and benefits
of alternative standard levels. In
addition, the Department will solicit
and consider information on
nonregulatory approaches for
encouraging the purchase of energy
efficient products.

Anticipated Cost and Benefits:

The specific costs and benefits for these
rulemakings have not been established
because the final standard levels have
not been determined. Nevertheless,
existing appliance standards are
projected to save 23 quadrillion Btu’s
from 1993 to 2015, resulting in
estimated consumer savings of $1.7
billion per year in 2000 and estimated

annual emission reductions of 107
million tons of carbon dioxide and 280
thousand tons of nitrogen oxides in that
year. Under the existing standards, the
discounted energy savings for
consumers are 2.5 times greater than
the up-front price premium paid for the
appliance.

Risks:

Without appliance standards, energy
use will continue to increase with
resulting damage to the environment
caused by atmospheric emissions.
Enhancing appliance energy efficiency
reduces atmospheric emissions such as
CO2 and NOx. Establishing standards
that are too stringent could result in
excessive increases in the cost of the
product, possible reductions in product
utility and may place an undue burden
on manufacturers that could result in
loss of jobs or other adverse economic
impacts.

Timetable:
Action Date FR Cite
ANPRM 09/08/93 58 FR 47326

Framework Workshop 07/17/01

Venting Workshop 05/08/02
ANPRM 02/00/03
NPRM 02/00/04
Final Action 09/00/04

Regulatory Flexibility Analysis
Required:

No

Government Levels Affected:
State, Local

Agency Contact:

Cyrus Nasseri, EE-2]

Program Manager, Office of Building
Research and Standards

Department of Energy

Energy Efficiency and Renewable Energy
1000 Independence Avenue SW.
Washington, DC 20585

Phone: 202 586-9138

Email: cyrus.nasseri@ee.doe.gov

RIN: 1904-AA78

DOE—EE

26. ENERGY EFFICIENCY
STANDARDS FOR ELECTRIC
DISTRIBUTION TRANSFORMERS

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:
42 USC 6317
CFR Citation:
10 CFR 430

Legal Deadline:

None

Abstract:

The Energy Policy and Conservation
Act, as amended, (EPCA) establishes
initial energy efficiency standard levels
for most types of major residential
appliances and certain types of
commercial equipment. The EPCA
generally requires DOE to undergo two
subsequent rulemakings, at specified
times, to determine whether the current
standard for a covered product should
be amended.

This is the initial review of the
statutory standards for electric
distribution transformers.

Statement of Need:

This rulemaking is required by statute.
Experience has shown that the choice
of residential appliances and
commercial equipment being purchased
by both builders and building owners
is generally based on the initial cost
rather than on life-cycle cost. Thus, the
law requires minimum energy
efficiency standards for appliances to
eliminate inefficient appliances and
equipment from the market.

Summary of Legal Basis:

EPCA establishes initial energy
efficiency standard levels for most
types of major residential appliances
and certain types of commercial
equipment and generally requires DOE
to undergo rulemakings, at specified
times, to determine whether the
standard for a covered product should
be made more stringent.

Alternatives:

The statute requires DOE to conduct
rulemakings to review standards and to
revise standards to achieve the
maximum improvement in energy
efficiency that the Secretary determines
is technologically feasible and
economically justified. In making this
determination, the Department
conducts a thorough analysis of
alternative standard levels, including
the existing standard, based on criteria
specified by statute. The process
improvements that were announced (61
FR 36974, July 15, 1996) further
enhance the analysis of alternative
standards. For example, DOE will ask
stakeholders and private sector
technical experts to review its analyses
of the likely impacts, costs, and
benefits of alternative standard levels.
In addition, the Department will solicit
and consider information on
nonregulatory approaches for
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encouraging the purchase of energy
efficient products.

Anticipated Cost and Benefits:

The specific costs and benefits for these
rulemakings have not been established
because the final standard levels have
not been determined. Nevertheless,
existing appliance standards are
projected to save 23 quadrillion Btu’s
of energy from 1993 to 2015, resulting
in estimated consumer savings of $1.7
billion per year in the year 2000 and
estimated annual emission reductions
of 107 million tons of carbon dioxide
and 280 thousand tons of nitrogen
oxides in the year 2000. Under the
existing standards, the discounted
energy savings for consumers are 2.5
times greater than the up-front price
premium paid for the appliance.

Risks:

Without appliance efficiency standards,
energy use will continue to increase
with resulting damage to the
environment caused by atmospheric
emissions. Enhancing appliance energy
efficiency reduces atmospheric
emissions of carbon dioxide and
nitrogen oxides. Establishing standards
that are too stringent could result in
excessive increases in the cost of the
product, possible reductions in product
utility and may place an undue burden
on manufacturers that could result in

a loss of jobs or other adverse economic
impacts.

Timetable:

Action Date FR Cite

Determination Notice 10/22/97 62 FR 54809

ANPRM 03/00/03
NPRM 03/00/04
Final Action 10/00/04

Regulatory Flexibility Analysis
Required:

Undetermined

Government Levels Affected:

None

Agency Contact:

Antonio Bouza, EE-2]

Department of Energy

Energy Efficiency and Renewable Energy
1000 Independence Avenue SW.
Washington, DC 20676

Phone: 202 586-4563

Email: antonio.bouza@ee.doe.gov

RIN: 1904-AB08

DOE—EE

27. ENERGY EFFICIENCY
STANDARDS FOR COMMERCIAL
CENTRAL AIR CONDITIONING UNITS
AND HEAT PUMPS RATED 65-240
KBTUS/HR

Priority:

Economically Significant. Major under
5 USC 801.

Unfunded Mandates:

This action may affect the private
sector under PL 104-4.

Legal Authority:
42 USC 6293

CFR Citation:
10 CFR 431

Legal Deadline:
None

Abstract:

The Energy Policy and Conservation
Act (EPCA), as amended, establishes
initial energy efficiency standard levels
for most types of major residential
appliances and certain types of
commercial equipment. The EPCA
generally requires DOE to undergo two
subsequent rulemakings, at specified
times, to determine whether the current
standard for a covered product should
be amended.

This is the initial review of the
statutory standards for these products.

Statement of Need:

These rulemakings are required by
statute. Experience has shown that the
choice of residential appliances and
commercial equipment being purchased
by both builders and building owners
is generally based on the initial cost
rather than on life-cycle cost. Thus, the
law requires minimum energy
efficiency standards for appliances to
eliminate inefficient appliances and
equipment from the market.

Summary of Legal Basis:

EPCA establishes initial energy
efficiency standard levels for most
types of major residential appliances
and certain types of commercial
equipment and generally requires DOE
to undergo rulemakings, at specified
times, to determine whether the
standard for a covered product should
be made more stringent.

Alternatives:

The statute requires DOE to conduct
rulemakings to review standards and to
revise standards to achieve the

maximum improvement in energy
efficiency that the Secretary determines
is technologically feasible and
economically justified. In making this
determination, the Department
conducts a thorough analysis of
alternative standard levels, including
the existing standard, based on criteria
specified by statute. The process
improvements that were announced (61
FR 36974, July 15, 1996) further
enhance the analysis of alternative
standards. For example, DOE will ask
stakeholders and private sector
technical experts to review its analyses
of the likely impacts, costs, and
benefits of alternative standard levels.
In addition, the Department will solicit
and consider information on
nonregulatory approaches for
encouraging the purchase of energy
efficient products.

Anticipated Cost and Benefits:

The specific costs and benefits for this
rulemaking has not been established
because the final standard levels have
not been determined.

Risks:

Without energy efficiency standards,
energy use will continue to increase
with resulting damage to the
environment caused by atmospheric
emissions. Enhancing energy efficiency
reduces atmospheric emissions of
carbon dioxide and nitrogen oxides.
Establishing standards that are too
stringent could result in excessive
increases in the cost of the product,
possible reductions in product utility
and may place an undue burden on
manufacturers that could result in a
loss of jobs or other adverse economic
impacts.

Timetable:

Action Date FR Cite
Screening Workshop 10/01/01 66 FR 43123
ANPRM 04/00/03

NPRM 04/00/04

Final Action 11/00/04

Regulatory Flexibility Analysis
Required:

Undetermined
Government Levels Affected:

None
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Agency Contact:

Bryan Berringer, EE-2]

Office of Building Research and
Standards

Department of Energy

Energy Efficiency and Renewable Energy
1000 Independence Avenue SW.
Washington, DC 20585

Phone: 202 586-0371

Fax: 202 586-4617

Email: bryan.berringer@ee.doe.gov

RIN: 1904-AB09

DOE—Departmental and Others
(ENDEP)

FINAL RULE STAGE

28. RADIATION PROTECTION OF THE
PUBLIC AND THE ENVIRONMENT

Priority:

Other Significant

Legal Authority:

42 USC 2201; 42 USC 7191
CFR Citation:

10 CFR 834

Legal Deadline:
None

Abstract:

This action would add a new 10 CFR
834 to DOE’s regulations establishing a
body of rules setting forth the basic
requirements for ensuring radiation
protection of the public and
environment in connection with DOE

nuclear activities. These requirements
stem from the Department’s ongoing
effort to strengthen the protection of
health, safety, and the environment
from the nuclear and chemical hazards
posed by these DOE activities. Major
elements of the proposal included a
dose limitation system for protection of
the public; requirements for liquid
discharges; reporting and monitoring
requirements; and residual radioactive
material requirements.

Statement of Need:

The purpose of this rule is to ensure
that the Department’s obligation to
protect health and safety is fulfilled
and to provide, if needed, a basis for
the imposition of civil and criminal
penalties consistent with the Price-
Anderson Amendments Act of 1988.
This action is consistent with the
Department’s commitment to the
issuance of nuclear safety requirements
using notice and comment rulemaking.

Summary of Legal Basis:

Under the Atomic Energy Act of 1954,
as amended, the Department of Energy
has the authority to regulate activities
at facilities under its jurisdiction. The
Department is committed to honoring
its obligation to ensure the health and
safety of the public and workers
affected by its operations and the
protection of the environs around its
facilities.

Alternatives:

The Department could continue to
impose nuclear safety requirements
through directives made applicable to

DOE contractors through the terms of
their contracts.

Anticipated Cost and Benefits:

The incremental costs of the proposed
rules should be minimal because
contractors are currently bound by
comparable contractual obligations.
Full compliance by contractors with
nuclear safety standards will result in
substantial societal benefits.

Risks:

This rulemaking should reduce the risk
of nuclear safety problems by clarifying
safety requirements applicable to DOE

contractors and improving compliance.

Timetable:

Action Date FR Cite
NPRM 03/25/93 58 FR 16268
Second NPRM 08/31/95 60 FR 45381
Final Action 09/00/03

Regulatory Flexibility Analysis
Required:

No

Government Levels Affected:
Federal

Agency Contact:

Andrew Wallo III

Director, Air, Water and Radiation
Division

Department of Energy

Office of Environmental Guidance
1000 Independence Avenue SW.
Washington, DC 20585

Phone: 202 586-4996

RIN: 1901-AA38
BILLING CODE 6450-01-S
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES (HHS)

Statement of Regulatory Priorities

The Department of Health and Human
Services (HHS) is responsible for a vast
array of programs designed to protect
and promote the health and the social
and economic well being of the
American public. These programs affect
some of the Nation’s most vulnerable
populations, including children, the
elderly, and persons with disabilities. In
one way or another, HHS programs and
activities touch the lives of virtually
every person in our country, citizens
and non-citizens alike.

HHS’ programs and activities include:
Medicare, Medicaid, support for
biomedical research, substance abuse
and mental health treatment, assuring
safe and effective drugs and other
medical products, food safety, financial
assistance to low income families, Head
Start, services to older Americans, and
direct health services delivery. These
programs and services are essential to
the well being of tens of millions of
Americans across our country—people
of every age, in every location and in
every walk of life.

To improve the administration and
conduct of these programs and
activities, Secretary Thompson has
made it clear that the Department must
develop and issue regulations under a
culture of responsiveness, where
listening and responding to those we
serve and those we regulate is our
cornerstone. From health care to child
welfare to food safety, the Secretary is
committed to widening communication
with consumers, beneficiaries, and all
regulated entities. Furthermore, the
Secretary wants to ensure that all HHS
regulations are readily understandable,
are clear and concise, and are grounded
both in law and common sense.

Since September 11, 2001, the
Department has placed a renewed
emphasis on taking action to prepare
and protect all Americans from acts of
terrorism and other public health
emergencies. The Department is also
moving aggressively to issue regulations
addressing health care, foods and drugs,
and the Medicare and Medicaid
programs. In addition, consistent with
the Secretary’s priorities, the
Department has taken important actions
to enhance coordination of regulations
across all its components.

Given the size and scope of the
Department’s responsibilities, effective
program regulations are critical. Yet too
often, excessive regulation can be more

of a hindrance than a help. Programs
can become caught in a web of
mandates, rules and paperwork, and
those whom the programs were
intended to serve fail to receive the help
they need. Last year, Secretary
Thompson established a Secretary’s
Advisory Committee on Regulatory
Reform (Advisory Committee), to
provide recommendations regarding
potential regulatory changes. The
Advisory Committee has held public
hearings across the country, in an effort
to identify unnecessarily burdensome
rules. The Advisory Committee’s
specific recommendations will be
issued later this year.

FY 2003 Regulatory Themes

The Secretary has adopted four
overarching regulatory themes for FY
2003:

* Improving the Department’s ability to
respond to emergencies and disasters;

* Reducing medical errors and
enhancing patient safety;

» Protecting America’s consumers; and

* Reducing unnecessary and counter-
productive regulations.

Most of the Department’s regulatory
priorities for this fiscal year will fall
under these themes. It should be noted,
however, that the Secretary’s overall
priorities go beyond these four
regulatory categories and include, for
example, increasing the percentage of
the Nation’s children and adults with
access to regular health care; enhancing
the capacity and productivity of the
Nation’s health science research
enterprise; and supporting efforts to
increase the independence of low-
income families, the disabled, and older
Americans.

Improving the Department’s Ability to
Respond to Emergencies and Diasters

HHS is responsible for directing and
coordinating the medical and public
health response to terrorism, natural
disasters, major accidents, and other

events that can result in mass casualties.

Timely and well-focused responses to
such events are key to limiting death
and injury. The Department and its
partners must be able to react quickly,
and tailor responses to the specific
emergency without being encumbered
by unnecessary or counter-productive
activities.

Regulations in the Plan designed to
help ensure that HHS has appropriate
authority and flexibility to address
emergencies and disasters include:

A final rule required under the Public
Health Security and Bioterrorism

Preparedness and Response Act of
2002 (the Bioterrorism Act) governing
the possession, use and transfer of
certain biological agents and toxins
known as “‘select agents;”

+ A proposed rule emanating from the
Bioterrorism Act establishing
registration requirements for all
facilities engaged in manufacturing,
processing, packing, or holding food
for U.S. consumption;

» A proposed rule based on the
Bioterrorism Act requiring the
establishment and maintenance of
certain records regarding food
products; and

+ A proposed rule under the
Bioterrorism Act authorizing the FDA
to detain the release or shipment of
food if it is determined that such acts
would present a serious health threat.

Reducing Medical Errors and Enhancing
Patient Safety

Medical errors and other patient
safety risks have been the subject of
many recent studies and reports. The
Secretary has directed that actions be
taken to reduce these risks. Regulatory
actions included in the Plan that are
related to this category include:

+ A proposed rule requiring human
drug products to have a scanable bar
code that will reduce medication
€ITOTS;

» A proposed rule to enhance and make
more timely the safety reporting on
drugs and biologics;

* A final rule to strengthen
requirements that hospitals maintain
policies and procedures to assess and
improve the quality of the medical
care they provide;

¢ A final rule requiring that drug labels
contain a toll-free number in order to
report adverse events;

* A final rule requiring improvements
in the format and content
requirements of the “professional”
labeling of drug products, enabling
health care practitioners to prescribe
drugs more safely.

Protecting America’s Consumers

Consumer health and safety is a major
concern for the public and the
Secretary. Consumers are inundated
each year with an availability of new
ingestible products and ingredients.
Providing consumers with information
about these products is a matter of great
interest to the Secretary. Every year,
tens of thousands of Americans become
sick and some die from food borne
pathogens, and the size of vulnerable



74110

Federal Register/Vol. 67, No. 236 /Monday, December 9, 2002/ The Regulatory Plan

populations (e.g., the elderly and those
with compromised immune systems) is
growing. The Secretary is especially
interested in identifying opportunities
that exist to make patient care and the
food supply safer.

Regulations under this theme include:

* A proposed rule controlling the
manufacturing and packaging of
dietary supplements;

* A final rule to require that amounts of
trans fatty acids be included in food
labeling because such information has
significant potential to reduce the risk
of coronary heart disease;

+ A proposed rule to strengthen safety
requirements for the storage and
distribution of eggs.

Reducing Unnecessary and
Counterproductive Regulations

The Secretary’s Advisory Committee
on Regulatory Reform is addressing
HHS’ priority of reducing regulatory
burden on consumers, beneficiaries,
health care providers, and other
stakeholders. In addition to conducting
the series of public meetings mentioned
above, the Advisory Committee has
reviewed an array of Departmental
regulations, with the goal of identifying
reforms that would maintain or enhance
program performance while reducing
burdens and costs. Proposed ways to
accomplish these objectives include: a)
clarifying and simplifying regulations;
b) eliminating unnecessary paperwork;
c¢) improving the quality and timeliness
of information for consumers,
beneficiaries, and providers; d)
increasing flexibility in Federal health
programs; and e) promoting
collaboration and coordination among
and between HHS agencies and other
public and private stakeholders.

Regulations under this theme include:

+ A proposed rule under which current
requirements for Medicare
reimbursement for services to persons
with End Stage Renal Disease would
be completely overhauled and
simplified;

* A final rule to clarify the
responsibilities of Medicare hospitals
that provide emergency room
treatment;

* A final rule to reduce the cost of drugs
by eliminating a current practice that
allows manufacturers to repeatedly
obtain 30-month stays in order to
block the approval of generic versions
of their drugs;

» A variety of other actions resulting
from the recommendations of the
Advisory Committee.

Public Comments and Reactions

The Secretary welcomes comments
not only on specific regulations as they
are published in the Federal Register,
but also on the themes he has
established for 2003, as well as the
regulatory principles noted above. Such
comments, as well as ideas and specific
suggestions for regulatory improvements
and initiatives, should be sent to
Secretary Tommy G. Thompson, c/o
Ann C. Agnew, Executive Secretary to
the Department, Room 603, Hubert H.
Humphrey Building, 200 Independence
Avenue SW., Washington, DC 20201.

TITLES OF ALL PRIORITY
REGULATIONS, BY THEME

Improving the Department’s Ability to
Respond to Emergencies and
Disasters

¢ Possession, Use, and Transfer of
Select Agents

» Registration Requirements for Food
Facilities

¢ Establishment and Maintenance of
Records Regarding Food Products

¢ Detainment of Food

¢ Control of Communicable Diseases
through Quarantine

 Prior Notification Requirement for All
Imported Food Shipments

1.Reducing Medical Errors and
Enhancing Patient Safety

» Bar Code Label Requirements for
Human Drug Products

e Safety Reporting on Drugs and
Biologics
» Hospital Conditions of Participation

* Quality Assurance/Performance
Improvement Program

 Toll-free Number for Reporting
Adverse Drug Events

e Use of Restraint and Seclusion in
Medicare and Medicaid Facilities

» Notification of Consignees and
Transfusion Recipients Receiving
Blood and Blood Components at Risk
of Transmitting Hepatitis C Virus

» “Professional” Labeling for
Prescription Drugs

Protecting America’s Consumers

e Manufacturing and Packaging of
Dietary Supplements

* Food Labeling: Trans Fatty Acids

* Medicare: Review of National
Coverage Determinations

e Control of Salmonella Enteriditis in
Shell Eggs

» Exception from General Requirements
for Informed Consent

1.Reducing Unnecessary and
Counterproductive Regulations

+ Application of the Emergency
Medical Treatment and Labor Act

+ End Stage Renal Disease Conditions
for Coverage

* 30-Month Stays on Approvals of New
Drug Applications

» A variety of actions resulting from the
recommendations of the Advisory
Committee

Also included in the Plan, are other
regulatory actions entitled as follows,
which would update or otherwise
improve the Medicare program.

» Hospital Conditions of Participation

* Security Standards for Electronic
Health Information

* Organ Procurement Organizations’
Conditions for Coverage

* Revisions to the Medicare Appeals
Process

» Revisions to Average Wholesale Price
Methodology

+ Electronic Claims Submission

» National Standard for Identifiers of
Health Plans

* National Standard for Identifiers for
Health Care Providers

» Prospective Payment System for
Psychiatric Hospitals

» FY 2004 Changes—Hospital Inpatient
Prospective Payment System

* FY 2004 Changes—Hospital
Outpatient Prospective Payment
System

* 2004 Physician Fee Schedule Changes

+ Establishment of a Prospective
Payment System for Skilled Nursing
Facilities

HHS—Centers for Disease Control and
Prevention (CDC)

PROPOSED RULE STAGE

29. CONTROL OF COMMUNICABLE
DISEASES

Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Legal Authority:

42 USC 216; 42 USC 243; 42 USC 264;
42 USC 271
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CFR Citation:
42 CFR 70; 42 CFR 71

Legal Deadline:
None

Abstract:

This proposal updates existing
regulations related to prevention of the
introduction, transmission, or spread of
communicable diseases from foreign
countries to the U.S. and from State

to State. The regulation addresses the
process by which persons infected
with, or who have been exposed to,
modern communicable diseases should
be quarantined, surveillance of
quarantined persons, and requirements
for carriers (e.g., airlines, etc.) to
maintain passenger manifests for a
determined period of time.

Statement of Need:

The quarantine of persons believed to
be infected with communicable
diseases is a long-term prevention
measure that has been used effectively
to contain the spread of disease. As
diseases evolve due to natural
occurrences or bioterrorist events, it is
important to assure procedures reflect
new threats and uniform ways to
contain them.

The existing regulations are outdated
and do not address some
communicable diseases that currently
pose a public health threat.

Summary of Legal Basis:

Section 264 of the U.S. Code, title 42
authorizes the Surgeon General, with
the approval of the Secretary, to make
and enforce regulations as are necessary
to prevent the introduction,
transmission, or spread of
communicable diseases from foreign
countries into the United States or its
possessions, or from one State or
possession into any other State or
possession.

Alternatives:

In the absence of this regulation,
uniform application of procedures for
the quarantine of individuals exposed
to or infected with a communicable
disease would be unavailable.

Anticipated Cost and Benefits:

It is anticipated that there will be a
cost to carriers to maintain passenger
manifests for an extended period of
time. However, these costs are
undetermined.

Risks:

This rule would allow for
improvements to existing quarantine

procedures and clarify due process
procedures.

Timetable:
Action Date FR Cite
NPRM 12/00/02

Regulatory Flexibility Analysis
Required:

Undetermined

Government Levels Affected:
State

Federalism:

Undetermined

Agency Contact:

Jennifer Brooks

Department of Health and Human
Services

Centers for Disease Control and
Prevention

1600 Clifton Road NE.

Atlanta, GA 30333

Phone: 404 639-4915

RIN: 0920-AA03

HHS—CDC

FINAL RULE STAGE

30. @ POSSESSION, USE, AND
TRANSFER OF SELECT AGENTS

Priority:
Other Significant

Legal Authority:
PL 107-188

CFR Citation:
42 CFR 72; 42 CFR 72.6

Legal Deadline:
Final, Statutory, December 9, 2002.

Abstract:

On June 12, 2002, President George W.
Bush signed Public Law 107-188, the
Public Health Security and Bioterrorism
Preparedness and Response Act of 2002
(the Bioterrorism Act). Title II, subtitle
B of the Bioterrorism Act repeals,
expands, and incorporates the
Secretary’s current authority to regulate
the transfer of certain biological agents
and toxins (select agents) as provided
in section 511 of the Antiterrorism and
Effective Death Penalty Act of 1996
(Pub. L. 104-132) (42 U.S.C. 262 note)
and that Act’s implementing
regulations (42 CFR 72.6). The
Bioterrorism Act specifies that the
Secretary develop and biennially

review the list of select agents. Safety
procedures must be established and
enforced for the possession, use, and
transfer of listed agents and toxins, and
access to select agents is limited to
those individuals and entities that pass
background checks administered by the
Attorney General. The Bioterrorism Act
exempts certain information from
disclosure under the Freedom of
Information Act, including information
that would identify the location of
regulated entities or their security
measures. Subtitle C of the Bioterrorism
Act outlines the required interagency
coordination between the Department
of Health and Human Services and the
Department of Agriculture regarding
agents that are regulated by both
departments (overlap agents).

CDC is currently in the rulemaking
process that will culminate in the
publication of an interim final rule on
or before December 9, 2002. To date,
CDC has published a notice of
proposed data collection submitted for
public comment and recommendations
(Fed Reg. vol. 67, no. 127; Tuesday,
July 2, 2002); a notice of OMB approval
of data collection (Fed Reg, vol. 67, no
151; Tuesday, August 6, 2002); and a
notice of preliminary guidance for
notification of possession of select
agents (Fed. Reg., vol. 67, no. 164;
Friday, August 23, 2002).

Statement of Need:

Statutorily required by subtitles A and
C of title II of the Bioterrorism Act,
Public Law 107-188.

Summary of Legal Basis:

Subtitles A and C of title II of the
Bioterrorism Act, Public Law 107-188.

Alternatives:

On June 12, 2002, the President signed
the Bioterrorism Act into law. Section
202 (a) of the Bioterrorism Act requires
that all persons possessing, using, or
transferring agents or toxins deemed a
threat to public health to notify the
Secretary of the Department of Health
and Human Services (HHS). Since this
is a mandate from Congress, the only
alternative for this regulation would be
to have HHS go back to Congress to
request reconsideration.

Anticipated Cost and Benefits:

Modest internal cost implications for
HHS/CDC can be foreseen at this time,
but the potential costs to entities and
individuals required to register under
provisions of this rulemaking are
currently unknown. CDC has issued a
task order for support for the agency’s
responsibilities for the rulemaking and
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related requirements of the Bioterrorism
Act. The contractor implementing this
task order will conduct an analysis of
all anticipated costs of the rulemaking.
The economic impact information
resulting from this analysis will be set
out in the preamble of the interim final
rule.

Risks:

By establishing and enforcing standards
for the possession, use, and transfer of
potentially lethal biological agents and
toxins, the regulation will serve as a
preventive mechanism against
bioterrorism, which complements some
of the Department’s other bioterrorism
related activities.

Timetable:
Action Date FR Cite
Interim Final Rule 12/00/02

Regulatory Flexibility Analysis
Required:

Undetermined

Government Levels Affected:
Undetermined

Federalism:
Undetermined

Agency Contact:

Stephen M. Ostroff MD

Department of Health and Human
Services

Centers for Disease Control and
Prevention

National Center for Infectious Diseases
1600 Clifton Road NE.

Atlanta, GA 30333

Phone: 404 639-3967

RIN: 0920-AA08

HHS—Food and Drug Administration
(FDA)

PROPOSED RULE STAGE

31. SAFETY REPORTING
REQUIREMENTS FOR HUMAN DRUG
AND BIOLOGICAL PRODUCTS

Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Unfunded Mandates:
Undetermined

Legal Authority:

42 USC 216; 42 USC 241; 42 USC 242a;
42 USC 262; 42 USC 263; 42 USC 263a-
n; 42 USC 264; 42 USC 300aa; 21 USC

321; 21 USC 331; 21 USC 351 to 353;
21 USC 355; 21 USC 360; 21 USC 360b-
j; 21 USC 361a; 21 USC 371; 21 USC
374; 21 USC 375; 21 USC 379e; 21 USC
381

CFR Citation:

21 CFR 310; 21 CFR 312; 21 CFR 314;
21 CFR 320; 21 CFR 600; 21 CFR 601;
21 CFR 606

Legal Deadline:
None

Abstract:

This regulation is one component of the
Secretary’s initiative to reduce medical
errors. The proposed rule would amend
the expedited and periodic safety
reporting regulations for human drugs
and biological products to revise
certain definitions and reporting
formats as recommended by the
International Conference on
Harmonisation and to define new
terms; to add to or revise current
reporting requirements; to revise certain
reporting time frames; and propose
other revisions to these regulations to
enhance the quality of safety reports
received by FDA.

Statement of Need:

FDA currently has safety reporting
requirements in section 21 CFR 312.32
for sponsors of investigational drugs for
human use. FDA also has safety
reporting requirements in sections 21
CFR 310.305, 314.80, 314.98 and 600.80
for applicants, manufacturers, packers,
and distributors of approved human
drug and biological products. FDA has
undertaken a major effort to clarify and
revise these regulations to improve the
management of risks associated with
the use of these products. For this
purpose, the agency is proposing to
implement certain definitions and
reporting formats and standards
recommended by the International
Conference on Harmonisation of
Technical Requirements for Registration
of Pharmaceuticals for Human Use
(ICH) to provide more effective and
efficient safety reporting to regulatory
authorities worldwide. Currently, the
United States, European Union, and
Japan require submission of safety
information for marketed drug and
biological products using different
reporting formats and different
reporting intervals.

Summary of Legal Basis:

The agency has broad authority under
sections 505 and 701 of the Federal
Food, Drug, and Cosmetic Act (the Act)
(21 U.S.C. 355 and 371) and section

351 of the Public Health Service Act
(42 U.S.C. 262) to monitor the safety
of drug and biological products for
human use.

Alternatives:

The alternatives to the proposal include
not amending our existing safety
reporting requirements. This alternative
would be inconsistent with FDA’s
efforts to harmonize its safety reporting
requirements with international
initiatives and with its mission to
protect public health.

Anticipated Cost and Benefits:

Manufacturers of human drug and
biological products currently have
limited incentives to invest capital and
resources in standardized global safety
reporting systems because individual
firms acting alone cannot attain the
economic gains of harmonization. This
proposed rule would harmonize FDA’s
safety reporting requirements with
certain international initiatives, thereby
providing the incentive for
manufacturers to modify their safety
reporting systems. Initial investments
made by manufacturers to comply with
the rule are likely to ultimately result
in substantial savings to them over
time.

The impact on industry includes costs
associated with revised safety reporting
and recordkeeping requirements. The
benefits of the proposed rule are public
health benefits and savings to the
affected industries. The expected public
health benefits would result from the
improved timeliness and quality of the
safety reports and analyses, making it
possible for health care practitioners
and consumers to expedite corrective
actions and make more informed
decisions about treatments. Savings to
the affected industry would accrue
from more efficient allocation of
resources resulting from international
harmonization of the safety reporting
requirements.

Risks:

None

Timetable:

Action Date FR Cite
NPRM 11/00/02

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:
Undetermined
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Agency Contact:

Audrey Thomas

Regulatory Policy Analyst, Office of
Regulatory Policy

Department of Health and Human
Services

Food and Drug Administration
Suite 3037 (HFD-7)

Center for Drug Evaluation and Research
1451 Rockville Pike

Rockville, MD 20852

Phone: 301 594-2041

Fax: 301 827-5562

RIN: 0910-AA97

HHS—FDA

32. CURRENT GOOD
MANUFACTURING PRACTICE IN
MANUFACTURING, PACKING, OR
HOLDING DIETARY INGREDIENTS
AND DIETARY SUPPLEMENTS

Priority:

Economically Significant. Major under
5 USC 801.

Unfunded Mandates:

This action may affect the private
sector under PL 104-4.

Legal Authority:

21 USC 321; 21 USC 342; 21 USC 343;
21 USC 348; 21 USC 371; 21 USC 374;
21 USC 381; 21 USC 393; 42 USC 264

CFR Citation:
21 CFR 111

Legal Deadline:

None

Abstract:

The Food and Drug Administration
(FDA) announced in an advance notice
of proposed rulemaking (ANPRM) of
February 6, 1997 (62 FR 5700), its plans
to consider developing regulations
establishing current good
manufacturing practices (CGMP) for
dietary supplements and dietary
ingredients. The ANPRM was
published in order for FDA to solicit
comments on whether it should initiate
action to establish CGMP regulations,
and if so, what constitutes CGMP for
these products. FDA announced that
this effort was in response to the
section of the Federal Food, Drug and
Cosmetic Act (the Act) that provides
authority to the Secretary of Health and
Human Services to promulgate CGMP
regulations and to a submission from
the dietary supplement industry asking
that FDA consider an industry-
proposed CGMP framework as a basis
for CGMP regulations. The ANPRM also

responds to concerns that such
regulations are necessary to ensure that
consumers are provided with dietary
supplement products which have not
been adulterated as a result of
manufacturing, packing, or holding;
which have the identity and provide
the quantity of dietary ingredients
declared in labeling; and which meet
the quality specifications that the
supplements are represented to meet.

Statement of Need:

FDA intends to publish a proposed rule
to establish CGMP for dietary
supplements and dietary ingredients for
several reasons. First, FDA is concerned
that some firms may not be taking
appropriate steps during the
manufacture of dietary supplements
and dietary ingredients to ensure that
products are not adulterated as a result
of manufacturing, packing, or holding.
There have been cases of misidentified
ingredients harming consumers using
dietary supplements. FDA is also aware
of products that contain potentially
harmful contaminants because of
apparently inadequate manufacturing
controls and quality control procedures.
The agency believes that a system of
CGMP is the most effective and
efficient way to ensure that these
products will not be adulterated during
manufacturing, packing, or holding.

Summary of Legal Basis:

If CGMP regulations were adopted by
FDA, failure to manufacture, pack, or
hold dietary supplements or dietary
ingredients under CGMP regulations
would render the dietary supplement
or dietary ingredients adulterated under
section 402(g) of the Act.

Alternatives:

The two principal alternatives to
comprehensive CGMP are end-product
testing and Hazard Analysis Critical
Control Points (HACCP). In the
ANPRM, FDA asked for public
comment on approaches to ensure that
dietary supplements and dietary
ingredients are not adulterated during
the manufacturing process. The agency
asked whether HACCP may be a more
effective approach than a
comprehensive CGMP, and whether
different approaches may be better able
to address the needs of the broad
spectrum of firms that conduct one or
more distinct operations, such as the
manufacture of finished products, or
solely the distribution and sale of
finished products at the wholesale or
retail level. FDA has considered the
information it received in response to
the ANPRM and from other sources,

such as public meetings and small
business outreach meetings, in its
consideration of whether CGMP or
other approaches are most appropriate.

Anticipated Cost and Benefits:

The costs of the regulation will include
the value of resources devoted to
increased sanitation, process
monitoring and controls, testing, and
written records. The benefits of the
proposed regulation are to improve
both product safety and quality. We
estimate that the proposed regulation
will reduce the number of sporadic
human illnesses and rare catastrophic
illnesses from contaminated products.
The current quality of these products
is highly variable, and consumers lack
information about the potential hazards
and variable quality of these products.
The product quality benefits occur
because there will be fewer product
recalls and more uniform products will
reduce consumer search for preferred
quality products. The proposed rule
will have a significant impact on a
substantial number of small businesses,
so it will be significant under the
Regulatory Flexibility Act. We
anticipate that small businesses will
bear a proportionately larger cost than
large businesses.

Risks:

Any potential for consumers to be
provided adulterated (e.g.,
contaminated with industrial
chemicals, pesticides, microbial
pathogens, or dangerous misidentified
ingredients or toxic components of
ingredients) products must be
considered a very serious risk because
of the possibility that such
contamination could be widespread,
affecting whole segments of the
population, causing some severe long-
term effects and even loss of life.
Dietary supplements are used by a large
segment of the American public.
Moreover, they are often used by
segments of the population that are
particularly vulnerable to adulterated
products, such as the elderly, young
children, pregnant and nursing women,
and persons who may have serious
illnesses or are taking medications that
may adversely interact with dietary
supplements. FDA has adopted or
proposed manufacturing controls for a
number of foods and commodities that
present potential health hazards to
consumers if not processed properly,
including seafood, juice products, and
fruits and vegetables, and it is
appropriate that FDA consider whether
manufacturing controls are necessary to
assure consumers that dietary
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supplements are not adulterated during
the manufacturing, packing, or holding
process.

Timetable:
Action Date FR Cite
ANPRM 02/06/97 62 FR 5700
ANPRM Comment 06/06/97

Period End
NPRM 12/00/02

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

Undetermined

Federalism:

Undetermined

Agency Contact:

Karen Strauss

Consumer Safety Officer
Department of Health and Human
Services

Food and Drug Administration
(HFS-820)

Center for Food Safety and Applied
Nutrition

5100 Paint Branch Parkway
College Park, MD 20740

Phone: 301 436-1774

Fax: 301 436-2610

Email: kstrauss@cfsan.fda.gov

RIN: 0910-AB88

HHS—FDA

33. CONTROL OF SALMONELLA
ENTERITIDIS IN SHELL EGGS DURING
PRODUCTION AND RETAIL

Priority:

Economically Significant. Major under
5 USC 801.

Unfunded Mandates:

This action may affect the private
sector under PL 104-4.

Legal Authority:

21 USC 321; 21 USC 342; 21 USC 371;
21 USC 381; 21 USC 393; 42 USC 243;
42 USC 264; 42 USC 271; ...

CFR Citation:

21 CFR 16; 21 CFR 116; 21 CFR 118
Legal Deadline:

None

Abstract:

The President’s Council on Food Safety
was established in August 1998 to

improve the safety of the food supply
through science-based regulations and
well-coordinated inspection,
enforcement, research, and education
programs. The Council has identified
egg safety as one component of the
public health issue of food safety that
warrants immediate Federal,
interagency action.

In July 1999, the Food and Drug
Administration (FDA) and the Food
Safety Inspection Service (FSIS)
committed to developing an action plan
to address the presence of salmonella
enteritidis (SE) in shell eggs and egg
products using a farm-to-table
approach. FDA and FSIS held a public
meeting on August 26, 1999, to obtain
stakeholder input on the draft goals, as
well as to further develop the objectives
and action items for the action plan.
The Egg Safety Action Plan was
announced on December 11, 1999. The
goal of the Action Plan is to reduce
egg-related SE illnesses by 50 percent
by 2005 and eliminate egg-related SE
illnesses by 2010.

The Egg Safety Action Plan consists of
eight objectives covering all stages of
the farm-to-table continuum as well as
support functions. On March 30, 2000
(Columbus, OH), April 6, 2000
(Sacramento, CA), and July 31, 2000
(Washington, DC), joint public meetings
were held by FDA and FSIS to solicit
and discuss information related to the
implementation of the objectives in the
Egg Safety Action Plan.

In accordance with discussions at the
public meetings, FDA intends to
publish a proposed rule to require that
shell eggs be produced under an SE
risk reduction plan that is designed to
prevent transovarian SE from
contaminating eggs at the farm during
production.

Because egg safety is a farm-to-table
effort, FDA intends to include in its
proposal certain provisions of the 1999
Food Code that are relevant to how
eggs are handled, prepared, and served
at certain retail establishments. In
addition, the agency plans to propose
specific requirements for certain retail
establishments that serve populations
most at risk of egg-related illness (i.e.,
the elderly, children, and the
immunocompromised).

Statement of Need:

FDA is proposing regulations as part
of the farm-to-table safety system for
eggs outlined by the President’s
Council on Food Safety in its Egg
Safety Action Plan to require that shell
egg producers implement SE risk
reduction plans at the farm and that

retail establishments institute certain
egg relevant provisions of the 1999
Food Code. FDA intends to propose
these regulations because of the
continued reports of outbreaks of
foodborne illness and death caused by
SE that are associated with the
consumption of shell eggs. The agency
believes these regulations can have
significant effect in reducing the risk
of illness from SE-contaminated eggs
and will contribute significantly to the
interim public health goal of the Egg
Safety Action Plan of a 50 percent
reduction in egg-related SE illness by
2005.

Summary of Legal Basis:

FDA'’s legal basis for the proposed rule
derives in part from sections 402(a)(4),
and 701(a) of the Federal Food, Drug
and Cosmetic Act (the Act) ((21 U.S.C.
342(a)(4) and 371(a)). Under section
402(a)(4) of the Act, a food is
adulterated if it is prepared, packed, or
held in insanitary conditions whereby
it may have been contaminated with
filth or may have been rendered
injurious to health. Under section
701(a) of the Act, FDA is authorized
to issue regulations for the efficient
enforcement of the Act. FDA also
intends to rely on section 361 of the
Public Health Service Act (PHS Act)
(42 U.S.C. 264), which gives FDA
authority to promulgate regulations to
control the spread of communicable
disease.

Scientific reports in published
literature and data gathered from
existing voluntary egg quality assurance
programs indicate that measures
designed to prevent SE from entering
a poultry house (e.g., rodent/pest
control, use of chicks from SE-
monitored breeders, and biosecurity
programs) can be very effective in
reducing SE-contamination of eggs and
related foodborne illness.

Moreover, the use of shell eggs or egg
products that have been treated to
destroy SE or through cooking of
untreated eggs in retail establishments
will significantly contribute to the
reduction of egg-related SE illnesses.

Alternatives:

There are several alternatives that the
agency intends to consider in the
proposed rule. The principal
alternatives include: (1) no new
regulatory action; (2) alternative testing
requirements; (3) alternative on-farm
mitigation measures; (4) alternative
retail requirements; and (5) HACCP.
FDA will consider the information that
it receives in response to the public
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meetings in its consideration of the
various alternatives.

Anticipated Cost and Benefits:

The benefits from the proposed
regulation to control Salmonella
Enteritidis in shell eggs on the farm
and at retail derive from better farming
practices and safer handling and
cooking of eggs at the retail level.
Improved practices reduce
contamination and generate benefits
measured as the value of the human
illnesses prevented. FDA has produced
preliminary estimates of costs and
benefits for a number of options. The
mitigations that would produce the
highest benefits include on-farm rodent
control, changes in retail food
preparation practices, and diversion of
eggs from infected flocks to
pasteurization. Other mitigations
considered include record keeping,
refrigeration, and feed testing. The
actual costs and benefits of the
proposed rule will depend upon the set
of mitigations chosen and the set of
entities covered by the proposed rule.

Risks:

Any potential for contamination of eggs
with SE and its subsequent survival or
growth must be considered a very
serious risk because of the possibility
that such contamination, survival, and
growth could cause widespread
foodborne illness, including some
severe long-term effects and even loss
of life. FDA made a decision to publish
a proposed rule to require that shell
egg producers have on-farm SE risk
reduction plans and that retail
establishments institute certain egg
relevant provisions of the 1999 Food
Code, based on a considerable body of
evidence, literature, and expertise in
this area. In addition, this decision was
also based on the USDA risk
assessment on SE in shell eggs and egg
products and the identified public
health benefits associated with
controlling SE in eggs at the farm and
retail levels.

Timetable:
Action Date FR Cite
NPRM 06/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

Undetermined

Federalism:
Undetermined

Agency Contact:

Rebecca Buckner

Consumer Safety Officer
Department of Health and Human
Services

Food and Drug Administration
HFS-306

Center for Food Safety and Applied
Nutrition

5100 Paint Branch Parkway

College Park, MD 20740

Phone: 301 436-1486

Fax: 301 436-2632

Email: rebecca.buckner@cfsan.fda.gov

Nancy Bufano

Consumer Safety Officer
Department of Health and Human
Services

Food and Drug Administration
HFS-306

Center for Food Safety and Applied
Nutrition

5100 Paint Branch Parkway
College Park, MD 20740

Phone: 301 436-1493

Fax: 301 436-2632

Email: nancy.bufano@cfsan.fda.gov

RIN: 0910-AC14

HHS—FDA

34. EXCEPTION FROM GENERAL
REQUIREMENTS FOR INFORMED
CONSENT; REQUEST FOR

COMMENTS AND INFORMATION

Priority:
Other Significant

Legal Authority:

21 USC 321; 21 USC 351; 21 USC 352;
21 USC 355; 21 USC 360; 21 USC
360bbb; 21 USC 360c; 21 USC 360d;
21 USC 360e; 21 USC 360f; 21 USC
360h; 21 USC 360i; 21 USC 360j; 21
USC 371; 21 USC 381

CFR Citation:
21 CFR 50.23

Legal Deadline:

None

Abstract:

FDA is proposing to clarify its
regulations about the exception from
the general requirement for informed
consent in life-threatening situations
necessitating the use of a test article.
This proposal will explain how the
informed consent provisions would
apply during emergencies, including a
response to chemical or biological

terrorism, requiring the use of
investigational in vitro diagnostic
devices regulated by FDA.

Statement of Need:

The agency is proposing this action
because of concern that confusion
exists about how to apply the informed
consent rules during a potential
emergency, including a chemical or
biological terrorism event. This
confusion could delay the immediate
use of investigational products thus
threatening the rights, welfare, or lives
of subjects.

Summary of Legal Basis:

FDA has already determined that the
statutory authority provided in the
Federal Food, Drug and Cosmetic Act
(the Act) allows a limited exception to
requiring informed consent in life-
threatening situations such as those
considered here. Section 505(i) of the
Act requires informed consent except
where it is not feasible or it is contrary
to the best interests of the human
beings involved. The Act also provides
specifically for an exception from
informed consent for investigational
devices. Section 520(g)(3)(D) of the Act
requires informed consent of the
subject unless the clinical investigator
determines in writing that: 1) there
exists a life-threatening situation
involving the human subject of such
testing which necessitates the use of
such device; 2) it is not feasible to
obtain informed consent from the
subject; and 3) there is not sufficient
time to obtain such consent from his
or her representative. Further, a
licensed physician uninvolved in the
testing must agree with this three-part
determination before using the product,
unless immediate use of the device is
required to save the life of the human
subject of such testing and there is not
sufficient time to get such concurrence.

Alternatives:

The other option available to the
agency is to work within the existing
regulatory scheme. FDA believes that
this option may result in improper or
no diagnosis, and improper treatment
or no treatment for persons with life-
threatening illnesses because the health
professionals may not use these
investigational products.

Anticipated Cost and Benefits:

The minimal burdens imposed by this
rule are offset by the fact that, in the
absence of this rule, the sponsor may
be required to obtain informed consent,
which is just as burdensome, if not
more so. The rule would permit use
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of investigational products without
which patients’ lives might be
threatened. Because of uncertainty
about the nature or extent of any
chemical or biological terrorism event,
FDA cannot estimate the extent of the
benefits of this rule.

Risks:

The primary risk addressed by this rule
is the risk that patients may go
untreated or may be improperly treated
because health professionals may not
use an investigational product in the
absence of informed consent. FDA
cannot determine the extent of this risk
without knowing the nature or extent
of any chemical or biological terrorism
event.

Timetable:
Action Date FR Cite
NPRM 04/00/03

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:
No

Government Levels Affected:

None

Agency Contact:

Bonnie M. Lee

Associate Director for Human Subject
Protection Policy

Department of Health and Human
Services

Food and Drug Administration
Room 9C24 (HF-34)

Office of Good Clinical Practice
Office of Science Coordination &
Communication

5600 Fishers Lane

Rockville, MD 20857

Phone: 301 827-1259

Fax: 301 827-1169

Email: blee@oc.fda.gov

RIN: 0910-AC25

HHS—FDA

35. BAR CODE LABEL
REQUIREMENTS FOR HUMAN DRUG
PRODUCTS

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:

21 USC 321; 21 USC 331; 21 USC 351
to 353; 21 USC 355; 21 USC 358; 21

USC 360; 21 USC 360b; 21 USC 360gg
to 360ss; 21 USC 371; 21 USC 374; 21

USC 379e; 42 USC 216; 42 USC 241;
42 USC 262; 42 USC 264

CFR Citation:
21 CFR 201.25; 21 CFR 601.67

Legal Deadline:

None

Abstract:

This regulation is one component of the
Secretary’s initiative to reduce medical
errors. The proposal would require
human drug products and biological
products and possibly other products
to have a bar code. The bar code would
contain certain information about the
product, and when used in conjunction
with bar code scanners and computer
equipment, would help reduce the
number of medication errors.

Statement of Need:

In 1999, the Institute of Medicine (IOM)
report titled, “To Err Is Human:
Building a Safer Health System,” cited
studies and articles estimating that
between 44,000 and 98,000 Americans
may die each year due to medical
mistakes made by health care
professionals, with most deaths
attributable to medication errors. The
report also indicated that, between
1983 and 1993, the medication error
rate leading to a patient’s death may
have increased by over 2.5 times. While
later medical articles have questioned
the IOM’s estimates, other studies have
indicated that, regardless of the
medication error rate, many medication
errors are or were preventable.

Medication errors are a significant
economic cost to the United States. An
article published in 1995 estimated the
direct cost of preventable drug-related
mortality and morbidity to be $76.6
billion, with drug-related hospital
admissions accounting for much of the
cost. The authors suggested that
indirect costs, such as those relating to
lost productivity, might be two to three
times greater than the direct costs,
making the total cost of all preventable
drug-related mortality and morbidity
range from $138 to $182 billion.
Another article, published in 2001,
used updated cost estimates derived
from current medical and
pharmaceutical literature to revise the
$76.6 billion estimate to exceed $177.4
billion; hospital admissions accounted
for $121.5 billion in costs, and long-
term care admissions accounted for
another $32.8 billion.

Various organizations and health
professional associations have
advocated the use of bar codes as a

method for reducing medication errors.
For example, if a health professional
could use a bar code scanner to
compare the bar code on a human drug
product to a specific patient’s drug
regimen, the health professional would
be able to verify that the patient is
receiving the right drug, at the right
dose, at the right time. Most
organizations and associations have
recommended that the bar code
contain, at a minimum, a unique
numerical code identifying the
manufacturer, product, and package
size or type. In addition, some have
advocated including the lot number
and expiration date.

Thus, FDA is considering proposing to
require certain medical products to be
bar coded. The bar code would contain
certain information about the product,
such as its National Drug Code number.
The agency is considering whether to
require other information, such as the
drug’s expiration date and lot number,
to make it easier to identify expired
drugs and recalled drugs that may not
be safe and effective for use. The bar
code, when used in conjunction with
bar code scanners and computer
equipment, will enable health
professionals to decrease the
medication error rate.

Summary of Legal Basis:

Section 502 of the Federal Food, Drug,
and Cosmetic Act (the Act) considers

a drug to be misbranded unless it bears
a label containing (in part) the name
of the manufacturer and the drug’s
name (see sections 502(b) and
502(e)(1)(A) of the Act).

Section 501(a)(1) of the Act considers

a drug to be adulterated if, among other
things, the methods used in, or the
facilities and controls used for, its
manufacture, processing, packing, or
holding do not conform to or are not
operated or administered in conformity
with current good manufacturing
practice to assure that the drug meets
the requirements of the Act as to safety
and “has the identity and strength, and
meets the quality and purity
characteristics, which it purports or is
represented to possess....”

Section 701(a) of the Act, in turn,
authorizes FDA to issue regulations for
the efficient enforcement of the Act.

A bar code requirement for human drug
products and biological products would
be consistent with, and aid in the
efficient enforcement of, sections 501
and 502 of the Act. For example, if the
bar code merely contained the drug’s
National Drug Code number, the bar
code would identify the manufacturer
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and the drug, and this would be
consistent with sections 502(b) and
502(e)(1)(A) of the Act. If the bar code
contained other information, such as lot
number and expiration date (pieces of
information required under FDA’s good
manufacturing practice regulations (see
21 CFR 211.130 and 211.137), this
would be consistent with section
501(a)(1) of the Act.

Therefore, using its general rulemaking
authority at section 701(a) of the Act,
the agency has sufficient authority to
propose requiring human drug products
to have a bar code.

Alternatives:

FDA considered a voluntary bar coding
program, but this would be akin to a
“no action” alternative as many
products are not bar coded or not
coded in a manner that would help
health professionals. A voluntary bar
coding system might also lead to the
adoption of multiple incompatible bar
coding formats on human drug
products and biological products,
thereby deterring hospitals and health
care professionals from buying bar code
scanners and computer equipment.

FDA also considered decreasing the
amount of information it might require
on the bar code. This would decrease
bar coding costs to drug manufacturers
and labelers, but also decrease the
usefulness of the bar code and its
ability to reduce medication errors.

Anticipated Cost and Benefits:

FDA is continuing to examine the
potential costs and benefits associated
with bar coding. The anticipated costs
may vary greatly depending on the
amount of information required in a bar
code and the products to be bar coded.
FDA'’s preliminary estimate is that the
rule would cost between $500 million
and $1.4 billion over a 10-year period;
the wide range in the cost estimate
reflects the agency’s uncertainty as to
the costs associated with various pieces
of information that might go into a bar
code, what products should be bar
coded, and possible changes in labeling
operations.

The rule’s principal benefit would be
a reduction in the number of
medication errors, including reduced
mortality and morbidity. As stated
earlier, medication error costs have
been estimated in the billions of
dollars, and the agency is trying to
determine the extent to which
medication errors would be reduced.

Risks:

There is a possible risk that some
manufacturers and repackagers, if
required to bar code individual unit
dose packages, would eliminate such
types of packaging and only supply
their products in bulk containers.
Individual unit dose packages are
convenient for hospitals, health
professionals, and patients, but are
more expensive to produce, and bar
coding may increase production costs.
Consequently, a manufacturer or
repackager who wanted to reduce its
expenses might decide to reduce the
number of packages, particularly
individual unit dose packages, that
would be subject to a bar coding
requirement.

Timetable:
Action Date FR Cite
NPRM 12/00/02

Regulatory Flexibility Analysis
Required:

Yes

Small Entities Affected:
Businesses

Government Levels Affected:
None

Agency Contact:

Philip L. Chao

Senior Policy Analyst
Department of Health and Human
Services

Food and Drug Administration
Room 15-61 (HF-23)

Office of Policy, Planning and Legislation
5600 Fishers Lane

Rockville, MD 20857

Phone: 301 827-0587

Fax: 301 827-4774

Email: pchao@oc.fda.gov

RIN: 0910-AC26

HHS—FDA
36. ® ADMINISTRATIVE DETENTION
Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Unfunded Mandates:
Undetermined

Legal Authority:

PL 107-188, sec 303
CFR Citation:

21 CFR 1

Legal Deadline:
None

Abstract:

This rulemaking is one of a number of
actions being taken to improve FDA’s
ability to respond to threats of
bioterrorism. Section 303 of the
Bioterrorism Act authorizes the
Secretary, through FDA, to order the
detention of food if an officer or
qualified employee finds credible
evidence or information indicating an
article of food presents a threat of
serious adverse health consequences or
death to humans or animals. The Act
requires the Secretary, through FDA, to
issue final regulations to expedite court
actions (i.e., seizures and injunctions)
on perishable foods.

FDA intends to implement section 303
of the Act by proposing a regulation

to provide for: 1) a detention
procedure; 2) expedited procedures for
enforcement actions with respect to
perishable foods; and 3) an appeals
procedure for detained goods.

Statement of Need:

The events of September 11, 2001
highlighted the need to enhance the
security of the U.S. food supply.
Congress responded by passing the
Public Health Security and Bioterrorism
Preparedness and Response Act of
2002, which was signed into law on
June 12, 2002. The proposed regulation
would implement section 303 of the
Bioterrorism Act.

Summary of Legal Basis:

The Bioterrorism Act, section 303,
amended the Federal Food, Drug, and
Cosmetic Act (FFDCA) by adding
section 304(h), which authorizes the
Secretary to order the detention of
domestic and imported food and
specifies an appeals process that
includes an opportunity for an informal
hearing. Section 303 of the Bioterrorism
Act also amends section 301 of the
FFDCA by making it a prohibited act

to transfer an article of food in
violation of a detention order or to
remove or alter any required mark or
label identifying the article as detained.
Furthermore, section 303 of the
Bioterrorism Act amends section 801 of
the FFDCA to provide for temporary
holds at ports of entry.

Alternatives:

FDA'’s decision to promulgate a
regulation is based primarily on clear
statutory directive to establish
regulations, and also on need. The
Bioterrorism Act, section 303, clearly
states that the Secretary must provide
by regulation for procedures for
instituting enforcement actions with
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respect to perishable foods on an
expedited basis.

Section 303 of the Bioterrorism Act also
specifies an appeals process that
requires the Secretary, after providing
for an informal hearing, to confirm or
terminate a detention order within five
days of an appeal. Section 201(x) of the
FFDCA defines “informal hearing” and
describes the requirements necessary
for informal hearings. 21 CFR part 16
of FDA'’s regulations outlines FDA’s
informal hearing procedures in greater
detail. Part 16 provides no
requirements or limitations on the
length of the informal hearing. FDA
proposes to adopt part 16 with minor
modifications (e.g., limiting length of
hearing, delegating Secretary’s duties as
presiding officer to an FDA official in

a regulation tailored to the
administrative detention provisions in
the Bioterrorism Act. If FDA were to
include the minor modifications in a
guidance document, FDA would not be
able to enforce legally the new
provisions because guidance documents
are not binding (21 CFR 10.115(d)). If
FDA chose simply to follow part 16,
we would run the risk of not providing
the presiding officer sufficient time to
consider and weigh the evidence for
the informal hearing within the
statutory timeframes.

Anticipated Cost and Benefits:

Administrative detention actions on
imports would generate two types of
costs: 1) enforcement costs, including
marking or labeling, transporting, and
storing detained or held products in
secure facilities, as necessary, and the
cost of preparing and administering
detention appeal hearings; and 2) the
loss of product value during the
detention period (in the case of
products that we detain or hold but
that turn out to be non-violative) and
firms’ costs for preparing for detention
appeal hearings. In those cases in
which we could have used other means
to detain the relevant goods (i.e.,
collaboration with states or Customs, or
our own existing authority to detain
imports, shell eggs, and infant formula),
only the net change in these costs
would be relevant to this rule. We do
not have sufficient information to
estimate these costs at this time.
However, annual costs would probably
be fairly small because we would only
use these procedures under rare,
extraordinary circumstances. In
addition to potentially reducing
enforcement costs, product value loss,
and firms’ appeals hearing preparation
costs relative to current methods of
detention, this rule would generate

benefits by improving our ability to
detect accidental and deliberate
contamination of food and to deter
deliberate contamination.

Risks:

Regulations implementing legislation to
protect the health of citizens against
bioterrorism would advance the
development, organization, and
enhancement of public health
prevention systems and tools. The
magnitude of the risks addressed by
such systems and tools is at least as
great as the other risk reduction efforts
within HHS’ jurisdiction. These
regulations will improve the ability to
address credible threats of serious
adverse health consequences or death
to humans or animals.

Timetable:
Action Date FR Cite
NPRM 02/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

Undetermined

Federalism:

Undetermined

Agency Contact:

Marquita Steadman

Senior Policy Analyst

Department of Health and Human
Services

Food and Drug Administration
HFS-007

Center for Food Safety and Applied
Nutrition

5100 Paint Branch Parkway

College Park, MD 20740

Phone: 301 827-6733

Fax: 301 480-5730

Email: marquita.steadman@cfsan.fda.gov

RIN: 0910-AC38

HHS—FDA

37. @ ESTABLISHMENT AND
MAINTENANCE OF RECORDS TO
IDENTIFY IMMEDIATE PREVIOUS
SOURCE AND IMMEDIATE
SUBSEQUENT RECIPIENT OF FOODS

Priority:

Economically Significant. Major under
5 USC 801.

Unfunded Mandates:

This action may affect the private
sector under PL 104-4.

Legal Authority:
PL 107-188, sec 306

CFR Citation:
21 CFR 1

Legal Deadline:
Final, Statutory, December 12, 2003.

The Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002, section 306,
directs the Secretary, through FDA, to
issue final regulations establishing
recordkeeping requirements by
December 12, 2003.

Abstract:

This rulemaking is one of a number of
actions being taken to improve FDA’s
ability to respond to threats of
bioterrorism. Section 414(b) of the
Federal Food, Drug and Cosmetic Act
(FFDCA), which was added by section
306 of the Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002, authorizes the
Secretary, through FDA, to promulgate
final regulations by December 12, 2003.
The regulations will require the
establishment and maintenance of
records, for not longer than two years,
that would allow the Secretary to
identify the immediate previous
sources and the immediate subsequent
recipients of food, including its
packaging. The required records would
be those that are needed by FDA in
order to address credible threats of
serious adverse health consequences or
death to humans or animals. This
section does not extend to recipes for
food, financial data, pricing data,
personnel data, research data, and sales
data (other than shipment data
regarding sales). Specific covered
entities are those that manufacture,
process, pack, transport, distribute,
receive, hold, or import food. Farms
and restaurants are excluded. The
Secretary is directed to take into
account the size of a business in
promulgating these regulations. In
addition, the Secretary is directed to
take appropriate measures to ensure
that effective procedures are in place
to prevent the unauthorized disclosure
of any trade secret or confidential
information that is obtained by FDA
pursuant to these regulations.

Statement of Need:

The events of September 11, 2001,
highlighted the need to enhance the
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security of the United States food
supply. Congress responded by passing
the Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002 (the Bioterrorism
Act), which was signed into law on
June 12, 2002. The proposed
regulations would implement section
306 of the Bioterrorism Act.

Summary of Legal Basis:

Section 306 of the Bioterrorism Act
amended the Federal Food, Drug and
Cosmetic Act by adding section 414(b),
which authorizes the Secretary to
establish by regulation requirements for
the creation and maintenance of
records. In addition, section 306 of the
Bioterrorism Act also amends section
301 of the Federal Food, Drug and
Cosmetic Act by making the failure to
establish or maintain any record, as
required by the new regulations, a
prohibited act.

Alternatives:

None, based on clear statutory authority
to establish regulations.

Anticipated Cost and Benefits:

The records provisions will impose a
substantial cost on industry. Using the
1999 Country Business Patterns (CBP)
database from the U.S. Census and
recordkeeping cost estimates based on
other FDA regulations (and assuming
no small establishment exemptions), a
rough first estimate is that the current
provisions will affect approximately
500,000-600,000 establishments and
will cost the food industry
approximately $400 million in the first
year and approximately $150 million
every year thereafter.

The provisions will improve
substantially FDA’s ability to respond
to outbreaks from deliberate and
accidental contamination of food. FDA
will use data collected by the Center
for Disease Control (CDC) and FDA on
past outbreaks to estimate the benefit
of improved documentation in standard
tracing investigations. Of the 1,344
food-borne illness outbreaks CDC
identified in 1999, only 368 (27
percent) had a confirmed etiology. A
host of factors contribute to the
inability to identify the cause of an
outbreak, but many investigations are
hampered by the lack of adequate
records identifying the production
history of foods. Unfortunately, it is not
possible to directly estimate the
benefits of averting a terrorist attack,

as we do not know what form an attack
might take or the probability of an
attack occurring. Instead, to get an idea
of the cost of a food disaster, we will

look at the costs of some severe food-
borne illness outbreaks.

Risks:

Regulations implementing legislation to
protect the health of citizens against
bioterrorism would advance the
development, organization, and
enhancement of public health
prevention systems and tools. The
magnitude of the risks addressed by
such systems and tools is at least as
great as the other risk reduction efforts
within HHS’ jurisdiction. These
regulations will improve the ability to
address credible threats of serious
adverse health consequences or death
to humans or animals.

Timetable:
Action Date FR Cite
NPRM 02/00/03

Regulatory Flexibility Analysis
Required:

Yes

Small Entities Affected:
Businesses

Government Levels Affected:
None

Agency Contact:

Nega Beru

Supervisory Chemist, Office of Plant,
Dairy Foods and Beverages
Department of Health and Human
Services

Food and Drug Administration
HFS-305

Center for Food Safety and Applied
Nutrition

5100 Paint Branch Parkway

College Park, MD 20740

Phone: 301 436-1400

Fax: 301 436-2651

Email: nberu@cfsan.fda.gov

RIN: 0910-AC39

HHS—FDA

38. @ REGISTRATION OF FOOD AND
ANIMAL FEED FACILITIES

Priority:

Economically Significant. Major under
5 USC 801.

Unfunded Mandates:

This action may affect the private
sector under PL 104-4.

Legal Authority:
PL 107-188, sec 305
CFR Citation:

21 CFR 1

Legal Deadline:
Final, Statutory, December 12, 2003.

The Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002, section 305,
directs the Secretary, through FDA, to
issue a final regulation establishing
registration requirements by December
12, 2003. The statute is self-
implementing on this date if FDA does
not issue a final regulation by
December 12, 2003.

Abstract:

This rulemaking is one of a number of
actions being taken to improve FDA’s
ability to respond to threats of
bioterrorism. Section 415 of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
which was added by section 305 of the
Public Health Security and Bioterrorism
Preparedness and Response Act of 2002
(the Bioterrorism Act), directs the
Secretary to require any facility
engaged in manufacturing, processing,
packing, or holding food for
consumption by humans or animals in
the United States to be registered with
the Secretary through FDA. Section 415
directs the Secretary, through FDA, to
promulgate final regulations
implementing the requirements by
December 12, 2003. The owner,
operator, or agent in charge of the
facility must submit the registration.
Foreign facilities must include the
name of the United States agent for the
facility. The registration must include
the name and address of each facility
at which, and all trade names under
which, the registrant conducts business.
If FDA determines it is necessary
through guidance, the registration must
include the general food category (as
identified under 21 CFR 170.3) of foods
manufactured, processed, packed, or
held at the facility. The registrant is
required to notify the Secretary of
changes to the registration in a timely
manner. Upon receipt of the completed
registration form, FDA is to notify the
registrant of receipt of the registration
and assign a unique registration
number to the facility. The Secretary

is also required to compile and
maintain an up-to-date list of registered
facilities. This list and any registration
documents submitted to the Secretary
are not subject to disclosure under the
Freedom of Information Act. For
purposes of section 415, “facility”
includes any factory, warehouse, or
establishment engaged in the
manufacturing, processing, packing, or
holding of food. Exempt from the
registration requirement are farms,
restaurants, retail food establishments,
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nonprofit food establishments in which
food is prepared for or served directly
to the consumer, and fishing vessels
(except those engaged in processing as
defined in 21 CFR 123.3(k)). Foreign
facilities required to register include
only those from which food is exported
to the United States without further
processing or packaging outside the
United States. The Bioterrorism Act
provides that if a foreign facility
attempts to import food into the United
States without having registered, the
food will be held at the port of entry
until the foreign facility has registered.

Statement of Need:

The events of September 11, 2001,
highlighted the need to enhance the
security of the United States food
supply. Congress responded by passing
the Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002, which was
signed into law on June 12, 2002.
Regulations are needed to implement
the new statutory provisions.

Summary of Legal Basis:

Section 305 of the Public Health
Security and Bioterrorism Preparedness
and Response Act of 2002 (the
Bioterrorism Act) amends the FFDCA
by adding section 415, which directs
the Secretary to establish by regulation
requirements for the registration of food
and animal feed facilities. Section 305
amends section 301 of the FFDCA by
making the failure to register in
accordance with section 415 a
prohibited act. Section 305 also amends
section 801 of the FFDCA by requiring
food offered for import to be held at
the port of entry until the foreign
facility attempting to import the food
has registered.

Alternatives:

None, based on clear statutory directive
to establish regulations.

Anticipated Cost and Benefits:

Costs: Requiring registration for
domestic and foreign facilities that
manufacture, process, pack, or hold
food will create costs for facilities to
register and for FDA to set up and
administer a database of firms. Industry
costs are primarily a function of the
number of firms affected and the
amount of labor needed to register
those firms. FDA estimates that 158,618
domestic establishments and 100,000
foreign establishments covered by the
statute and proposed regulation will
bear a cost of approximately $8.5
million in the first year. In subsequent
years, new establishments will enter

the industry. FDA estimates the number
of new entrants each year will be equal
to 10 percent of the current number of
firms, for a recurring annual cost of
$850,000. FDA’s costs will include
labor hours, hardware, software, and
mailing costs for creating and
administering a database. We estimate
the costs to the agency for setting up
the database and registering the first
year registrants to be $17.4 million.
This includes four FDA FTEs,
contractor development of the database,
hardware, software, industry outreach,
and a firewall. We estimate costs for
maintaining the database and adding
new establishments to be $13.8 million
in the second year. Total first year costs
will be $25.9 million and second year
costs will be $14.7 million. All of these
cost estimates are preliminary and
uncertain.

Benefits: These provisions will improve
FDA'’s ability to respond to outbreaks
from accidental and deliberate
contamination from food and deter
deliberate contamination. It is not
possible to directly estimate the
benefits of averting a terrorist attack,

as we do not know what form an attack
might take or the probability of an
attack occurring. Instead, to get an idea
of the cost of a food disaster, we will
look at the costs of some severe,
foodborne illness outbreaks.

Risks:

Regulations implementing legislation to
protect the health of citizens against
bioterrorism would advance the
development, organization, and
enhancement of public health
prevention systems and tools. The
magnitude of the risks addressed by
such systems and tools is at least as
great as the other risk reduction efforts
within HHS’ jurisdiction. These
regulations will improve the ability to
address credible threats of serious
adverse health consequences or death
to humans or animals.

Timetable:
Action Date FR Cite
NPRM 12/00/02

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:
Businesses

Government Levels Affected:

None

Agency Contact:

Leslye M. Fraser

Associate Director for Regulations, Office
of Regulations and Policy
Department of Health and Human
Services

Food and Drug Administration
Center for Food Safety and Applied
Nutrition

5100 Paint Branch Parkway

College Park, MD 20740

Phone: 301 436-2378

Fax: 301 436-2637

Email: leslye.fraser@cfsan.fda.gov

RIN: 0910-AC40

HHS—FDA

39. @ ESTABLISHMENT OF PRIOR
NOTIFICATION REQUIREMENT FOR
ALL IMPORTED FOOD SHIPMENTS

Priority:

Economically Significant. Major under
5 USC 801.

Unfunded Mandates:

This action may affect the private
sector under PL 104-4.

Legal Authority:
PL 107-188, sec 307

CFR Citation:
Not Yet Determined

Legal Deadline:
Final, Statutory, December 12, 2003.

The Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002, section 307,
directs the Secretary, through FDA, to
issue final regulations establishing prior
notification requirements for all
imported food shipment by December
12, 2003. If FDA fails to issue final
regulations by this date, the statute is
self-executing on this date, and requires
FDA to receive prior notice of not less
than 8 hours, nor more than 5 days
until final regulations are issued.

Abstract:

This rulemaking is one of a number of
actions being taken to improve FDA’s
ability to respond to threats of
bioterrorism. Section 801(m) of the
Federal Food, Drug and Cosmetic Act
(FFDCA), which was added by section
307 of the Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002, authorizes the
Secretary, through FDA, to promulgate
final regulations by December 12, 2003.
Section 801(m) requires notification to
FDA prior to the entry of imported
food. The required prior notice would
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provide the identity of the article of
food; the manufacturer; the shipper; the
grower, if known at the time of
notification; the originating country; the
shipping country; and the anticipated
port of entry. The regulation would
identify the parties responsible for
providing the notice and explain the
information that the prior notice is
required to contain, the method of
submission of the notice, and the
minimum and maximum period of
advance notice required. Section 307
also states that if FDA does not receive
prior notice or receives inadequate
prior notice, the imported food shall be
held at the port of entry until proper
notice is provided.

Statement of Need:

The events of September 11, 2001,
highlighted the need to enhance the
security of the U.S. food supply.
Congress responded by passing the
Public Health Security and Bioterrorism
Preparedness and Response Act of 2002
(the Bioterrorism Act), was signed into
law on June 12, 2002. The proposed
regulations would implement section
307 of the Bioterrorism Act.

Summary of Legal Basis:

Section 307 of the Bioterrorism Act
amended the FFDCA by adding section
801(m), which authorizes the Secretary
through FDA to establish by regulation
requirements for the notification to
FDA prior to the entry of imported
food. In addition, section 307 of the
Bioterrorism Act also amends section
301 of the FFDCA by making the
offering of a food for import or the
importing of a food without prior
notification, as required by the new
regulations, a prohibited act.

Alternatives:

None, based on clear statutory directive
to establish regulations.

Anticipated Cost and Benefits:

The prior notification provision is an
economically significant regulatory
action, mainly because so many
shipments are affected. For calendar
year 2002, FDA estimates that about 4.7
million human and animal food and
dietary supplements line items will be
imported into U.S. commerce by
airplane, train, vessel, and truck.

For those importers who currently do
not notify FDA until their actual arrival
(or later) at a point of entry, this
proposed rule will create a burden as

it would require a change in their
current methods of operation. Prior
notice requirements will also create
some additional burdens if FDA

requires more imported articles to be
held for FDA inspection.

FDA costs will include the labor hours,
hardware, and software costs for
updating the present OASIS system.
Technology costs will likely increase
further if FDA has to create a stand
alone system instead of working
through U.S. Customs Service’s ACE
system to meet the statutory deadlines.
FDA costs may also include hiring
additional inspectors to certify the
receipt of prior notice and clear the
food to enter into U.S. commerce, and
storing goods, if FDA has to take
custody.

The provisions will improve
substantially FDA’s ability to examine
imported food for deliberate and
accidental contamination. The purpose
of the prior notification of imported
food shipments is to allow the FDA to
determine whether there is any credible
evidence or information indicating that
an article of food presents a threat of
serious adverse health consequences or
death to humans or animals, and to
receive and review the prior
notification, and appropriately respond.
It is not possible to directly estimate
the benefits of averting a terrorist
attack, as we do not know what form
an attack might take or the probability
of an attack occurring.

Risks:

Regulations implementing legislation to
protect the health of citizens against
bioterrorism would advance the
development, organization and
enhancement of public health
prevention systems and tools. The
magnitude of the risks addressed by
such systems and tools is at least as
great as the other risk reduction efforts
within HHS’ jurisdiction. These
regulations will improve the ability to
address credible threats of serious
adverse health consequences or death
to humans or animals.

Timetable:
Action Date FR Cite
NPRM 12/00/02

Regulatory Flexibility Analysis
Required:

Yes

Small Entities Affected:
Businesses

Government Levels Affected:
Federal

Federalism:

Undetermined

Agency Contact:

Mary Ayling

Lead, Inspection and Compliance Team,
Food Safety Staff

Department of Health and Human
Services

Food and Drug Administration
HFS-32

Center for Food Safety and Applied
Nutrition

5100 Paint Branch Parkway

College Park, MD 20740

Phone: 301 436-2131

Fax: 301 436-2605

Email: mary.ayling@cfsan.fda.gov

RIN: 0910-AC41

HHS—FDA

40. @ APPLICATIONS FOR FDA
APPROVAL TO MARKET A NEW
DRUG: PATENT LISTING
REQUIREMENTS AND APPLICATION
OF 30-MONTH STAYS ON APPROVAL
OF ABBREVIATED NEW DRUG
APPLICATIONS

Priority:

Economically Significant. Major under
5 USC 801.

Unfunded Mandates:

This action may affect the private
sector under PL 104-4.

Legal Authority:

21 USC 3321; 21 USC 331; 21 USC 351
to 353; 21 USC 355; 21 USC 355a; 21
USC 356; 21 USC 356a; 21 USC 356b;
21 USC 356¢; 21 USC 371; 21 USC 374;
21 USC 379e

CFR Citation:

21 CFR 314.52(a)(3); 21 CFR 314.53(b);
21 CFR 314.53(c)(1); 21 CFR
314.53(c)(2); 21 CFR 314.95(a)(3)

Legal Deadline:
None

Abstract:

The final rule would clarify the types
of patents for which information must
or must not be submitted to FDA. The
final rule would also revise the patent
declaration to make it more detailed.
The rule would also revise the
regulations regarding the approval date
for certain abbreviated new drug
applications or “505(b)(2) applications”
by stating that there is only one
opportunity for a 30-month stay in the
approval date of an ANDA or 505(b)(2)
application.

Statement of Need:

In recent years, FDA has seen new drug
application (NDA) applicants submit
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patent information to FDA shortly
before other patents for the drug are

to expire. Disputes have arisen whether
the later-filed patents are appropriately
submitted to FDA. The Federal Trade
Commission (FTC) has also asked FDA
to clarify whether NDA applicants can
or should list various types of patents
at FDA. The FTC has also issued a
report questioning whether NDA
applicants have used later-filed patents
to seek unwarranted delays in the
approval of generic drugs.

Summary of Legal Basis:

The principal legal authority for this
rule is found at sections 505 and 701
of the Federal Food, Drug, and
Cosmetic Act (the Act). Section 505(b)
of the Act describes the contents of an
NDA and 505(b)(2) application,
including the patent listing and patent
certification requirements. Section
505(j) of the Act describes the contents
of an ANDA, including patent
certification requirements. Both
sections 505(b) and 505(j) of the Act
also describe the 30-month stay of
approval dates for ANDA’s and
505(b)(2) applications if the ANDA or
505(b)(2) application applicant had
certified that a patent was invalid or
would not be infringed, and a timely
suit for patent infringement ensued.
Section 701(a) of the Act gives FDA the
authority to issue regulations for the
efficient enforcement of the Act.

Alternatives:

With respect to patent listing, one
alternative would be to remain silent
and defer to NDA applicants as to the
appropriateness of any particular
patent. This alternative, however,
would not deter the submission of
inappropriate patent information and
could lead to unnecessary patent
disputes between patent owners, NDA
holders, and ANDA or 505(b)(2)
application applicants.

As for the 30-month stay, there are
alternative arguments to justify a single
30-month stay, but those alternative
theories could also result in no notice
to the patent owner or NDA holder and
no opportunity for even a single 30-
month stay. Such results would be
contrary to the Act’s desire to balance
generic drug approvals against a need
to preserve incentives for innovation.
Another alternative would be to
continue allowing multiple 30-month
stays, but this would have the effect

of delaying the introduction of generic
drugs into the market.

Anticipated Cost and Benefits:

The one-year benefits of the regulation
will include the increase in revenues
to generic firms and the savings to
consumers from the earlier availability
of less expensive pharmaceuticals. The
estimated total one-year benefit is
approximately $3.2 billion. Adjusting
this benefit to account for the expected
increase in baseline pharmaceutical
expenditures, the total benefit for the
years 2002 through 2011 is expected to
be approximately $53.9 billion.

Eliminating multiple 30-month stays
per ANDA will prevent delays in
generic drug competition. Generic drug
companies gain through additional
sales, and, to the extent that generic
prices are lower than innovator prices,
consumers benefit from the “price
gap.” While the quantified benefits do
exceed the quantified costs, this rule
has the additional important benefit of
preserving the balance struck in the
Hatch-Waxman amendments.

Risks:

The regulation would deter misuse of
the patent listing and patent
certification process to obtain
unwarranted, multiple 30-month delays
in the approval of an ANDA or
505(b)(2) application. Court decisions
indicate that ANDA applicants and
505(b)(2) applicants have no private
right of action to have inappropriate
patents removed from FDA’s lists, and
the FTC report suggests that some
patents submitted to FDA have been
inappropriately listed.

Timetable:
Action Date FR Cite
NPRM 10/24/02 67 FR 65448
NPRM Comment 12/23/02

Period End
Final Rule 03/00/03

Regulatory Flexibility Analysis
Required:

No
Small Entities Affected:

No

Government Levels Affected:

None

Agency Contact:

Jarilyn Dupont

Department of Health and Human
Services

Food and Drug Administration
Office of Policy, Planning and Legislation
(HF-11)

5600 Fishers Lane

Rockville, MD 20857

Phone: 301 827-3360

Fax: 301 594-6777

Email: jdupont@oc.fda.gov

RIN: 0910-AC48

HHS—FDA

FINAL RULE STAGE

41. LABELING FOR HUMAN
PRESCRIPTION DRUGS; REVISED
FORMAT

Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Unfunded Mandates:

Undetermined

Legal Authority:

21 USC 321; 21 USC 331; 21 USC 351
to 353; 21 USC 355; 21 USC 358; 21
USC 360; 21 USC 360b; 21 USC 360gg
to 360ss; 21 USC 371; 21 USC 374; 21
USC 379e; 42 USC 216; 42 USC 241;
42 USC 262; 42 USC 264

CFR Citation:
21 CFR 201

Legal Deadline:

None

Abstract:

This regulation is one component of the
Secretary’s initiative to reduce medical
errors. The regulation would amend the
regulations governing the format and
content of professional labeling for
human prescription drug and biologic
products, 21 CFR 201.56 and 201.57.
The regulation would require that
professional labeling include a section
containing highlights of prescribing
information, and a section containing
an index to prescribing information;
reorder currently required information
and make minor changes to its content,
and establish minimum graphical
requirements for professional labeling.
The regulation would also eliminate
certain unnecessary statements that are
currently required to appear on
prescription drug labels and move
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certain information to professional
labeling.

Statement of Need:

The current format and content
requirements in sections 201.56 and
201.57 were established to help ensure
that labeling includes adequate
information to enable health care
practitioners to prescribe drugs safely
and effectively. However, various
developments in recent years, such as
technological advances in drug product
development, have contributed to an
increase in the amount, detail, and
complexity of labeling information.
This has made it harder for
practitioners to find specific
information and to discern the most
critical information in product labeling.

FDA took numerous steps to evaluate
the usefulness of prescription drug
labeling for its principal audience and
to determine whether, and how, its
format and content can be improved.
The agency conducted focus groups
and a national survey of office-based
physicians to ascertain how
prescription drug labeling is used by
health care practitioners, what labeling
information is most important to
practitioners, and how professional
labeling should be revised to improve
its usefulness to prescribing
practitioners.

Based on the concerns cited by
practitioners in the focus groups and
physician survey, FDA developed and
tested two prototypes of revised
labeling formats designed to facilitate
access to important labeling
information. Based on this testing, FDA
developed a third revised prototype
that it made available to the public for
comment. Ten written comments were
received on the prototype. FDA also
presented the revised prototype at an
informal public meeting held on
October 30, 1995. At the public
meeting, the agency also presented the
background research and provided a
forum for oral feedback from invited
panelists and members of the audience.
The panelists generally supported the
prototype.

The proposed rule described format
and content requirements for
prescription drug labeling that
incorporate information and ideas
gathered during this process. The
agency has received several comments
on the proposal and the comment
period was extended until June 22,
2001.

Summary of Legal Basis:

The agency has broad authority under
sections 201, 301, 501, 502, 503, 505,
and 701 of the Federal Food, Drug, and
Cosmetic Act (the Act)(21 U.S.C. 321,
331, 351, 352, 353, 355 and 371) and
section 351 of the Public Health Service
Act (42 U.S.C. 262) to regulate the
content and format of prescription drug
labeling to help ensure that products
are safe and effective for their intended
uses. A major part of FDA'’s efforts
regarding the safe and effective use of
drug products involves FDA’s review,
approval, and monitoring of drug
labeling. Under section 502(f)(1) of the
Act, a drug is misbranded unless its
labeling bears “adequate directions for
use” or it is exempted from this
requirement by regulation. Under
section 201.100 (21 CFR 201.100), a
prescription drug is exempted from the
requirement in section 502(f)(1) only if,
among other things, it contains the
information required, in the format
specified, by sections 201.56 and
201.57.

Under section 502(a) of the Act, a drug
product is misbranded if its labeling is
false or misleading in any particular.
Under section 505(d) and 505(e) of the
Act, FDA must refuse to approve an
application and may withdraw the
approval of an application if the
labeling for the drug is false or
misleading in any particular. Section
201(n) of the Act provides that in
determining whether the labeling of a
drug is misleading, there shall be taken
into account not only representations
or suggestions made in the labeling, but
also the extent to which the labeling
fails to reveal facts that are material in
light of such representations or material
with respect to the consequences which
may result from use of the drug product
under the conditions of use prescribed
in the labeling or under customary
usual conditions of use.

These statutory provisions, combined
with section 701(a) of the Act and
section 351 of the Public Health Service
Act, clearly authorize FDA to
promulgate a final regulation designed
to help ensure that practitioners
prescribing drugs (including biological
products) will receive information
essential to their safe and effective use
in a format that makes the information
easier to access, read, and use.

Alternatives:

The alternatives to the final rule
include not amending the content and
format requirements in sections 201.56
and 201.57 at all, or amending them
to a lesser extent. The agency has

determined that although drug product
labeling, as currently designed, is
useful to physicians, many find it
difficult to locate specific information
in labeling, and some of the most
frequently consulted and most
important information is obscured by
other information. In addition, the
agency’s research showed that
physicians strongly support the concept
of including a highlights section of the
most important prescribing information,
an index and numbering system that
permits specific information to be
easily located, and other requirements,
such as the requirement for a minimum
type size. Thus, the agency believes
that the requirements in the final rule
will greatly facilitate health care
practitioners’ access and use of
prescription drug and biological
labeling information.

Anticipated Cost and Benefits:

The expected benefits from the final
rule include reduced time needed for
health care professionals to read or
review labeling for desired information,
increased effectiveness of treatment,
and a decrease in adverse events
resulting from avoidable drug-related
errors. For example, the proposed
revised format is expected to
significantly reduce the time spent on
reading labeling by highlighting often
used information at the beginning of
labeling and facilitating access to
detailed information.

The potential costs associated with the
final rule include the cost of
redesigning labeling for previously
approved products to which the
proposed rule would apply and
submitting the new labeling to FDA for
approval. In addition, one-time and
ongoing incremental costs would be
associated with printing the longer
labeling that would result from
additional required sections. These
costs would be minimized by applying
the amended requirements only to
newer products and by staggering the
implementation date for previously
approved products.

Risks:
None.
Timetable:
Action Date FR Cite
NPRM 12/22/00 65 FR 81082
NPRM Comment 03/22/01
Period End
NPRM Comment 03/30/01

Period Reopened
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Action Date ER Cite Among other things, section 403(q) of “Includes g trans fat.” In
the Act authorizes the Food and Drug addition to the proposed option, the
NPRM Comment  06/22/01 Administration (FDA) to add or delete  agency considered a variety of other
EﬁgOd Reopening nutrients that are to be declared on the options for the declaration of trans fatty
Final Action 05/00/03 labels or labeling of food products by acids in the Nutrition Facts panel. The

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

Undetermined

Federalism:
Undetermined

Agency Contact:

Audrey Thomas

Regulatory Policy Analyst, Office of
Regulatory Policy

Department of Health and Human
Services

Food and Drug Administration
Suite 3037 (HFD-7)

Center for Drug Evaluation and Research
1451 Rockville Pike

Rockville, MD 20852

Phone: 301 594-2041

Fax: 301 827-5562

RIN: 0910-AA94

HHS—FDA

42. FOOD LABELING: TRANS FATTY
ACIDS IN NUTRITION LABELING,
NUTRIENT CONTENT CLAIMS, AND
HEALTH CLAIMS

Priority:

Economically Significant. Major under
5 USC 801.

Unfunded Mandates:

This action may affect the private
sector under PL 104-4.

Legal Authority:

21 USC 321; 21 USC 331; 21 USC 342;
21 USC 343; 21 USC 348; 21 USC 371;

CFR Citation:
21 CFR 101

Legal Deadline:

None

Abstract:

Section 403(q) of the Federal Food,
Drug, and Cosmetic Act, which was
added by the Nutrition Labeling and
Education Act of 1990 (NLEA), requires
that the label or labeling of food
products bear nutrition information.

regulation if it finds such action
necessary to assist consumers in
maintaining healthy dietary practices.
FDA issued final regulations
implementing NLEA in 1993. FDA
subsequently received a citizen petition
requesting that FDA amend its
regulations on food labeling to require
that the amount of trans fatty acids be
listed in the nutrition label and be
limited wherever saturated fat limits
are placed on nutrient content claims,
health claims, or disqualifying levels
and disclosure levels. In response to
this petition and based on new
evidence, FDA proposed the actions
requested in the petition on November
17, 1999 (64 FR 62746). In addition,
FDA proposed to define the claim
“trans fat free.”

Statement of Need:

FDA intends to publish a final rule
amending its nutrition labeling
regulations to incorporate requirements
for trans fatty acids in labeling for
several reasons. First, this final rule
responds, in part, to a citizen petition
on trans fatty acids in food labeling
from the Center for Science in the
Public Interest. Also, recent research
shows that dietary trans fatty acids
raise low density lipoprotein
cholesterol (LDL-C), the major diet
related risk factor for coronary heart
disease (CHD). Finally, the information
on trans fatty acids in nutrition labeling
is needed to assist consumers in
maintaining healthy dietary practices.

Summary of Legal Basis:

The NLEA (Pub. L. 101-535) amended
the Federal Food, Drug, and Cosmetic
Act (the Act) to provide, among other
things, that certain nutrients and food
components be included in nutrition
labeling. Sections 403(q)(2)(A) and
(@)(2)(B) of the Act provide the agency
with authority to, by regulation, add or
delete nutrients included in the food
label or labeling if the agency finds that
such action will assist consumers in
maintaining healthy dietary practices.

Alternatives:

FDA proposed, in the November 1999
proposal, that when trans fatty acids
are present in a food, the declaration
of saturated fat must bear a symbol that
refers to a footnote at the bottom of

the nutrition label that states the
number of grams of trans fatty acids
present in a serving of the product, i.e.,

other options were: (1) include trans
fatty acids with saturated fat and call
the total value ‘““saturated fat;” (2)
include trans fatty acids with saturated
fat and call the total value “saturated
fat,” and add an asterisk after the term
“saturated fat” when the food contains
trans fatty acids that refers to a footnote
stating ‘““Contains g trans fat;”
(3) include trans fatty acids with
saturated fat and call the total value
“saturated + trans fat;”” and (4) list trans
fatty acids separately under saturated
fat.

Anticipated Cost and Benefits:

FDA has estimated the benefits of the
proposed rule in the range of $25 to
$50 billion compared with costs in the
range of $400 to $900 million
(discounted at 7 percent for 20 years).
The value of the benefits were
estimated based on CHD morbidity and
mortality prevented. The costs were
estimated based on a formula that
included costs for testing,
decisionmaking, information panel
reprinting, relabeling of the principal
display panels, and product
reformulation.

Risks:

The American Heart Association
estimates that CHD causes 1.1 million
heart attack cases annually, with 33
percent of them fatal. FDA used these
estimates as the baseline to estimate the
number of cases and fatalities
prevented by this rule. The agency
estimated the rule would annually
prevent 6,300 to 17,100 cases of CHD
and 2,100 to 5,600 deaths, using three
different methods to estimate these
benefits. Thus, the labeling changes
resulting from this rule are expected to
reduce the risk of CHD, preventing, at
a minimum, 6,300 cases of CHD and
2,100 deaths annually.

Timetable:
Action Date FR Cite
NPRM 11/17/99 64 FR 62746

NPRM Comment 12/05/00 65 FR 75887

Period Reopened

NPRM Comment 01/19/01
Period End
Final Rule 03/00/03

Regulatory Flexibility Analysis
Required:

Yes

Small Entities Affected:
Businesses
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Government Levels Affected:
None

Agency Contact:

Susan Thompson

Chemist

Department of Health and Human
Services

Food and Drug Administration
(HFS-832)

Center for Food Safety and Applied
Nutrition

5100 Paint Branch Parkway
College Park, MD 20740

Phone: 301 436-1450

Fax: 301 436-2623

Email: sthomps1@cfsan.fda.gov

RIN: 0910-AB66

HHS—FDA

43. CGMPS FOR BLOOD AND BLOOD
COMPONENTS: NOTIFICATION OF
CONSIGNEES AND TRANSFUSION
RECIPIENTS RECEIVING BLOOD AND
BLOOD COMPONENTS AT
INCREASED RISK OF TRANSMITTING
HCV (LOOKBACK)

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:

21 USC 321; 21 USC 331; 21 USC 351
to 353; 21 USC 355; 21 USC 360; 21
USC 371; 21 USC 374; 42 USC 216;

42 USC 262; 42 USC 263; 42 USC 263a;
42 USC 264

CFR Citation:
21 CFR 606; 21 CFR 610

Legal Deadline:

None

Abstract:

This rulemaking is one of a number of
actions being taken to amend the
biologics regulations to remove, revise,
or update the regulations applicable to
blood, blood components, and blood
derivatives. These actions are based on
a comprehensive review of the
regulations performed by FDA, and are
also based on reports by the U.S. House
of Representatives Committee on
Government Reform and Oversight,
Subcommittee on House Resources and
Intergovernmental Relations, the
General Accounting Office, and the
Institute of Medicine, as well as public
comments. In this rulemaking, FDA
will amend the biologics regulations to
require that blood establishments
prepare and follow written procedures
for appropriate action when it is

determined that blood and blood
components pose an increased risk for
transmitting hepatitis C virus (HCV)
infection because they have been
collected from a donor who, at a later
date, tested reactive for evidence of
HCV. The HIV lookback regulations
will be amended for consistency.

Statement of Need:

In the Federal Register of June 22, 1999
(64 FR 33309), FDA announced the
availability of guidance, which updated
previous guidance, providing
recommendations for donor screening
and further testing for antibodies to
HCV, notification of consignees,
transfusion recipient tracing and
notification, and counseling by
physicians regarding transfusion with
blood components at increased risk for
transmitting HCV (often called
“lookback”). While available evidence
indicates that blood establishments are
following these recommendations, FDA
believes that regulations should be
codified, consistent with the previous
recommendations, to assure there is
clear enforcement authority in case
deficiencies in an establishment’s
lookback program are found and to
provide clear instructions for
continuing lookback activities.

Summary of Legal Basis:

The Public Health Service Act (21
U.S.C. 201 et seq.) and the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 321 et seq.) authorize FDA to
regulate biological products and to
ensure that the products are safe, pure,
potent, and effective. The Public Health
Service Act also contains authority
under which FDA can promulgate
regulations to prevent the spread of
communicable diseases. These
regulations would assure that
appropriate action is taken when blood
has been collected which may
potentially be capable of transmitting
HCV; that persons who have been
transfused with such blood components
are notified so that they receive proper
counseling and treatment; and that
infected donors are notified. They will
therefore help prevent the further
transmission of HCV.

Alternatives:

FDA has considered permitting
continued voluntary compliance with
the recommendations that have already
been issued. However, lookback will
remain appropriate for the foreseeable
future, and FDA believes that the
procedures should be clearly
established in the regulations.

Anticipated Cost and Benefits:

FDA is in the process of analyzing the
costs related to the rulemaking.
Monetary burdens will be associated
with the tracing of previous donations
of donors, quarantining in-date
products, identifying the recipients of
previous blood donations, and notifying
these recipients, as appropriate. FDA
believes these costs will be more
balanced by the public health benefits,
including benefits related to the
notification of past transfusion
recipients who may be unaware that
they may be infected with HCV.

Risks:

FDA believes there are minimum risks
posed by requiring that appropriate
lookback procedures for HCV be
prepared and followed.

Timetable:
Action Date FR Cite
NPRM 11/16/00 65 FR 69377
NPRM Comment 02/14/01

Period End
Final Action 04/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

None

Agency Contact:

Paula S. McKeever

Regulatory Policy Analyst
Department of Health and Human
Services

Food and Drug Administration
Suite 200N (HFM-17)

Center for Biologics Evaluation and
Research

1401 Rockville Pike

Rockville, MD 20852-1448

Phone: 301 827-6210

Fax: 301 594-1944

Related RIN: Related To 0910-AB26
RIN: 0910-AB76

HHS—FDA

44. TOLL-FREE NUMBER FOR
REPORTING ADVERSE EVENTS ON
LABELING FOR HUMAN DRUGS

Priority:
Other Significant

Legal Authority:
21 USC 355a



74126

Federal Register/Vol. 67, No. 236 /Monday, December 9, 2002/ The Regulatory Plan

CFR Citation:
21 CFR 201; 21 CFR 208; 21 CFR 209

Legal Deadline:
Final, Statutory, January 4, 2003.

Abstract:

To require the labeling of human drugs
approved under section 505 of the
Federal Food, Drug, and Cosmetic Act
to include a toll-free number for reports
of adverse events, and a statement that
the number is to be used for reporting
purposes only and not to receive
medical advice.

Statement of Need:

Consumers may not be aware of FDA’s
adverse event reporting program under
Medwatch. This requirement will
promote FDA’s mission to protect the
public health by informing consumers
of FDA’s Medwatch system.

Summary of Legal Basis:

Section 17 of the Best Pharmaceuticals
for Children Act (BPCA) requires this
final rule to issue within one year of
the date of its enactment on January

4, 2002.

Alternatives:

This final rule is required by section
17 of the BPCA. FDA has considered
alternatives within the scope of the
statutory requirements, in particular,
ways to reach the broadest consumer
audience and to minimize costs to the
pharmacy profession.

Anticipated Cost and Benefits:

Anticipated costs are to drug
manufacturers and authorized
dispensers of drug products, including
pharmacies. The BPCA contains a
provision requiring the Secretary to
seek to minimize the cost to the
pharmacy profession. Anticipated
benefits are to obtain information about
adverse events from consumers, which
may inform FDA of trends in reported
adverse events and result in a review
of the safety and/or effectiveness of
particular drug products on the market.

Risks:

None.

Timetable:

Action Date FR Cite
Interim Final Rule 01/00/03

Regulatory Flexibility Analysis
Required:

Yes

Small Entities Affected:
Businesses

Government Levels Affected:
None

Agency Contact:

Carol Drew

Regulatory Counsel

Department of Health and Human
Services

Food and Drug Administration
Suite 3037 (HFD-7)

Center for Drug Evaluation and Research
1451 Rockville Pike

Rockville, MD 20852

Phone: 301 594-2041

Fax: 301 827-5562

RIN: 0910-AC35

HHS—Centers for Medicare &
Medicaid Services (CMS)

PROPOSED RULE STAGE

45. END STAGE RENAL DISEASE
(ESRD) CONDITIONS FOR COVERAGE
(CMS-3818-P) (SECTION 610 REVIEW)

Priority:
Other Significant

Legal Authority:
42 USC 1395rr

CFR Citation:

42 CFR 400; 42 CFR 405; 42 CFR 406;
42 CFR 409; 42 CFR 410; 42 CFR 412
to 414; 42 CFR 489; 42 CFR 494

Legal Deadline:
None

Abstract:

This proposed rule would revise the
requirements that end stage renal
disease (ESRD) facilities must meet to
be certified under the Medicare
program.

Statement of Need:

The proposed rule is a complete
overhaul of the current ESRD
conditions for coverage in order to
reduce unnecessary process and
procedural requirements and focus on
the patient and the results of the care
provided to the patient. The proposed
conditions for ESRD facilities would
include, among other things, new
infection control guidelines; updated
water quality standards; new fire safety
standards; as well as patient
assessment, care planning, quality
improvement, and electronic data
reporting provisions that reflect the
current advances in dialysis technology
and standard care practices. The ESRD

conditions were last published in their
entirety in 1976.

Summary of Legal Basis:

Section 1881 [42 U.S.C. 1395rr] of the
Social Security Act (the Act) authorizes
benefits for individuals who have been
determined to have end stage renal
disease as provided in section 226A.
Section 1881(b) of the Act authorizes
payments on behalf of such individuals
to providers of services and renal
dialysis facilities “which meet
requirements as the Secretary shall by
regulation prescribe.” ESRD conditions
for coverage may be revised as needed
under the Secretary’s rulemaking
authority in section 1881.

Alternatives:

Retain the current conditions. CMS has
undertaken various quality
improvement initiatives, e.g., the
Dialysis Facility Compare website and
the CMS Clinical Performance
Measures Project that have improved
beneficiaries’ quality of care. However,
these initiatives lack the potential
impact of an overall regulatory change.

Anticipated Cost and Benefits:

Undetermined.

Risks:

Failure to update would leave CMS
with ESRD conditions for coverage that
are over 26 years old and do not reflect
current medical practices or scientific
advances in the field.

Timetable:
Action Date FR Cite
NPRM 05/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

None
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Agency Contact:

Robert Miller

Health Insurance Specialist

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
S$3-02-01

Office of Clinical Standards and Quality
7500 Security Boulevard

Baltimore, MD 21244-1850

Phone: 410 786-6797

Email: rmiller@cms.hhs.gov

Teresa Casey

Health Insurance Specalist

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
S$3-05-04

7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-7215

RIN: 0938-AG82

HHS—CMS

46. NATIONAL STANDARD FOR
IDENTIFIERS OF HEALTH PLANS
(CMS-6017-P)

Priority:

Other Significant. Major under 5 USC
801.

Unfunded Mandates:

This action may affect State, local or
tribal goverments.

Legal Authority:
42 USC 1320d to 1320d-8

CFR Citation:
45 CFR 160; 45 CFR 162

Legal Deadline:
Final, Statutory, February 21, 1998.

Abstract:

This proposed rule would implement
a standard identifier to identify health
plans that process and pay certain
electronic health care transactions. It
would implement one of the
requirements for administrative
simplification in section 262 of the
Health Insurance Portability and
Accountability Act of 1996.

Statement of Need:

This rule would implement the
national health plan identifier, one of
the requirements for administrative
simplification in section 262 of the
Health Insurance Portability and
Accountability Act of 1996.

Summary of Legal Basis:

Health Insurance Portability and
Accountability Act of 1996 (Pub. L.
104-191, August 21, 1996, sec. 1173).

Alternatives:
Three alternatives were considered:

Option 1: Federal and State Medicaid
Agencies Cost : $38.1M

Option 2: Private Organizations Cost :
$38.1M

Option 3: Registry Cost : $34.9M

Duration: Every option is required to
complete the enumeration process
within two years of the promulgation
and effective date of the final rule for
all health plans, except that small
health plans have three years to
comply.

Option 1: Two or more coordinating
entities will share responsibility for
enumerating health plans. The entities
would consist of Federal and State
Medicaid programs.

Option 2: Same as option one, except
that coordinating entities would consist
of private organizations.

Option 3: CMS, acting through a
contractor, would be the single entity
enumerating all health plans and
maintaining the registry.

Decision: The Secretary has selected
option three, not only because its costs
are lower, but also because it would
result in less burden on organizations
in coordinating enumeration, less
confusion for health plans, better
quality control of data control, and
better management of the enumeration
process.

Anticipated Cost and Benefits:

A benefit/cost analysis was conducted
with three contribution rates of PlanID
toward overall HIPPA cost savings.
Given a 1 percent contribution rate, the
PlanID project shows a net present
value of over $12.8 million and a
benefit/cost ratio of 1.45. For 5 and 15
percent rates, the net present values are
$179.2 million and $595.3 million,
respectively, and the benefit cost ratios
are 7.23 and 21.69, respectively. These
values indicate that the implementation
of the PlanID project will result in a
considerable positive return on
investment.

Risks:
There are three categories of risk:

Technical and Operational—
physical/logical system

Schedule—delays/slippage

Cost/Budget—cost overruns, funding
shortfalls, unexpected funding needs

An assessment and mitigation of risks
was conducted as part of the
information technology documentation.
The subsequent risk analysis
determined the project to be a low risk
endeavor.

Timetable:
Action Date FR Cite
Proposed Rule 02/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:
State

Federalism:

This action may have federalism
implications as defined in EO 13132.

Agency Contact:

Helen Dietrick

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
S1-07-17

7500 Security Boulevard

Baltimore, MD 21244-1850

Phone: 410 786-7448

RIN: 0938—-AH87

HHS—CMS

47. HEALTH INSURANCE REFORM:
CLAIMS ATTACHMENTS STANDARDS
(CMS-0050-P)

Priority:

Other Significant. Major under 5 USC
801.

Unfunded Mandates:

This action may affect State, local or
tribal goverments.

Legal Authority:

42 USC 1320d-2(a)(2)(B)

CFR Citation:

45 CFR 162

Legal Deadline:

Final, Statutory, August 21, 1998.
Abstract:

This rule proposes an electronic
standard for claims attachments. The
standard is required by the Health
Insurance Portability and
Accountability Act (HIPAA) of 1966. It
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would be used to transmit clinical data,
beyond those data contained in the
claims standard, to help establish
medical necessity for coverage.

Statement of Need:

The Administrative Simplification
subtitle of HIPAA requires the
Secretary of Health and Human
Services to adopt standards for
electronically requesting and supplying
additional information to support
submitted claims data. This rule
stipulates the requirements necessary to
comply with the law.

Summary of Legal Basis:

The Administrative Simplification
provisions of HIPAA require the
Secretary to establish standards that
additionally support information
attached to claims.

Alternatives:

In the absence of this regulation, claims
attachments in electronic form would
be left with the private industry to
develop. This action may create an
inconsistent standard use of electronic
claims attachments within the health
care industry.

Anticipated Cost and Benefits:

As the effect of any one of the HIPAA
standards is affected by the
implementation of other standards, it is
misleading to discuss the impact of one
standard by itself. Therefore, an Impact
Analysis on the total effect of all
standards was published in the
proposed rule concerning the national
provider identifier (HCFA-0045-P),
which was published on May 7, 1998
(63 FR 25320).

Risks:

Failure to publish this rule would mean
that no standard for electronic claims
attachments would be established for
use within the health care system. Lack
of a standard for electronic claims
attachments would decrease the
amount of savings in health care costs.

Timetable:
Action Date FR Cite
Proposed Rule 03/00/03

Regulatory Flexibility Analysis
Required:

No
Small Entities Affected:

Businesses

Government Levels Affected:
State, Local, Federal, Tribal

Federalism:

This action may have federalism
implications as defined in EO 13132.

Agency Contact:

James Krall

Health Insurance Specialist

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-6999

RIN: 0938—-AK62

HHS—CMS

48. ORGAN PROCUREMENT
ORGANIZATION CONDITIONS FOR
COVERAGE (CMS-3064-P)

Priority:
Other Significant

Legal Authority:

42 USC 1320b-8(b)(1)(A)(i); 42 USC
273(b)(2)

CFR Citation:
42 CFR 486.301

Legal Deadline:

Final, Statutory, January 1, 2002,
Requires promulgation of new
conditions.

Abstract:

This proposed rule would establish
conditions for coverage for organ
procurement organizations (OPOs) to be
certified by the Secretary to receive
payment from Medicare and Medicaid
for organ procurement costs, and to be
designated by the Secretary for a
specific geographic service area. The
Organ Procurement Organization
Certification Act of 2000 requires CMS
to increase the certification cycle for
OPOs from two years to four years and
to promulgate new performance
standards for OPOs.

Statement of Need:

This proposed rule contains new
conditions for coverage for OPOs,
including new performance standards.
This proposed rule would also increase
the rectification cycle for OPOs from
two years to four years.

Summary of Legal Basis:

Section 1138(b) of the Social Security
Act (the Act) provides the statutory
qualifications and requirements that an
OPO must meet in order to receive
payment for organ procurement costs
associated with procuring organs for

hospitals under the Medicare and
Medicaid programs. This section gives
the Secretary broad authority to
establish performance-related standards
for OPOs. Under this authority, the
Secretary established conditions for
coverage for OPOs at 42 CFR 486.301,
et seq. Section 1138(b) of the Act
specifies that an OPO must be certified
or rectified by the Secretary as meeting
the standards to be a qualified OPO as
described in section 371(b) of the
Public Health Service (PHS) Act. The
PHS Act requirements were established
by the National Organ Transplant Act
of 1984 and include provisions for OPO
board membership, staffing, agreements
with hospitals, and membership in the
OPTN. The Organ Procurement
Organization Certification Act of 2000
(section 701 of Pub. L. 106-505, 42
U.S.C. section 273(b)(1)(D)) amended
section 371(b) of the PHS Act to require
CMS to increase the certification cycle
for OPOs from two years to four years
and promulgate new performance
standards for OPOs.

Alternatives:

CMS is considering various alternatives
in the development of performance
measures and additional conditions for
coverage, and will solicit public
comments in order to identify
additional alternatives.

Anticipated Cost and Benefits:

While this rule is expected to improve

OPO performance and organ donations,
CMS is uncertain at this time about the
rule’s economic impact on OPOs.

Risks:

Failure to publish new outcome
performance standards would violate
section 701 of Public Law 106-505,
which amended the Public Health
Service Act.

Timetable:

Action Date FR Cite
Interim Final Rule 12/28/01 66 FR 67109
Proposed Rule 02/00/03

Regulatory Flexibility Analysis
Required:

No
Small Entities Affected:

Businesses

Government Levels Affected:

None
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Agency Contact:

Jacqueline Morgan

Health Insurance Specialist

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
S$3-02-01

7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-4282

RIN: 0938-AK81

HHS—CMS

49. USE OF RESTRAINT AND
SECLUSION IN MEDICARE AND
MEDICAID PARTICIPATING
FACILITIES THAT PROVIDE
INPATIENT OR RESIDENTIAL CARE
(CMS-2130-P)

Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Unfunded Mandates:

Undetermined

Legal Authority:
Children’s Health Act of 2000

CFR Citation:
Not Yet Determined

Legal Deadline:

None

Abstract:

This proposed rule would implement
provisions of the Children’s Health Act
(CHA) related to the use of restraints
or seclusion for individuals receiving
services in health care facilities that
receive Federal funding. The rule
would establish common terminology
and basic expectations for the use of
restraints and seclusion for health care
facilities that furnish inpatient or
residential care and receive Medicare
or Medicaid funding.

Statement of Need:

In recent years, media, government, and
consumer reports of deaths and injuries
occurring due to the use of restraint

or seclusion have heightened concern
about these mechanisms as
interventions. However, concern about
use is nothing new; the appropriate use
of restraint and seclusion has been
debated and regulated in various health
care settings for many years.
Researchers have examined the use of
restraint and seclusion, related injuries
and deaths, and potential alternatives
to address safety and care concerns
while posing less inherent risk to the

individual. Patient advocates have
lobbied for reduced and more highly
regulated use. Health care facilities and
professionals have examined
mechanisms for reduction, and some
have implemented training programs to
promote safe application and use.
However, reports of injuries and deaths
have brought concerns about care and
safety to the forefront. The issue has
gained national attention, with a call
for regulation across health care
settings.

Several highly publicized newspaper
articles and Federal reports are
considered the impetus for this
regulation. The CHA established a
significant collaboration of several
important children’s health bills. CMS
has responsibility for part H, which
established certain requirements related
to the rights of residents of certain
facilities receiving Federal funds. The
CHA establishes for certain facilities
common definitions, staff training
standards, reporting requirements, and
strict enforcement criteria.

Summary of Legal Basis:

The Children’s Health Act of 2000
(Pub. L. 106-310), section 3207, part H.

Alternatives:

No other regulatory alternatives were
considered. However, in some form
current regulations exist for hospitals
and residential treatment facilities,
while nursing homes and ICFs/MR
utilize survey guidelines. The CHA’s
intent is to develop consistency in
requirements across all Federally
funded patient or residential care
facilities. The statutory language
required that regulations be
promulgated within one year of its
enactment. This NPRM, CMS-2130-P, is
currently one year behind its mandated
time of publication.

Anticipated Cost and Benefits:

The anticipated benefits include the
increase in staff education and training
that leads to alternative usage of
restraint or seclusion as a means of
intervention and less traumatic
experiences for beneficiaries within the
given facilities, more involvement with
developing alternative treatment
mechanisms for staff and clients, alike.
The regulation creates a change in
facility practices and policies on the
use of restraint or seclusion as a
treatment mechanism. The regulation
will create standard criteria for all
patients or residential care facilities
that receive Federal funds, which will
establish an industry wide effect on
beneficiaries who are receiving services

within these Federal facilities. The
regulation creates consistent criteria for
staff training, and defining and
reporting on restraint or seclusion.

The anticipated cost is based on
regulations that will affect more than
31,800 Medicare and Medicaid funded
facilities. However, at this time, the
extent of potential facilities affected is
unattainable until comments are
received from other HHS agencies. It
is estimated that the cost will be
roughly $500 million/yr for Federal
Medicaid, and $2.5 - 3 billion for all
payors. However, the NPRM will
request comments on actual staff
training and reporting costs, it is
assumed this cost will decrease since
the majority of facilities currently have
training and reporting requirements.

Risks:

The risks in implementing this
regulation are: 1) increase in cost for
facilities in staff training (However,
facilities that currently utilize restraint
or seclusion as a form of intervention,
have some general staff training
requirements. The CHA will only
expand the content of this training.);
2) increased possibility of facilities
having their Federal funding status
placed in jeopardy due to non-
compliance with regulations (Industry
may raise concern that the CHA’s
enforcement aspect is too harsh. For
nursing homes, argument may occur
that the CHA’s enforcement goes
against the intent of Congress and its
OBRA ‘87 language to devise other
alternative sanctions besides
termination from the Medicare or
Medicaid programs.); and 3) concern
from facilities that currently do not
have any regulations governing the use
of restraints or seclusion (e.g., nursing
homes, hospice inpatient facilities, and
critical access hospitals. However,
nursing homes have requirements in
their survey guidance materials.)

And the risks in not implementing the
regulation are: 1) increase in cost for
facilities in staff training (However,
facilities that currently utilize restraint
or seclusion as a form of intervention,
have some general staff training
requirements. The CHA will only
expand the content of this training.);
2) increased possibility of facilities
having their Federal funding status
placed in jeopardy due to non-
compliance with regulations (Industry
may raise concern that the CHA’s
enforcement aspect is too harsh. For
nursing homes, argument may occur
that the CHA’s enforcement goes
against the intent of Congress and its
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OBRA ‘87 language to devise other
alternative sanctions besides
termination from the Medicare or
Medicaid programs.); and 3) concern
from facilities that currently do not
have any regulations governing the use
of restraints or seclusion (e.g., nursing
homes, hospice inpatient facilities, and
critical access hospitals. However,
nursing homes have requirements in
their survey guidance materials.)

Timetable:

Action Date FR Cite

NPRM 03/00/03

Regulatory Flexibility Analysis
Required:

Undetermined

Small Entities Affected:
Businesses

Government Levels Affected:
Undetermined

Federalism:
Undetermined

Agency Contact:

Frank Sokolik

Center for Medicaid and State Operations
Department of Health and Human
Services

Centers for Medicare & Medicaid Services
S2-13-23

7500 Security Boulevard

Baltimore, MD 21244-1850

Phone: 410 786-7089

RIN: 0938—-AL26

HHS—CMS

50. PROSPECTIVE PAYMENT SYSTEM
FOR PSYCHIATRIC HOSPITALS (CMS-
1213-P)

Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Unfunded Mandates:
Undetermined

Legal Authority:

PL 106-113, sec 124
CFR Citation:

Not Yet Determined

Legal Deadline:

NPRM, Statutory, October 1, 2002, per
section 124 of Public Law 106-113.

Abstract:

This proposed rule would set forth a
prospective payment system (PPS) for
psychiatric hospitals.

Statement of Need:

This proposed rule will set forth a PPS
for psychiatric hospitals and distinct
part units. It would replace the current
TEFRA payment mechanism that is
outdated and problematic for
psychiatric facilities.

Summary of Legal Basis:

Section 124 of BBRA mandated
implementation of an inpatient
psychiatric facility (IPF) PPS.

Alternatives:
An IPF PPS is required by statute.

Anticipated Cost and Benefits:

The statute requires us to implement
this PPS in a budget neutral fashion,
however there will be CMS
administrative costs associated with its
implementation.

Risks:

Redistributional effects inherent in a
new payment system may adversely
affects certain classes of facilities.

Timetable:
Action Date FR Cite
NPRM 02/00/03

Regulatory Flexibility Analysis
Required:

Undetermined

Government Levels Affected:
State, Local, Federal

Federalism:
Undetermined

Agency Contact:

Lana Price

Director, Division of End-Stage Renal
Disease, Bureau of Policy Development
Department of Health and Human
Services

Centers for Medicare & Medicaid Services
C5-05-27

7500 Security Boulevard

Baltimore, MD 21244-1850

Phone: 410 786-4533

RIN: 0938—AL50

HHS—CMS

51. REVISIONS TO THE MEDICARE
APPEALS PROCESS (CMS-4004-P)

Priority:

Other Significant
Legal Authority:
Sec 521 of BIPA

CFR Citation:
42 CFR 426

Legal Deadline:

NPRM, Statutory, October 1, 2002,
Statutory effective date 10/01/2002.

Abstract:

This proposed rule will also
incorporate recommendations from an
SSA/HHS workgroup to improve the
Administrative Law Judge (ALJ]) hearing
process. ALJs within the SSA who
conduct hearings for Medicare fee-for-
service and managed care cases are
currently governed by the SSA
disability regulations. These regulations
apply to disability cases and not to
Medicare. In an effort to improve the
integrity of the appeals process, CMS
has recognized the need to develop
regulations that are specific to the
adjudication of Medicare cases.

Statement of Need:

Section 521 of the Benefits
Improvement and Protection Act of
2000 (BIPA) requires the Secretary to
promulgate regulations implementing
new claims appeal procedures that are
scheduled to take effect by October 1,
2002. Although we are unable to meet
this deadline, we anticipate publishing
a proposed rule in October, 2002.
Subsequently, a final rule will be
needed to implement the changes
required by the statute.

Summary of Legal Basis:

Section 521 of BIPA amended section
1869 of the Social Security Act to
require significant revisions to
Medicare claims appeal procedures.
Section 1869(a)(1) specifically directs
the Secretary to promulgate regulations
implementing the required changes.

Alternatives:

Promulgation of this regulation is
required by statute, therefore there is
no alternative.

Anticipated Cost and Benefits:

We anticipate that the new appeals
process created by this regulation will
decrease the number of appeals
requested, reduce the length of time
required to adjudicate an appeal,
improve the integrity of the appeals
process, and improve the accuracy and
consistency of appeals decisions. These
changes will benefit Medicare
providers, suppliers, and beneficiaries.
The new appeal procedures should not
impose any additional costs on these
groups but fully implementing the
changes required by the statue is
anticipated to generate administrative
costs for HHS exceeding $100 million.
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Risks:

Failure to implement this regulation by
the statutory effective date will expose
CMS to potential lawsuits.

Timetable:
Action Date FR Cite
Proposed Rule 11/00/02

Regulatory Flexibility Analysis
Required:

Undetermined

Small Entities Affected:
No

Government Levels Affected:
Undetermined

Agency Contact:

Michael Edmondson

Health Insurance Specialist

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-6478

RIN: 0938-AL67

HHS—CMS

52. PROSPECTIVE PAYMENT SYSTEM
AND CONSOLIDATED BILLING FOR
SKILLED NURSING FACILITIES—
UPDATE FOR FY 2004 (CMS-1469-P)

Priority:

Other Significant. Major under 5 USC
801.

Legal Authority:

Sec 1888(e) of the Social Security Act

CFR Citation:
42 CFR 413.330 to 413.350

Legal Deadline:
NPRM, Statutory, April 1, 2003.

Final, Statutory, July 31, 2003, final
rule to be published before August 1,
2003.

Abstract:

This annual proposed rule updates the
payment rates used under the SNF PPS
beginning October 1, 2003.

Statement of Need:

The Medicare SNF PPS was established
by section 4432 of the Balanced Budget
Act of 1997 (BBA). The PPS applies

to all costs (routine, ancillary, and
capital) of covered SNF services
furnished to beneficiaries under part A
of the Medicare program, effective for
cost reporting periods beginning on or

after July 1, 1998. Annual updates to
the PPS rates are required by section
1888(e) of the Social Security Act (the
Act), as amended by the Medicare,
Medicaid, and SCHIP Balanced Budged
Refinement Act of 1999 (BBRA), and
the Medicare, Medicaid, and SCHIP
Benefits Improvement and Protection
Act of 2000 (BIPA), relating to
Medicare payments and consolidated
billing for SNFs.

Summary of Legal Basis:

Section 1888(e)(4)(H) requires that
annual updates to the SNF PPS rates
be published in the Federal Register
before August 1 of each year, to be
effective on the first day of the fiscal
year.

Alternatives:
None.

Anticipated Cost and Benéefits:

Section 1888(e) of the Act established
the SNF PPS for the payment of
Medicare SNF services for cost
reporting periods beginning on or after
July 1, 1998. This section also specifies
that the base year cost date to be used
in computing the Resource Utilization
Group III (RUG-III) payment rates must
be from FY 1995. The Act also requires
that a number of elements be
incorporated into the SNF PPS, such
as case-mix classification methodology,
the Minimum Data Set (MDS)
assessment schedule, a market basket
index, a wage index, and the urban and
rural distinction used in the
development or adjustment of the
Federal rates. Payment for SNF care
prospectively has a direct, positive
impact on the Medicare program by
controlling the increase in costs for
services provided by SNFs. Operating
under a PPS also has a beneficial
impact on the efficient management
and planning capability of individual
SNFs.

Risks:

Failure to update the SNF PPS by
October 1, 2002 would place us in
violation of the Act. Moreover, failure
to meet the publication deadline
imposed by the Act would also
constitute a violation.

Timetable:
Action Date FR Cite
Proposed Rule 04/00/03

Regulatory Flexibility Analysis
Required:

Yes

Small Entities Affected:
Businesses

Government Levels Affected:

None

Agency Contact:

William Ullman

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
C4-13-15

7500 Security Boulevard

Baltimore, MD 21244-1850

Phone: 401 786-5667

RIN: 0938-AL90

HHS—CMS

53. CHANGES TO THE HOSPITAL
OUTPATIENT PROSPECTIVE
PAYMENT SYSTEM AND CALENDAR
YEAR 2004 PAYMENT RATES (CMS-
1471-P)

Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Unfunded Mandates:

Undetermined

Legal Authority:

42 USC 1395L; BBA’97; BBRA’99;
BIPA’00

CFR Citation:
Not Yet Determined

Legal Deadline:

None

Abstract:

This rule would revise the Medicare
hospital outpatient department
prospective payment system for the
January 1, 2004 update.

Statement of Need:

Annual updates to the hospital
outpatient prospective payment systems
rates are required by section 1833 of
the Social Security Act (the Act), as
amended by the Medicare, Medicaid,
and SCHIP Balanced Budget
Refinement Act of 1999 (BBRA), and
the Medicare, Medicaid, and SCHIP
Benefits Improvement and Protection
Act of 2000 (BIPA), relating to
Medicare payments for hospital
outpatient department patient
prospective payment systems.

Summary of Legal Basis:

Section 1833(t) of the Act sets forth a
system of payment for hospital
outpatient department services
furnished to Medicare beneficiaries
based on prospectively set rates.



74132

Federal Register/Vol. 67, No. 236 /Monday, December 9, 2002/ The Regulatory Plan

Alternatives:
None.

Anticipated Cost and Benefits:

Undetermined.

Risks:

Failure to update the hospital
outpatient department prospective
payment systems would place us in
violation of the Act. Moreover, failure
to meet the publication deadline
imposed by the Act would also
constitute a violation.

Timetable:
Action Date FR Cite
NPRM 06/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:
Federal

Agency Contact:

Cindy Read

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-0378

RIN: 0938-AL91

HHS—CMS

54. REVISIONS TO PAYMENT
POLICIES UNDER THE PHYSICIAN
FEE SCHEDULE FOR CALENDAR
YEAR 2004 (CMS-1476-P)

Priority:

Other Significant. Major under 5 USC
801.

Legal Authority:

42 USC 1395W-4

CFR Citation:

42 CFR 410; 42 CFR 414
Legal Deadline:

None

Abstract:

Revisions to payment policies under
the physician fee schedule for calendar
year 2004.

Statement of Need:

Since January 1, 1992, Medicare has
paid for physicians’ services under

section 1848 of the Social Security Act
(the Act), “Payment for Physicians’
Services.” This section provides for
three major elements: 1) a fee schedule
for the payment of physicians’ services;
2) a sustainable growth rate for the
rates of increase in Medicare
expenditures for physicians’ services;
and 3) limits on the amounts that
nonparticipating physicians can charge
beneficiaries. The Act requires that
payments under the fee schedule be
based on national uniform relative
value units (RVUs) based on the
resources used in furnishing a service.
Section 1848(c) of the Act requires that
national RVUs be established for
physician work, practice expense, and
malpractice expense.

Summary of Legal Basis:

Section 6102 of the Omnibus
Reconciliation Act of 1989 (Pub. L. 101-
239) amended the Act by adding
section 1848, ‘“Payment for Physicians’
Services,” which requires Medicare to
pay for physicians’ services under a fee
schedule. Section 4644 of the Balanced
Budget Act of 1997 (Pub. L. 105-33)
amended section 1848(b)(1) of the Act
by requiring that we publish fee
schedules that establish payment
amount of all physicians’ services
before November 1 of the preceding
year, each year.

Alternatives:

None.

Anticipated Cost and Benefits:

The statute requires that annual
adjustments to physician fee schedule
RVUs not cause annual payments to
differ by more than $20 million from
what they would have been had the
adjustments not been made. If this
threshold is exceeded, we would make
adjustments to the conversion factor
(the dollar amount that converts
relative values into a payment amount
for a physician’s service) to preserve
budget neutrality. Because changes to
RVUs must be budget neutral, if we
increase a service’s RVUs, we must
reduce the overall multiplier (or the
actual RVUs) that converts the RVUs
to a dollar amount.

Risks:

Failure to establish payment amounts
for physicians’ services would place us
in violation of section 1848 of the Act.

Timetable:
Action Date FR Cite
NPRM 05/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:
Federal

Agency Contact:

Latesha Walker

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-1101

RIN: 0938—-AL96

HHS—CMS

55. @ REVISIONS TO AVERAGE
WHOLESALE PRICE METHODOLOGY
(CMS-1229-P)

Priority:

Economically Significant. Major status
under 5 USC 801 is undetermined.

Unfunded Mandates:

Undetermined
Legal Authority:
1842(0)

CFR Citation:

Not Yet Determined

Legal Deadline:
None

Abstract:

This rule would propose revisions to
the source and methodology for
determining the average wholesale
price (AWP) of drugs covered by
Medicare incident to a physician’s
service.

Statement of Need:

Studies by the Department of Justice,
GAO, OIG, and others indicate that the
current method of calculating AWP
results in payments that are
significantly higher than the providers’
acquisition costs for Medicare-covered
drugs. These revisions are intended to
pay more appropriately for Medicare-
covered drugs. A revision of AWP was
included in the President’s FY 2003
budget.

Summary of Legal Basis:

1842(o) requires that Medicare pay 95
percent of the average wholesale price
for drugs not otherwise paid on a cost
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or prospective payment basis. The
definition of AWP is left to the
Secretary to interpret.

Alternatives:
None.

Anticipated Cost and Benefits:

We anticipate significant savings for the
program and beneficiaries from using
a revised definition of AWP.

Risks:

Without this regulation, Medicare will
continue to make payments that are
significantly higher than market prices
and providers’ acquisition costs for
Medicare-covered drugs.

Timetable:
Action Date FR Cite
Proposed Rule 05/00/03

Regulatory Flexibility Analysis
Required:

Undetermined
Small Entities Affected:

Businesses

Government Levels Affected:

Undetermined

Federalism:

Undetermined

Agency Contact:

Robert Niemann

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-4569

RIN: 0938—-AM12

HHS—CMS

56. ® ELECTRONIC MEDICARE
CLAIMS SUBMISSION (CMS-0008-P)

Priority:

Other Significant
Legal Authority:

PL 107-105

CFR Citation:

Not Yet Determined
Legal Deadline:
None

Abstract:

This proposed rule implements the
requirements for electronic submission
of Medicare claims, submitted on or

after October 16, 2003. In addition, this
rule also implements the conditions
upon which a waiver could be granted
for these requirements.

Statement of Need:

Needed to state how we will implement
the Administrative Simplification
Compliance Act (ASCA), Public Law
107-105. It requires the electronic
submission of Medicare claims,
although the Secretary has the authority
to grant waivers. This requirements
applies to claims on or after October
16, 2003.

Summary of Legal Basis:

Public Law 107-105

Alternatives:

If we do nothing, it demonstrates the
Department’s lack of commitment to
HIPAA and its enforcement.

Anticipated Cost and Benefits:

Will have an impact on the Medicare
contractors budget but the magnitude
is unknown at this time. A presumed
benefit is that providers will choose to
switch to electronic claims
submissions.

Risks:

Providers may choose not to participate
in Medicare.

Timetable:
Action Date FR Cite
Proposed Rule 03/00/03

Regulatory Flexibility Analysis
Required:

Undetermined

Government Levels Affected:

None

Agency Contact:

Elizabeth Holland

Center for Health Plans and Providers
Department of Health and Human
Services

Centers for Medicare & Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-1309

RIN: 0938—AM22

HHS—CMS

FINAL RULE STAGE

57. REVISION OF
MEDICARE/MEDICAID HOSPITAL
CONDITIONS OF PARTICIPATION
(CMS-3745-F)

Priority:
Other Significant

Legal Authority:

42 USC 1395x; 42 USC 1302; 42 USC
1395(cc); 42 USC 1395hh; 42 USC
13206-8

CFR Citation:

42 CFR 416; 42 CFR 482; 42 CFR 485;
42 CFR 489

Legal Deadline:

None

Abstract:

This final rule will revise the
requirements that hospitals must meet
to participate in the Medicare and
Medicaid programs. The revised
requirements focus on patient care, and
how the outcomes of that care reflect

a cross-functional view of how patients
experience care and treatment in the
hospital setting.

Statement of Need:

The purpose of the hospital conditions
of participation is to protect patient
health and safety and help assure that
quality care is furnished to all hospital
patients. Hospitals must meet the
conditions of participation in order to
participate in Medicare or Medicaid.
Revised conditions are necessary to
ensure that our regulations focus
primarily on the actual quality of care
furnished to patients, and the outcomes
of that care, rather than on procedural
compliance. These changes are
intended to give hospitals the flexibility
needed to achieve high-quality
outcomes in the most cost-effective
manner.

In addition, the regulations are
intended to promote a cross-functional,
interdisciplinary approach to hospital
performance, instead of an approach
geared towards evaluating each
department of a hospital as a stand-
alone entity. This approach is in line
with current best practices in hospitals,
in which patients routinely encounter
many caregivers and services that often
cut across department lines.
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Summary of Legal Basis:

Section 1861(e) of the Social Security
Act (the Act) provides that a hospital
participating in the Medicare program
must meet certain specified
requirements. In addition, section
1861(e)(9) of the Act specifies that a
hospital also must meet such
requirements that the Secretary finds
are necessary in the interest of the
health and safety of the hospital’s
patients. Under this authority, the
Secretary has established in regulations
the requirements that a hospital must
meet to participate in Medicare. These
requirements are set forth in regulations
at 42 CFR part 482, “‘Conditions of
Participation for Hospitals.” Section
1905(a) of the Act provides that
Medicaid payments may be applied to
hospital services. Under regulations at
42 CFR 440.10(a)(3)(iii), hospitals
generally are required to meet the
Medicare conditions of participation in
order to participate in Medicaid.

Alternatives:

CMS considered the possibility of
revising individual sections of the
current hospital regulations. However,
we determined that the best means of
achieving the systematic changes
needed in the regulations was to revise
the hospital conditions in their entirety.
The specific areas that are likely to
form the core of the revised
requirements include patient rights,
patient assessment, patient care, quality
assessment and improvement, and
information management.

Anticipated Cost and Benefits:

There would not be significant costs
associated with this final rule. The
benefits that would be derived from the
rule are discussed in the Statement of
Need section, above.

Risks:

By revising these regulations to focus
on the quality of the actual care given
to an individual and the effectiveness
of that care for the individual patient,
we hope to reduce risks to
beneficiaries’ health and safety. Revised
procedures can better focus on ensuring
that the care being given to a patient

is the care that is actually necessary
and effective for that patient. No
quantitative estimates of risk reductions
are available yet.

Timetable:
Action Date FR Cite
NPRM 12/19/97 62 FR 66726
NPRM Comment 03/20/98

Period End
Final Action 09/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses, Organizations

Government Levels Affected:

None

Federalism:
Undetermined

Agency Contact:

Stephanie Dyson

Health Insurance Specialist

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
S$3-02-01

7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-9226

RIN: 0938—-AG79

HHS—CMS

58. HEALTH INSURANCE REFORM:
STANDARD UNIQUE HEALTH CARE
PROVIDER IDENTIFIER (CMS-0045-F)

Priority:

Other Significant. Major under 5 USC
801.

Legal Authority:
42 USC 1320D-2(b)(1)

CFR Citation:
42 CFR 160; 42 CFR 162

Legal Deadline:
Final, Statutory, February 21, 1998.

Abstract:

This final rule establishes a standard
unique ID for all health care providers
under the Health Insurance Protability
and Accountability Act (HIPAA) of
1966 (Pub. L. 104-191). The rule
implements administrative
simplification initiatives that have a
national scope beyond Medicare and
Medicaid.

Statement of Need:

HIPAA creates a new part C, entitled
“Administrative Simplification,” to title
XTI of the Social Security Act. One of
the standards for health identifiers that
is mandated by part C is a standard
unique health care provider identifier,
to be used in the health care system.
This regulation announces the adoption
of the National Provider Identifier (NPI)
as the standard unique health care
provider identifier. It also provides

information on how health care
providers will be assigned NPIs and
defines the requirements of health
plans, health care providers, and health
care clearinghouses with respect to
obtaining and using this standard.
Implementation of the NPI and the
other Administrative Simplification
standards will increase the efficiency of
the processing of standard transactions
within the health care system.

Summary of Legal Basis:

Currently, health plans assign
identification numbers to their member
health care providers. Different health
plans assign different numbers to the
same health care providers. The
identifiers are frequently not standard
within a health plan or across health
plans. This results in health care
providers having different identification
numbers for different health programs,
often having multiple billing numbers
issued within a single health program.
This complicates the health care
providers’ claims submissions and
other transactions and increases the
costs incurred by health care providers
in conducting those transactions.

The Administrative Simplification
provisions of HIPAA were designed to
improve the efficiency and
effectiveness of the health care system
by encouraging the development of a
health information system through the
establishment of the standard unique
health care provider identifier and
other standards and requirements to
facilitate the electronic transmission of
certain health information.

Alternatives:

This regulation announces the NPI as
the standard unique health care
provider identifier. The NPI is a 10-
position all numeric identifier, with a
check-digit in the tenth position. There
is no intelligence in the number. This
design and our assignment strategy will
allow more than 200 million NPIs to

be issued. The NPI meets the principles
established by the Department of
Health and Human Services (HHS) for
designation as a national standard. This
final regulation defines “health care
provider” in terms of the entities that
will receive NPIs.

Health care providers will be
enumerated by a federally directed
registry (the enumeration contractor).
The enumeration contractor will use
the National Provider System (NPS) to
uniquely identify a health care provider
and issue it an NPI. The NPS will be
developed by CMS. Health care
providers must supply updates to their
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NPS data to the enumeration contractor
within 30 days of the effective dates
of the changes.

The NPS will establish the National
Provider File (NPF), which will contain
information collected from health care
providers in order to assign them NPIs.
The NPS will assign a single, unique
NPI to a health care provider. Upon the
dissolution of an organization health
care provider or the death of a
individual health care provider, the
NPS will deactivate the NPI that had
been issued to that health care provider
and will not assign a deactivated NPI
to any other health care provider.

Anticipated Cost and Benefits:

Our analysis of the costs and savings
of the HIPAA Administrative
Simplification standards is an aggregate
impact of all the standards. Assessing
the impact of each standard
independently would inflate the costs
and would yield inaccurate results.
While each individual standard is
beneficial, the standards as a whole
have a synergistic effect on savings. A
difficulty in this analysis was the fact
that we have no historical experience
in assessing the costs and benefits of
such a sweeping change. The costs of
implementing the standards specified
in HIPAA are primarily one-time or
short-term costs related to conversion.
These costs will be incurred during the
first three years of implementation.
Benefits will accrue almost
immediately, but will not exceed costs
for health care providers until after the
third year of implementation. After the
third year, the benefits will continue
to accrue into the fourth year and
beyond. The impact analysis for the
costs and benefits associated with all
the Administrative Simplification
standards indicates that the combined
net savings for health plans and health
care providers would amount to $1.5
billion dollars after five years.

Risks:

This rule will formally establish the
standard for the unique health care
provider identifier and will
communicate the requirements for
health plans, health care providers, and
health care clearinghouses in
implementing this standard.

Failure to publish this rule would
jeopardize the benefits of
administrative simplification. Payers
would continue to maintain their own
system of enumerating providers, and
providers would need to maintain
systems to store the different

identifiers. Additional costs would thus
be incurred.

Timetable:
Action Date FR Cite
NPRM 05/07/98 63 FR 25320
NPRM Comment 07/06/98

Period End
Final Action 02/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:
Businesses

Government Levels Affected:
Federal, State, Local, Tribal

Federalism:

This action may have federalism
implications as defined in EO 13132.

Additional Information:
None

Agency Contact:

Patricia Peyton

Office of Information Services
Department of Health and Human
Services

Centers for Medicare & Medicaid Services
N3-20-05

7500 Security Boulevard

Baltimore, MD 21224-1850

Phone: 410 786-1812

RIN: 0938—AH99

HHS—CMS

59. SECURITY STANDARDS (CMS-
0049-F)

Priority:

Other Significant. Major under 5 USC
801.

Legal Authority:
PL 104-191; 42 USC 1320d-2(d)

CFR Citation:
45 CFR 162

Legal Deadline:
Final, Statutory, February 21, 1998.

Abstract:

This final rule is being jointly
developed by CMS and the Department
of Commerce. This final rule adopts
standards for the security of certain
electronic, individually identifiable
health information of health plans,
health care clearinghouses, and certain
health care providers. It implements
administrative simplification initiatives
that have a national scope beyond the
Medicare and Medicaid programs.

Statement of Need:

The Administrative Simplification
provisions of the Health Insurance
Portability and Accountability Act
(HIPAA) of 1966 required the
Department to adopt standards for
security.

Currently, no standard measures exist
in the health care industry that address
all aspects of the security of electronic
health information while it is being
stored or transmitted between entities.

The use of the security standards will
improve the Medicare and Medicaid
programs, and other Federal health
programs and private health programs,
and the effectiveness and efficiency of
the health care industry in general by
establishing a level of protection for
certain electronic health information.

Summary of Legal Basis:

This final rule implements some of the
requirements of the Administrative
Simplification subtitle of HIPAA.

Alternatives:

Existing security standards do not
encompass all the requirements set
forth in the law.

Anticipated Cost and Benefits:

Although we cannot determine the
specific economic impact of the
standards in this final rule (and
individually each standard may not
have a significant impact), we are
unable to estimate the cost of
implementing the security standards as
implementation needs will vary
dependent upon each entity’s risk
assessment and upon what is already
in place. In addition, it is important
to recognize that security is not a one-
time project, but rather an on-going,
dynamic process. However, the overall
impact analysis makes clear that,
collectively, all the HIPAA standards
will have a significant impact of over
$100 million on the economy. We
believe that the overall Administrative
Simplification costs will be offset by
future savings.

Implementation of the security
standards will provide confidentiality,
integrity and availability protections to
certain personaly identifiable health
information. The synergistic effect of
the employment of the security
standards will also enhance all aspects
of HIPAA’s Administrative
Simplification requirements.

Risks:

The security of electronic protected
health information is, and has been for
some time, a basic business
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requirement that health care entities
ignore at their peril. Instances of
“hacking” and other security violations
may be widely publicized, and can
seriously damage an institution’s
community standing. Appropriate
security protections are crucial for
encouraging the growth and use of
electronic data interchange.

Timetable:
Action Date FR Cite
NPRM 08/12/98 63 FR 43242
NPRM Comment 10/13/98

Period End
Final Rule 12/00/02

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:
State, Local, Tribal, Federal

Federalism:
Undetermined

Agency Contact:

Barbara Clark

Office of Information Services
Department of Health and Human
Services

Centers for Medicare & Medicaid Services
N2-14-10

7500 Security Boulevard

Baltimore, MD 21244-1850

Phone: 410 786-3017

RIN: 0938-AI57

HHS—CMS

60. HOSPITAL CONDITIONS OF
PARTICIPATION: QUALITY
ASSESSMENT AND PERFORMANCE
IMPROVEMENTS (QAPI) (CMS-3050-F)

Priority:

Other Significant

Legal Authority:

42 USC 1302; 42 USC 1395hh
CFR Citation:

42 CFR 482.21

Legal Deadline:

None

Abstract:

This final rule addresses provisions
relating to the development and
implementation of a QAPI program and
its components. It imposes several
requirements that are designed to
increase patient safety and track the

methodologies and/or programs or both
used to increase patient safety.

Statement of Need:

In 1999, reports of deaths and serious
injuries to patients associated with
medical errors were published in a
report issued by the Institute of
Medicine (IOM) entitled, “To Err is
Human: Building a Safer Health
System.” This report generated much
media, public, Congressional, and
Departmental concern for patient health
and safety, estimating that up to 98,000
Americans die each year as a result of
preventable medical errors.

The Quality Interagency Coordination
Task Force (QuiC), evaluated the
recommendations in the IOM report
and to respond with a strategy to
identify patient safety issues and
stimulate the reduction of medical
errors by 50 percent over the next 5
years, as recommended by the IOM.
This regulation will serve to
accomplish this goal.

Summary of Legal Basis:

Hospitals must meet certain conditions
in order to participate in the Medicare
program that are intended to protect
patient health and safety and ensure
that high-quality care is provided.
Hospitals receiving payment under
Medicaid must meet the CoPs in
Medicare. 42 U.S.C. 1302 and 42 U.S.C.
1395hh authorizes promulgation of
regulations in the interest of the health
and safety of individuals who are
furnished services in the institution.

Alternatives:

We considered adding requirements
that were more prescriptive in nature.
However, in response to public
comments, and in recognition that this
requirement will apply to hospitals of
varying size, operating in wide ranges
of localities, serving diverse
populations, we opted not to utilize
this approach. Development of more
detailed strategies and policies to
comply with the requirement will be
left to the discretion of each hospital.

Anticipated Cost and Benefits:

Hospitals are currently required to have
a quality assurance program and we
believe that the costs associated with
the QAPI program are similar to the
costs associated with their existing
quality assurance program. Therefore,
we do not anticipate the
implementation of the final rule to
result in any significant increase in
costs to hospitals or the Medicare and
Medicaid programs. The information
requirements contained within the

regulations are comparable to those of
JCAHO and are necessary safeguards
against patient safety.

Given the variability of QAPI programs,
it would be difficult to define the
extent to which this would affect
individual hospitals. CMS has allowed
maximum flexibility in meeting these
requirements, and Medicare hospitals
have existing requirements for QA
programs. We do, however, recognize
that hospitals will have an increased
minimal burden associated with the
writing of internal policies and
procedures that encompass all aspects
of this requirement. Also, hospitals
must continue to track incidents and
analyze their causes, in addition to the
new requirement of implementing
preventive actions and mechanisms of
learning. Accredited JCAHO hospitals
should not experience increased burden
associated with the requirement for
performance projects; however, CMS’
assessment of the rule’s possible
burden implications for these hospitals
is currently under review. Also, the
1,485 non-accredited hospitals will
now be required to perform
improvement projects that measure,
analyze, and track quality indicators or
other aspects of performance. We have
minimized the burden to these facilities
by allowing projects to be
representative of the hospitals
complexity of services and resources.

Risks:

This final rule is intended to encourage
the emphasis of patient safety in
hospitals, and serves as the first step
toward providing the framework for
and bringing to the forefront of medical
practice, increased patient safety and
accountability. The knowledge gained
from QAPI and patient safety programs
will lead to better health care for
Medicare’s more than 39 million
beneficiaries.

Given the substantial media, public,
Congressional, and Departmental
concern regarding patients’ health and
safety, we believe that this final rule
should be published as soon as
possible. The QAPI CoP provides the
framework to implement the
Administration’s initiatives, thereby
addressing preventable medical errors
and patient safety in hospitals.

Timetable:
Action Date FR Cite
NPRM 12/19/97 62 FR 66725
NPRM Comment 02/17/98

Period End
Final Rule 12/00/02
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Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:
State

Agency Contact:

Stephanie Dyson

Health Insurance Specialist

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
S$3-02-01

7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-9226

RIN: 0938—-AK40

HHS—CMS

61. REVIEW OF NATIONAL
COVERAGE DETERMINATIONS AND
LOCAL COVERAGE
DETERMINATIONS (CMS-3063-F)

Priority:

Other Significant

Legal Authority:

Sec 522 of the BIPA 2000

CFR Citation:
42 CFR 405

Legal Deadline:

NPRM, Statutory, October 1, 2001, The
effective date for regulation changes is
10/01/01.

Abstract:

This final rule would announce a new
process for beneficiaries to appeal
national and local coverage
determinations (LCDs).

Statement of Need:

Implementation of an LCD and national
coverage determination (NCD) appeals
process is required by section 522 of
the Benefits Improvement and
Protections Act (BIPA). The effective
date for this section was October 1,
2001, so expeditious implementation of
the regulation is crucial.

Summary of Legal Basis:

An appeal process for LCDs and NCDs
is mandated by section 522 of BIPA.

Alternatives:

Because of the complex nature of the
proposed processes, the agency opted
to implement through a Notice of

Proposed Rulemaking (NPRM) in order
to grant the public an opportunity to
comment on these complex processes.
Though other approaches would not
have granted such an opportunity to
comment, alternatives could have also
included not writing a regulation, or
implementing via another mechanism,
such as a Federal Register Notice. The
agency decided that the processes were
too complex to implement via anything
other than an NPRM.

Anticipated Cost and Benefits:

The Medicare program would incur
certain administrative costs associated
with coverage determination reviews,
the cost of being a party to coverage
determination reviews, and the cost of
reevaluating policies. A potential
benefit for beneficiaries includes
providing another avenue for
beneficiaries to challenge NCDs (this
time to a third party), and a new
mechanism to challenge LCDs, as
mandated by section 522 of BIPA.

Risks:

Risks include receiving so many
comments from the public, or
comments that are sufficiently complex,
that thorough review of the comments
would further delay implementation of
a final rule.

Timetable:

Action Date FR Cite

Proposed Rule 08/22/02 67 FR 54534
Comment Period End 10/21/02
Final Action 07/00/03

Regulatory Flexibility Analysis
Required:
No

Small Entities Affected:
No

Government Levels Affected:

Undetermined

Federalism:

Undetermined

Agency Contact:

James Bossenmeyer

Health Insurance Specialist

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
C5-16-26

7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-9317

Email: jbossenmeyer@hcfa.gov

RIN: 0938—AK60

HHS—CMS

62. HEALTH INSURANCE REFORM:
MODIFICATIONS TO STANDARDS
FOR ELECTRONIC TRANSACTIONS
(CMS-0003-F)

Priority:
Other Significant

Unfunded Mandates:
Undetermined

Legal Authority:
Social Security Act, sec 1871

CFR Citation:
45 CFR 162

Legal Deadline:
None

Abstract:

This rule finalizes provisions
applicable to electronic data transaction
standards, adopts implementation
specifications for health care entities
and others, and responds to public
comments received on two related
proposed rules published on May 31,
2002 in the Federal Register.

Statement of Need:

The Administrative Simplification
subtitle of the Health Insurance
Portability and Accountability Act
(HIPAA) of 1996 requires the Secretary
of Health and Human Services to adopt
standards for electronic transactions.
This rule modifies previous adopted
standards as a result of the Designated
Standard Maintenance Organization
(DSMO) process. The modifications in
this rule are required by the health care
industry for initial implementation of
the HIPAA transactions standards.

Summary of Legal Basis:

The Administrative Simplification
provisions of HIPAA require the
Secretary to establish standards of
electronic transactions for health plans,
health care clearing houses, and certain
health care providers.

Alternatives:

In the absence of this final rule, the
health care industry would be unable
to implement the adopted standard
transactions.

Anticipated Cost and Benefits:

The estimated costs and benefits of this
rule would not change the impact of
the Standard for Electronic Transaction
final rule published on August 17, 2000
(65 FR 50312). It would loosen the
financial burden on the health care
industry.
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Risks:

Modifying standards established in the
Standard for Electronic Transaction
final rule (65 FR 50312), as a result
of the DSMO process, will allow the
health care industry to be in
compliance with regulations under
HIPAA. This rule would enable
providers, health plans, and
clearinghouses to utilize a consistent
set of electronic standards that are in
compliance throughout the entire
health care community.

Timetable:

Action Date FR Cite
Proposed Rule 05/31/02 67 FR 38044
Final Action 12/00/02

Regulatory Flexibility Analysis
Required:

Undetermined

Government Levels Affected:
Undetermined

Agency Contact:

Gladys Wheeler

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
N2-14-17

7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-0273

RIN: 0938—-AK64

HHS—CMS

63. CHANGES TO THE HOSPITAL
INPATIENT PROSPECTIVE PAYMENT
SYSTEM AND FY 2004 RATES (CMS-
1470-N)

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:

Sec 1886(d) of the Social Security Act

CFR Citation:

42 CFR 412 to 413; 42 CFR 485; 42
CFR 489

Legal Deadline:
NPRM, Statutory, April 1, 2003.
Final, Statutory, August 1, 2003.

Abstract:

This notice would revise the Medicare
acute hospital inpatient prospective
payment systems for operating and
capital market costs to implement
changes arising from our continuing
experience with these systems. These
changes apply to discharges occurring
on or after October 1, 2003.

Statement of Need:

Annual updates to the hospital
inpatient prospective payment system
rates are required by section 1886 of
the Social Security Act (the Act), as
amended by the Medicare, Medicaid,
and SCHIP Balanced Budged
Refinement Act of 1999 (BBRA), and
the Medicare, Medicaid, and SCHIP
Benefits Improvement and Protection
Act of 2000 (BIPA), relating to
Medicare payments for hospital
inpatient prospective payment systems.

We are proposing to revise the
Medicare hospital inpatient prospective
payment systems for operating and
capital costs to describe proposed
changes to the amounts and factors
used to determine the rates for
Medicare hospital inpatient services.
These changes would be applicable to
discharges occurring on or after October
1, 2003. We also are setting forth
proposed rate-of-increase limits as well
as proposed policy changes for
hospitals and hospital units excluded
from the prospective payment systems.

Summary of Legal Basis:

Section 1886(d) of the Social Security
Act sets forth a system of payment for
the operating costs of the acute care
hospital inpatient system under
Medicare part A based on prospectively
set rates. Section 1866(g) of the Act
requires the Secretary to pay for the
capital-related costs of hospital
inpatient stays under a prospective
payment system.

Section 1886(e)(5)(B) requires that
annual updates to the hospital inpatient
prospective payment systems rates be
published in the Federal Register before
August 1 of each year, to be effective
on the first day of the fiscal year (FY).

Alternatives:
None.

Anticipated Cost and Benefits:

The cost and benefits of this regulation
will depend upon the market basket
projection by the Office of the Actuary.
Under current law, the update for FY
2003 will be market basket minus .55
percentage points. A one percent
change in payments under the inpatient
prospective payment system represents
an approximately $760 million change.

Risks:

Inadequately paying for the services
hospitals furnish to Medicare
beneficiaries has the potential to affect
a beneficiary’s access to care and the
quality of care furnished to a
beneficiary. Therefore, we will carefully

assess the impacts of all of the changes
we implement through this regulation
to mitigate these risks.

Failure to update the hospital inpatient
prospective payment systems by
October 1, 2003 would place us in
violation of the Act. Moreover, failure
to meet the publication deadline
imposed by the Act would also
constitute a violation.

Timetable:
Action Date FR Cite
Notice 05/00/03

Regulatory Flexibility Analysis
Required:

Yes

Small Entities Affected:
Businesses

Government Levels Affected:
None

Agency Contact:

Stephen Phillips

Center for Health Plans and Providers
Department of Health and Human
Services

Centers for Medicare & Medicaid Services
C4-05-27

7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-4548

RIN: 0938—-AL89

HHS—CMS

64. ® APPLICATION OF EMERGENCY
MEDICAL AND TREATMENT ACT
(EMTALA) (CMS-1063-F)

Priority:

Other Significant. Major status under 5
USC 801 is undetermined.

Unfunded Mandates:
Undetermined

Legal Authority:
Not Yet Determined

CFR Citation:
Not Yet Determined

Legal Deadline:
None

Abstract:

This final rule regulation would clarify
special responsibilities of Medicare
hospitals that offer services for
treatment of emergency medical
conditions, to promote consistent
application of the Emergency Treatment
and Labor Act to situations not
discussed in current regulations.
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Statement of Need:

Revised regulations are needed to
clarify the responsibilities of Medicare
participating hospitals with respect to
individuals who come to the hospital
emergency department and request
examination or treatment of a medical
condition. The regulations would
announce the agency’s final position on
proposals published on May 9, 2002
(67 FR 31404).

Summary of Legal Basis:

The legal basis of this regulation are
sections 1866(a)(1)(I) and 1867 of the
Social Security Act (42 U.S.C. 1385cc
and 42 U.S.C. 1395dd).

Alternatives:

None feasible. If the regulations are not
published in final, uncertainty among
physicians and hospitals about their
responsibilities will continue and
increase.

Anticipated Cost and Benefits:

We are unable to provide objective
dollar estimates of the impact of the
regulations. We expect that publication
of the regulations will enable hospitals
and physicians to act in more focused
and efficient ways to meet their
statutory responsibilities, thus
increasing the quality and availability
of emergency care.

Risks:

Some physicians and hospitals may
continue to have some concerns about
these requirements, even after the
publication of clarifying regulations.
However, if current regulations are not
clarified, hospitals and physicians will
have continued uncertainty as to their
statutory responsibilities, and patients
with emergency medical conditions
may face greater difficulty in receiving
needed care in a timely manner.

Timetable:

Action Date FR Cite

Final Action 11/00/02

Regulatory Flexibility Analysis
Required:

Undetermined

Government Levels Affected:

Undetermined

Federalism:

Undetermined

Agency Contact:

Rebecca Hirshorn

Health Insurance Specialist

Department of Health and Human
Services

Centers for Medicare & Medicaid Services
C4-06-06

7500 Security Boulevard

Baltimore, MD 21244

Phone: 410 786-3411

Related RIN: Related To 0938-AL23

RIN: 0938—-AM34
BILLING CODE 4150-24-S
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DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT (HUD)

Statement of Regulatory Priorities

The Regulatory Plan for the
Department of Housing and Urban
Development for fiscal year 2003
highlights the Department’s most
significant regulations and policy
initiatives, as established by Secretary
Martinez, for the upcoming fiscal year.
As the Federal agency responsible for
national policy and programs that
address the housing needs of
Americans, encourage community
development, and enforce fair housing
laws, HUD plays a significant role in
communities throughout America. HUD
touches the lives of individuals and
families by helping to expand
homeownership and affordable housing,
and suitable living environments for all
Americans. HUD’s commitment to
expand homeownership is achieved by
underwriting homeownership for lower-
and moderate-income families through
its mortgage insurance programs, and by
enforcing fair housing laws that operate
to eliminate housing discrimination.
HUD also provides housing and other
essential support to a wide range of
individuals and families with special
needs, including homeless individuals,
the elderly, persons with disabilities,
and people living with HIV/AIDS.

From the beginning of his
administration, Secretary Martinez has
called on HUD to focus on activities that
support the Department’s core mission
of providing affordable housing,
expanding homeownership
opportunities, and promoting economic
growth in our Nation’s communities.
Consistent with that direction, HUD’s
regulatory plan for fiscal year 2003
builds upon the successes of the
previous fiscal year through regulations
that are designed to expand
homeownership opportunities, that
reform the home buying process by
improving and simplifying the process
of financing or refinancing homes, that
strengthen HUD’s oversight of Federal
Housing Administration-approved
mortgage lenders, and that combat
predatory lending practices.

HUD is also committed to supporting
its core community and economic
development programs. Across America,
faith-based and community-based
organizations at the grassroots level
share HUD’s commitment and mission
by providing critically important
charitable services. In fiscal year 2003,
HUD will comprehensively examine its
programs to eliminate regulatory
requirements that hinder these

organizations from being able to fully
participate in HUD programs and
contribute to HUD’s mission.

Consistent with the Secretary’s
direction, the regulations highlighted in
this regulatory plan and in the
semiannual agenda of regulations,
published elsewhere in today’s Federal
Register, are directed to implementing
policies, procedures and programs that
support HUD’s core mission.

Priority: Ensuring the Equal
Participation of Faith-Based
Organizations in HUD’s Efforts To
Enhance Communities

Faith-based and other community
organizations are indispensable in
meeting the needs of poor Americans
and distressed neighborhoods. HUD
believes, however, that faith-based
organizations have not been effectively
utilized in assisting the Federal
Government to address those needs.
Faith-based organizations have a strong
history of providing vital community
services, such as assisting the homeless
and preventing homelessness,
counseling individuals and families on
fair housing rights, providing the elderly
with housing opportunities, increasing
homeownership and rental housing
opportunities, developing first-time
homeownership programs, developing
affordable and accessible housing,
creating economic development
programs, and supporting the residents
of public housing facilities.

HUD’s goal is to remove any
restrictions in regulations or the
appearance of restrictions so that faith-
based and non-faith-based organizations
can participate equally in HUD’s
programs. This removal of restrictions
will ultimately make HUD programs
more effective, efficient and accessible
by expanding opportunities for all
organizations to participate in
developing creative solutions for their
own communities.

Regulatory Action: Faith-Based
Organizations: Providing for Equal
Treatment of All HUD Program
Participants

HUD believes that there is no need to
single out faith-based organizations for
special instructions or conditions before
allowing them to participate in HUD
programs. This proposed rule would
remove regulatory language that appears
to impose, or in fact imposes, special
conditions or requirements on faith-
based organizations. HUD’s objective is
to ensure that its programs are neutral
with regard to the religious character of
a grant-recipient organization, thereby
ensuring that faith-based organizations

have equal opportunity to participate in
HUD programs. Programs that will be
affected by this proposed rule include
Community Development Block Grants;
HOPE for Homeownership of Single
Family Homes; Housing Opportunities
for Persons with AIDS; Emergency
Shelter Grants; Shelter Plus Care;
Supportive Housing; Youthbuild; and
Community Development Block Grants
for Indian Tribes and Alaska Native
Villages.

Priority: Establishing Housing Goals for
Fannie Mae and Freddie Mac

Under the Federal Housing
Enterprises Financial Safety and
Soundness Act of 1992, HUD is required
to establish housing goals for Fannie
Mae and Freddie Mac (collectively, the
Government Sponsored Enterprises or
GSEs). The current goals, promulgated
by regulation in 2000, cover the
calendar years 2001 through 2003. The
Secretary is therefore establishing new
goals for future years. The new goals
may be higher than the current goals; in
the past, each new set of goals has in
fact been higher than its predecessor.
The purpose of the housing goals is to
ensure that the two GSEs more fully
address the housing finance needs of
low- and moderate-income families and
residents of underserved areas, and
thereby to more fully realize their public
purposes.

Regulatory Action: The Secretary of
HUD’s Regulation of Fannie Mae and
Freddie Mac (Government Sponsored
Entities)

Through this rule, HUD will issue
new housing goal levels for the
purchase of mortgages by Fannie Mae
and Freddie Mac for calendar years
2003 and beyond. The Department is
required by statute to establish housing
goals for the GSEs. The new goals to be
established by this rule will have the
benefit of increasing homeownership
opportunities and affordable housing
units for very low-, low- and moderate-
income families, and will ensure that
the GSEs carry out their statutory
responsibilities.

Priority: Expanding Homeownership —
Making the Home Purchase Process
Less Complicated and Less Costly

Homeownership plays a vital role in
creating strong communities, generating
wealth for families, and providing
financial security for millions of
Americans. Homeownership also helps
to strengthen families and to provide a
positive, stable environment for
children. In brief, homeownership has a
positive and pronounced effect on the
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nation’s economy. Yet every day
Americans enter into mortgage loans,
the largest investment most families will
ever make, without the clear and useful
information they receive with almost
any other major purchase. Under the
leadership of Secretary Martinez, HUD
is determined to simplify the home
buying process, and in doing so, expand
homeownership to thousands of
American first-time homebuyers. HUD
is committed to streamlining the home
mortgage finance process and making
loan shopping and settlement simpler,
so consumers have the information
necessary to make informed decisions
regarding mortgage costs.

Regulatory Action: RESPA:
Simplifying and Improving the Process
of Obtaining Mortgages To Reduce
Settlement Costs to Consumers

The objective of this rule is to
simplify and improve the process of
obtaining home mortgages and reduce
settlement costs for consumers by
creating a more ““transparent”’
settlement process to facilitate
consumers’ understanding of the true
costs of a mortgage and the functions of
an originator. Specifically, the proposed
rule would: (1) address the issue of loan
originator compensation, namely the
problem of lender payments to mortgage
brokers, by fundamentally changing the
way in which these payments in
brokered mortgage transactions are
recorded and reported to consumers; (2)
significantly improve HUD’s Good Faith
Estimate (GFE) settlement cost
disclosure and HUD’s related RESPA
regulations to make the GFE firmer and
more usable, to facilitate shopping for
mortgages, to make mortgage
transactions more transparent, and to
prevent unexpected charges to
consumers at settlement; and (3) remove
regulatory barriers to allow guaranteed
packages of settlement services and
mortgages to be made available to
consumers, and to permit consumers to
shop for financing and further reduce
settlement costs.

Priority: Expanding Homeownership —
Through Revitalization of Communities

HUD is committed to expanding
homeownership opportunities,
particularly among racial and ethnic
minorities and families with disabilities.
Homeownership helps families establish
strong roots, which in turn strengthens
communities. One way in which HUD
will expand homeownership
opportunities for minorities is through
implementation of section 204 of the
National Housing Act, as recently
amended. The stated purpose of this

authority is to make HUD-held single
family homes and formerly insured
mortgages on single family properties,
referred to as eligible assets, available
for sale in a manner that promotes the
revitalization of certain areas through
expanded homeownership
opportunities. Through this authority,
HUD together with local government
and nonprofit organizations can
revitalize distressed areas and increase
homeownership opportunities.

Regulatory Action: Disposition of HUD-
Owned Single Family Assets in Asset
Control Areas

This proposed rule would make
available HUD-held single family homes
and mortgage assets for sale to
governmental and nonprofit
organizations, among others, for use in
homeownership programs to revitalize
certain areas. By statute, governmental
and nonprofit organizations are to be
given preference. Under this program,
revitalization areas would be identified
by applying specified economic and
housing criteria. Eligible purchasers
would be able to establish an Asset
Control Area within a revitalization area
identified by the Secretary, and would
commit by contract to purchase all
HUD-owned single family homes or
mortgages that become available in that
area for a time frame specified by the
contract. These purchasers would then
make available the assets in accordance
with a HUD-approved plan to encourage
homeownership and revitalize the area.

Priority: Expanding Homeownership —
Enhancing Accountability in the Home
Purchase Process

HUD is committed to continuing its
efforts to reduce predatory lending
practices and enhance accountability in
the home purchase process. Predatory
lending, whether undertaken by
creditors, brokers or home improvement
contractors, involves engaging in
deception or fraud, manipulating the
borrower through aggressive sales
tactics, or taking unfair advantage of a
borrower’s lack of understanding about
loan terms. These practices are
combined with loan terms that, alone or
in combination, are abusive or make the
borrower more vulnerable to abusive
practices. While no one set of abusive
lending practices or terms characterizes
a predatory mortgage loan, a loan can be
predatory when lenders or brokers
undertake one or more of the following
practices: charge borrowers excessive,
often hidden fees; successively
refinance loans at no benefit to the
borrower; make loans without regard to
a borrower’s ability to repay; and engage

in high-pressure sales tactics or outright
fraud and deception. In addition, faulty
appraisals, whether intentional or
unintentional, are a significant part of
this problem and contribute to the
inability of homebuyers to make
monthly mortgage payments and to the
instability of neighborhoods. Vulnerable
populations, including elderly and low-
income individuals, and low-income or
minority neighborhoods may be targeted
by these unscrupulous lenders. As a
result, predatory lending threatens
homeownership by placing on
borrowers loans that are so expensive or
have such high rates that borrowers are
unable to pay and risk default. This
significantly undercuts HUD’s efforts to
revitalize communities and expand
homeownership.

To date, HUD has issued several
regulations directed to curbing
predatory lending practices, such as the
rule prohibiting property flipping, the
rule establishing criteria for house
inspectors to be placed on and removed
from the FHA Inspector Roster, and the
rule to clarify the responsibilities of
lenders in the FHA appraisal process.
Additional rules designed to enhance
lender accountability and strengthen
FHA'’s oversight of mortgage
transactions are planned for fiscal year
2003, and include the following:

Regulatory Action: FHA Appraiser
Watch Initiative

Through the Appraiser Watch
Initiative, HUD plans to establish and
monitor a performance standard that
appraisers must meet to maintain their
status on the FHA Appraiser Roster.
This rule will cover approximately
25,000 individuals who conduct
appraisals on FHA-insured single family
homes. The Appraiser Watch Initiative
is modeled on FHA’s Credit Watch
Termination Initiative and would
provide for an electronic, fully
computerized Appraiser Watch
monitoring system. The rule would
permit an appraiser to be removed from
the FHA Appraiser Roster if the rate of
defaults and claims on closed mortgages
linked to the appraiser exceeds a rate
established by HUD. Under the terms of
this approach, FHA would notify
appraisers before removing them from
the FHA Appraiser Roster. Any
appraiser who receives such notice
would be permitted to meet with HUD
officials and present evidence that
factors beyond his or her control
contributed to the excessive rates. The
proposal would also make provisions
for appraisers to be reinstated to the
roster.



74142

Federal Register/Vol. 67, No. 236 /Monday, December 9, 2002/ The Regulatory Plan

Regulatory Action: Appraiser
Qualifications for Placement on
Single Family Appraiser Roster

This rule is designed to strengthen the
integrity of FHA appraisals by requiring
that appraisers have, at a minimum, the
professional credentials required by the
Appraiser Qualifications Board of the
Appraisal Foundation. This rule helps
ensure that homebuyers seeking FHA-
insured mortgages receive an accurate
and complete appraisal of the homes
they seek to purchase.

Priority: Improving the Quality of
Public and Assisted Housing

A central HUD objective is to help
low-income working families acquire
skills that will move them toward self-
sufficiency. Combined with this
objective, it is HUD’s goal to improve
the quality of the housing opportunities
provided to families in public and
assisted housing. To do this, HUD will
focus on improving the management
accountability and physical conditions
of public and assisted housing through
the following regulations.

Regulatory Action: Deregulation of
Small Public Housing Agencies
(PHAS)

Although HUD has an obligation to
monitor and regulate the use of Federal
housing funds in order to ensure that
taxpayer dollars are well spent, HUD is
also mindful that compliance with its
regulatory requirements may impose
administrative burdens on PHAs and
divert scarce resources. The cost of
excessive regulation is especially
problematic for small entities, in this
case small PHAs, because they often
possess the fewest staff and technical
resources. In response to the limitations
faced by many small PHAs, HUD is
undertaking efforts to alleviate the
regulatory and other administrative
burdens Departmental requirements
impose on small PHAs, while still
requiring basic accountability. HUD
believes that deregulating small PHAs
will alleviate burden, and better enable
them to focus on their core mission of
providing safe, decent, and affordable
housing to the neediest American
families.

This final rule would simplify and
streamline HUD’s regulatory
requirements for small PHAs that
administer the public housing and
voucher assistance programs under the
United States Housing Act of 1937.
Specifically, the final rule would further
streamline the PHA Annual Plan
requirements for certain small PHAs.
The final rule will also deregulate the
assessment and scoring of small PHAs

under the Public Housing Assessment
System (PHAS) and the Section 8
Management Assessment Program
(SEMAP), consistent with its basic
regulatory responsibilities. In addition
to the changes that solely concern small
PHAs, this final rule would also
streamline HUD’s review of the annual
plans submitted by all PHAs (large and
small). The final rule follows
publication of an August 12, 2002,
proposed rule, and takes into
consideration the public comments
received on the proposed rule.

Regulatory Action: Simplification of
PHA Planning Requirements

This rule would streamline various
aspects of the PHA Plan requirements to
eliminate redundancies and
unnecessary reporting requirements that
do not relate to PHAS’ strategic planning
efforts, and are burdensome to PHAs
and HUD. The rule would retain aspects
of the current process that bolster
resident participation and ensure the
public’s access to PHA records and
documents.

PHA strategic planning involving
residents and the community can be
accomplished in a manner that is less
dictated from Washington and involves
fewer elements of bureaucratic
compliance. The current PHA Plan
statute requires eighteen specific Plan
elements and a HUD approval process
that in many respects does not affect the
substance of the Plans. The proposal
would deregulate various elements of
the PHA Plan now requiring HUD
approval, leaving these to local
discretion. The rule would allow and
encourage PHAs to focus on
performance rather than form and
process.

Regulatory Action: Improve the Public
Housing Assessment System

This rule will propose changes to the
Public Housing Assessment System
(PHAS) and the regulations
implementing that system. The PHAS,
established in 1998, assesses the
management performance of public
housing agencies and resident
management corporations in four
critical areas of public housing
operations: the physical condition of
public housing; the financial condition;
the management operations; and the
satisfaction of the residents with the
housing and services. The Department
has met with public housing agencies,
residents, representatives of these
groups and other interested parties, to
solicit input on how the PHAS can be
improved. As a result of these meetings,
the Department will publish a proposed

rule for public comment incorporating
some of the proposed changes from the
stakeholders and seeking additional
suggestions and proposals from the
public. Improvements made to the
PHAS will in turn promote maintaining
affordable rental housing.

Regulatory Action: Project-Based
Voucher Program

The Project-Based Voucher Program
replaces the former and long-term
Project-Based Certificate Program and
provides PHAs with flexibility in
administering the program that will
assist PHAs in increasing housing
opportunities. The Project-Based
Program was authorized by law in 1998,
as part of the statutory merger of the
certificate and voucher tenant-based
programs. In 2000, the Congress
substantially revised the project-based
voucher law. The statutory revisions of
2000 made a number of changes to the
program including permitting a PHA to
pay project-based assistance for a term
of up to 10 years, permitting a PHA to
provide project-based assistance for
existing housing that does not need
rehabilitation, as well as for newly
constructed or rehabilitated housing,
and allowing a family to move from a
project-based voucher unit after one
year and transfer to the PHA’s tenant-
based voucher program. Initial guidance
on the new law was provided to PHAs
and residents in January 2001. This
rulemaking begins the process of
providing the more permanent
regulatory framework for this new
program.

The Priority Regulations That Comprise
HUD’s FY 2003 Regulatory Plan

A more detailed description of the
priority regulations that comprise
HUD’s FY 2003 regulatory plan follows.

HUD—Office of the Secretary
(HUDSEC)

PROPOSED RULE STAGE

65. @ PARTICIPATION IN HUD
PROGRAMS BY FAITH-BASED
ORGANIZATIONS; PROVIDING FOR
EQUAL TREATMENT FOR ALL HUD
PROGRAM PARTICIPANTS (FR-4782)

Priority:
Other Significant
Legal Authority:

42 USC 3535(d), 42 USC 12701 to
12839;42 USC 5301 to 5320; 42 USC
12891, 42 USC 12901 to 12912; 42 USC
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11376; 42 USC 11403 to 114706, 42
USC 11389; 42USC 8011

CFR Citation:

24 CFR 92; 24 CFR 570; 24 CFR 572;
24 CFR 574; 24 CFR 576; 24 CFR 582;
24 CFR 583; 24 CFR 585; 24 CFR 1003;

Legal Deadline:

None

Abstract:

This rule would revise those HUD
regulations that appear to deter or
preclude the participation of faith-
based organizations in HUD programs.
Faith-based organizations are welcome
participants in HUD programs. They are
eligible to participate in HUD programs
and are subject to the same HUD and
other Federal requirements to which all
other program participants are subject.
The rule therefore would clarify that
the prohibitions against discriminating
on the basis of religion and engaging

in efforts to advance religion in the
provision of HUD-funded activities are
applicable to all HUD program
participants and not just one category
of participants. The rule would also
clarify that faith-based organizations
participating in HUD programs may
consider religion as a factor in hiring,
consistent with Title VII of the Civil
Rights Act of 1964. The rule would
amend the regulations for the following
HUD programs: (1) HOME Investment
Partnerships; (2) Community
Development Block Grants (CDBG); (3)
Hope for Homeownership of Single
Family Homes (HOPE 3); (4) Housing
Opportunities for Persons with
AIDS(HOPWA); (5) Emergency Shelter
Grants (ESG); (6) Shelter Plus Care; (7)
Supportive Housing; (8) Youthbuild;
and (9) Community Development Block
Grants for Indian Tribes and Alaska
Native Villages (ICDBG).

Statement of Need:

HUD regulations must treat all program
participants fairly. The regulations
should ensure that all grantees use
HUD funds for the purposes specified
in the regulations, and only those
purposes, and under the conditions
specified in the regulations. Consistent
with recent judicial decision, this rule
would ensure that HUD programs are
neutral with regard to the religious
character of participating organizations.

Summary of Legal Basis:

The statutes establishing the various
programs amended by this proposed
rule and HUD’s general rulemaking
authority under the Department of

Housing and Urban Development Act
authorize HUD to establish regulatory
policies and procedures for the
operation of these programs. This
authority includes the establishment of
eligibility requirements for
organizations seeking to participate in
HUD’s programs, the conditions for
receipt of funding, and the eligible uses
of the HUD funds.

Alternatives:

The changes made by this rule would
modify regulatory requirements and,
therefore, must also be promulgated
through regulation. Nonregulatory
alternatives (such as promulgation
through HUD notice or handbook)
would not be binding upon HUD
program participants.

Anticipated Cost and Benefits:

This rule would remove regulatory
language that appears to present
barriers to equal participation by faith-
based organizations in HUD’s programs.
The anticipated benefit is that the rule
would help to ensure equal opportunity
for all organizations to participate as
partners in HUD’s programs.

Risks:

This rule poses no threat to public
safety, health, or the environment.

Timetable:
Action Date FR Cite
NPRM 02/00/03
NPRM Comment 04/00/03
Period End
Final Action 08/00/03

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:

Governmental Jurisdictions,
Organizations

Government Levels Affected:

None

Agency Contact:

Steven Wagner

Director, Center for Faith-Based and
Community Initiatives

Department of Housing and Urban
Development

Office of the Secretary

Phone: 202 708-2404

RIN: 2501-AC89

HUD—HUDSEC

66. ® THE SECRETARY OF HUD'S
REGULATION OF FANNIE MAE AND
FREDDIE MAC (FR-4790)

Priority:
Other Significant

Legal Authority:

12 USC 1451 et seq; 12 USC 1716 to
1723h; 12 USC 4501 to 4641; 28 USC
2641 note; 42 USC 3535(d); 42 USC
3601 to 3619

CFR Citation:
24 CFR 81

Legal Deadline:
None

Abstract:

Through this rule, the Department will
propose housing goals for the purchase
of mortgages by Fannie Mae and
Freddie Mac (collectively, the
Government Sponsored Enterprises, or
GSEs) for calendar year 2004 forward
and make any necessary revisions to
HUD’s GSE rules to ensure that the
GSEs meet the laws’ requirements and
carry out their public missions. In
accordance with the Federal Housing
Enterprises Financial Safety and
Soundness Act of 1992 (FHEFSSA), this
rule would establish new goals for the
GSEs’ purchase of mortgages financing
low- and moderate-income housing,
special affordable housing, and housing
in central cities, rural areas, and other
underserved areas. This rule would
clarify, as necessary, HUD’s guidelines
for counting different types of mortgage
purchases toward those goals. The
current housing goals apply through
2003. The Secretary of HUD has general
regulatory power over each GSE and is
required to make such rules and
regulations as shall be necessary to
ensure that the purposes of FHEFSSA
and the GSEs’ charters are
accomplished. HUD’s current GSE
regulations implement FHEFSSA’s
provisions and include fair housing,
new program approval, reporting and
access to information requirements.
This rule will propose any necessary
revisions to HUD’s rules to implement
FHEFSSA and carry out the Secretary’s
regulatory responsibilities.

Statement of Need:

In the absence of new goals, the goals
already established for 2003 remain in
place, but the Secretary intends to
establish goals for 2004 and later years,
with the objective of ensuring that the
two enterprises fully address the
housing finance needs of very low-,
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low- and moderate-income families and
residents of underserved areas, and
thus realize more fully their public
purposes. FHEFSSA sets forth the
Secretary’s responsibilities regarding
the GSEs and the GSEs’ charters specify
their public missions. Under FHEFSSA,
the Secretary must make necessary
rules and regulations to ensure that the
purposes of FHEFSSA and the GSEs’
Charters are accomplished.

Summary of Legal Basis:

The Department is required to establish
housing goals for the GSEs pursuant to
the Federal Housing Enterprises
Financial Safety and Soundness Act of
1992 (12 U.S.C. 4501 et seq.). HUD also
has general regulatory power over each
GSE (12 U.S.C. 4541) and is required
to make such rules and regulations as
are necessary to ensure that the
purposes of FHEFSSA and the GSEs’
charters are accomplished. (See 12 USC
4501-4641.)

Alternatives:

The Department considered the
alternative of leaving the housing goals
unchanged. However, HUD takes very
seriously its obligations under the law
to establish the housing goals using the
most current data and information.

The alternative of leaving other
provisions of the GSE rules unchanged
also has been considered but it is not
evident that the existing rules will
ensure that the purposes of the law are
accomplished.

Anticipated Cost and Benefits:

This rule will have the benefit of
increasing homeownership
opportunities and affordable housing
units for low- and moderate-income
families and underserved communities
from 2004 and beyond and it will
ensure that the GSEs otherwise carry
out their responsibilities under
FHEFSSA. However, there is no
indication that these objectives would
be costly for the GSEs. HUD’s analyses
have consistently indicated that
meeting housing goals will have little
impact on the GSEs’ financial returns
or on the safety and soundness of GSE
operations. Additionally, increased GSE
activity in the affordable lending arena
has not adversely affected traditional
portfolio lenders.

Risks:

This rule poses no risk to public health,
safety or the environment.

Timetable:
Action Date FR Cite
NPRM 06/00/03

Action Date FR Cite

NPRM Comment
Period End

08/00/03

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:
No

Government Levels Affected:

None

Agency Contact:

Sandra Fostek

Director, Office of Government Sponsored
Enterprise Oversight

Department of Housing and Urban
Development

Office of Housing

Phone: 202 708-2224

RIN: 2501-AC92

HUD—Office of Housing (OH)

PROPOSED RULE STAGE

67. DISPOSITION OF HUD-OWNED
SINGLE FAMILY ASSETS IN ASSET
CONTROL AREAS (FR-4471)

Priority:
Other Significant

Legal Authority:
12 USC 1710(h); 42 USC 3535(d)

CFR Citation:
24 CFR 291

Legal Deadline:
NPRM, Statutory, September 15, 2002.

Abstract:

This rule would implement a new
program to make available HUD-held
single family assets for sale to
governmental organizations and
nonprofits for use in homeownership
programs to revitalize certain areas.
Under the new program, HUD would
identify revitalization areas by applying
specified economic and housing
criteria. Eligible purchasers, that is,
units of general local government and
nonprofit organizations, may establish
an Asset Control Area within a
revitalization area and commit by
contract to purchase all HUD-owned
single family homes or mortgages that
become available in that area for a time
frame specified by the contract. By
statute, these purchasers are to be given

preference. The entities would then
make available the assets pursuant to

a HUD-approved plan to encourage
homeownership and revitalize the area.

Statement of Need:

The authorizing statute requires HUD
to issue regulations for this program
through rulemaking in accordance with
the procedures established under
section 553 of title 5, United States
Code.

Summary of Legal Basis:

Section 602 of the Departments of
Veterans Affairs and Housing and
Urban Development, and Independent
Agencies Appropriations Act, 1999
(Pub.L. 105-276) added a new
subsection (h) to section 204 of the
National Housing Act to authorize this
program.

Alternatives:

Administration of this program under

a generally applicable rule will provide
all interested parties with a level
playing field and notice of what
requirements must be followed in order
to participate. This is more efficient
than proceeding on a case-by-case
basis.

Anticipated Cost and Benefits:

The costs of this rule will mainly be
borne by the Department, since the
discounts offered on eligible assets
could represent a loss to the Mutual
Mortgage Insurance Fund. The benefits
are those related to the revitalization
of, and increased homeownership
within, the designated areas.

Risks:

This rule poses no risk to public health,
safety or the environment.

Timetable:
Action Date FR Cite
NPRM 03/00/03

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:

No

Government Levels Affected:

None
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Agency Contact:

Thomas Thompson

Field Manager, Office of Assistant
Secretary for Single Family Housing
Department of Housing and Urban
Development

Office of Housing

Phone: 202 708-2121

RIN: 2502—-AH40

HUD—OH

68. FHA APPRAISER WATCH
INITIATIVE (FR-4744)

Priority:
Other Significant

Legal Authority:

12 USC 1701 to 17152-18; 42 USC
3535(d)

CFR Citation:
24 CFR 200

Legal Deadline:
None

Abstract:

This rule would establish HUD’s
regulations for the Federal Housing
Administration (FHA) Appraiser Watch
Initiative. Modeled on FHA’s Credit
Watch Termination Initiative, the
proposed rule would provide for an
electronic, fully computerized
Appraiser Watch monitoring system.
The Appraiser Watch Initiative
establishes and monitors a performance
standard that appraisers must meet to
maintain their status on the Appraiser
Roster. An appraiser may be removed
from the Roster if the rate of defaults
and claims on closed mortgages linked
to the appraiser exceeds the rate
established in this rule.

Statement of Need:

This rule is needed to increase
appraiser accountability and address
the role of faulty appraisals in the
misuse of FHA insurance to underwrite
bad loans that lead to defaults and
foreclosed homes. Such defaulted
properties contribute to neighborhood
destabilization and decline. Faulty
appraisals, whether intentional or not,
are a significant part of this problem
and contribute to the inability of
homebuyers to make monthly mortgage
payments and to the instability of
neighborhoods.

Summary of Legal Basis:

The National Housing Act and HUD’s
authority under the Department of
Housing and Urban Development Act

authorize HUD to provide a home
financing system through the insurance
of mortgages that would maintain and
expand homeownership opportunities,
particularly for first-time homebuyers
and low-income families.

Alternatives:

Individual fact-finding investigations
and adjudications on a case-by-case
basis as presently conducted, and
which will continue on an ongoing
basis, are lengthy and time-consuming
proceedings. The Department is
planning to adopt a streamlined
approach to increase appraiser
accountability modeled on its
successful Credit Watch Initiative.

Anticipated Cost and Benefits:

Anticipated costs are mainly those of
information collection and
recordkeeping requirements related to
establishing an electronic, fully
computerized Appraiser Watch
monitoring system. The anticipated
benefit is an increase in sound
appraisals and a corresponding
decrease in defaults, foreclosures, and
FHA losses.

Risks:

This rule poses no risk to public health,
safety or the environment.

Timetable:

Action Date FR Cite
ANPRM 07/23/02 67 FR 48344
NPRM 12/00/02

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:

Businesses, Organizations

Government Levels Affected:

None

Agency Contact:

Vance Morris

Director, Office of Single Family Program
Development

Department of Housing and Urban
Development

Office of Housing

Phone: 202 708-2121

RIN: 2502-AH81

HUD—OH

FINAL RULE STAGE

69. APPRAISER QUALIFICATIONS
FOR PLACEMENT ON FHA SINGLE
FAMILY APPRAISER ROSTER (FR-
4620)

Priority:
Other Significant

Legal Authority:

12 USC 1701 to 17152z-18; 42 USC
3535(d)

CFR Citation:
24 CFR 200

Legal Deadline:
None

Abstract:

This rule makes several regulatory
changes designed to strengthen the
licensing and certification requirements
for placement on the Federal Housing
Administration (FHA) Appraiser Roster.
First, the rule requires that appraisers
on the Appraiser Roster must have
credentials that are based on the
minimum licensing/certification
standards issued by the Appraiser
Qualifications Board of the Appraisal
Foundation. The rule also clarifies that
an appraiser may be removed from the
Appraiser Roster if the appraiser loses
his or her license or certification in any
State due to disciplinary action, even
if the appraiser continues to be licensed
or certified in another State. Finally,
the rule provides that an appraiser
whose license or certification in any
State has expired, or has been revoked,
suspended or surrendered as a result
of a State disciplinary action, will be
automatically suspended from the
Appraiser Roster until HUD receives
evidence demonstrating renewal or that
the State-imposed sanction has been
lifted. The final rule follows
publication of a November 30, 2001,
proposed rule and takes into
consideration the public comments
received on the proposed rule.

Statement of Need:

HUD’s Appraiser Roster lists those
appraisers who are eligible to perform
FHA single family appraisals. HUD
maintains the Appraiser Roster to
provide a means by which HUD can
ensure the competency of appraisers
performing FHA appraisals. The
Appraiser Roster is an important part
of the FHA Single Family Mortgage
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Insurance program because accurate
appraisals are vital to the success of
the program and HUD’s ability to
protect the FHA Insurance Fund. The
changes made by this final rule are
necessary to help ensure that
homebuyers seeking FHA-insured
mortgages receive accurate and
complete appraisals of the homes they
seek to purchase.

Summary of Legal Basis:

The National Housing Act and HUD’s
authority under the Department of
Housing and Urban Development Act
authorize HUD to provide a home
financing system through the insurance
of mortgages that would maintain and
expand homeownership opportunities,
particularly to first-time homebuyers
and low-income families. This
authority includes the regulation of
appraisers participating in the FHA
single family mortgage insurance
programs.

Alternatives:

HUD has established codified
placement and removal procedures for
the FHA Appraiser Roster. The changes
made by this final rule would modify
these requirements and, therefore, must
also be promulgated through regulation.
Furthermore, nonregulatory alternatives
(such as promulgation through
mortgagee letter) would not be binding
upon appraisers.

Anticipated Cost and Benefits:

This rulemaking will strengthen the
FHA Appraiser Roster licensing and
certification requirements. The
anticipated benefit is that the rule will
enhance the accuracy and integrity of
FHA appraisals, thereby reducing
opportunities for fraud and predatory
lending abuses conducted with the
collusion of unscrupulous appraisers,
such as property flipping.

Risks:

This rule poses no risk to public health,
safety or the environment.

Timetable:
Action Date FR Cite
NPRM 11/30/01 66 FR 60128
NPRM Comment 01/29/02

Period End
Final Action 01/00/03

Regulatory Flexibility Analysis
Required:

No
Small Entities Affected:

Businesses

Government Levels Affected:
None

Agency Contact:

Vance Morris

Director, Office of Single Family Program
Development

Department of Housing and Urban
Development

Office of Housing

Phone: 202 708-2121

RIN: 2502—AH59

HUD—OH

70. RESPA—IMPROVING THE
PROCESS FOR OBTAINING
MORTGAGES (FR-4727)

Priority:

Economically Significant. Major under
5 USC 801.

Legal Authority:
12 USC 2601; 42 USC 3535(d)

CFR Citation:
24 CFR 3500 et seq

Legal Deadline:

None

Abstract:

This rule would establish a new
framework for borrower disclosures
under RESPA that would: (1) address
the issue of mortgage broker
compensation, specifically the problem
of lender payments to mortgage brokers,
by fundamentally changing the way in
which such lender payments in
brokered mortgage transactions are
recorded and reported to borrowers; (2)
significantly improve HUD’s Good
Faith Estimate (GFE) settlement cost
disclosure, and amend HUD'’s related
RESPA regulations, to make the GFE
firmer and more usable, to facilitate
shopping for mortgages, and to avoid
unexpected charges to borrowers at
settlement; and (3) remove regulatory
barriers to allow guaranteed packages
of settlement services and mortgages to
be made available to borrowers, to
make borrower shopping for mortgages
easier and further reduce settlement
costs.

Statement of Need:

The rule is needed to simplify and
improve the process of obtaining a
home mortgage to lower costs for
consumers. The current disclosure
requirements under RESPA have not
been substantially revised in decades.
Under current rules, there is confusion
concerning the role of the mortgage

broker and how the broker is
compensated. Recent developments
have only heightened the need for
greater clarity. The GFE does not result
in reliable estimates for consumers nor
does it facilitate shopping to lower
costs. Current rules present regulatory
impediments to offering consumers
simpler guaranteed packages of
mortgages and settlement services to
make shopping for a mortgage even
easier and to lower settlement costs
further. There have been continuing
changes to the home mortgage process
in the marketplace including new
products and greater accessibility of
mortgage information through the
Internet. If properly addressed by
Government, these and other factors
can result in price reductions for
consumers.

Summary of Legal Basis:

The Secretary is authorized to prescribe
such rules and regulations as may be
necessary to achieve the purpose of the
Act under the Real Estate Settlement
and Procedures Act of 1974 (12 USC
2617).

Alternatives:

As noted above, the Department has not
updated the disclosure requirements in
decades. The Department tried to bring
some clarity to the process through two
policy statements: a Statement of Policy
on Lender Payments to Mortgage
Brokers issued on March 1, 1999, and

a Clarification of the 1999 Statement

of Policy, issued on October 17, 2001.
Nonregulatory alternatives were
considered and acted upon, but it was
determined that the changes in the
marketplace and recent judicial
decisions call for new regulations on
the part of HUD.

Anticipated Cost and Benefits:

Because the Nation’s home mortgage
market is a billion-dollar industry,
there are costs and benefits associated
with this rule that were described in
detail in the Initial Economic Analysis
that accompanied the proposed rule.
The Economic Analysis identifies a
wide range of benefits, costs,
efficiencies, transfers and market
impacts. The effects on consumers from
improved borrower shopping could be
substantial as a result of this
rulemaking. Similarly, increased
competition associated with packaging
could result in large reductions in
settlement service costs and associated
income transfers from service providers
who are earning “economic rents” in
today’s system to borrowers, who
would most likely be the ultimate
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beneficiaries of more competition
among settlement service providers.
Entities that would suffer revenue
losses under this rulemaking are
usually those who now overcharge
uninformed borrowers, or are high-cost
producers, or are benefiting from the
current system’s restrictions on
competition.

Risks:

This rule poses no risk to public health,
safety or the environment.

Timetable:
Action Date FR Cite
NPRM 07/29/02 67 FR 49134
NPRM Comment 10/28/02

Period End
Final Action 01/00/03

Regulatory Flexibility Analysis
Required:

Yes
Small Entities Affected:

Businesses

Government Levels Affected:

None

Agency Contact:

Ivy Jackson

Acting Director, Interstate Land Sales and
RESPA Division

Department of Housing and Urban
Development

Office of Housing

Phone: 202 708-0502

RIN: 2502—-AH85

HUD—Office of Public and Indian
Housing (PIH)

PROPOSED RULE STAGE

71. PROJECT-BASED VOUCHER
PROGRAM (FR-4636)

Priority:

Other Significant

Legal Authority:

42 USC 14371(0); 42 USC 3535(d)
CFR Citation:

24 CFR 983

Legal Deadline:

None

Abstract:

The Project-Based Voucher Program
replaces the Project-Based Certificate
Program that was in existence for many

years. Under the Project-Based Voucher
Program, HUD pays rental assistance
for eligible families to live in specific
housing developments or units. A
public housing agency (PHA) that
administers a tenant-based housing
choice voucher program may ‘““project-
base” up to 20 percent of voucher units
funded by HUD. The Project-Based
Program was authorized by law in
1998, as part of the statutory merger

of the certificate and voucher tenant-
based programs. In 2000, the Congress
substantially revised the project-based
voucher law. The law made a number
of changes including permitting a PHA
to pay project-based assistance for a
term of up to 10 years, permitting a
PHA to provide project-based assistance
for existing housing that does not need
rehabilitation, as well as for newly
constructed or rehabilitated housing,
and allowing a family to move from

a project-based voucher unit after one
year and transfer to the PHA’s tenant-
based voucher program.

Statement of Need:

This rule will implement the
requirements for the new Section 8
Project-Based Voucher program. The
regulations will provide the appropriate
notice of the legal framework for the
program, and clear and uniform
guidance for program operation for
PHAs and the residents that the PHAs
serve.

Summary of Legal Basis:

The statute is not self-implementing.
Regulations are needed to present the
legal framework for the program. The
Secretary is authorized under the U.S.
Housing Act of 1937 and the
Department of Housing and Urban
Development Act to prescribe such
rules and regulations as may be
necessary to effectively administer
Department programs.

Alternatives:

This is a new program that provides
assistance for housing and replaces a
previous HUD program. Effective and
fair administration of the program
necessitates a permanent legal
framework rather than informal and
sporadic HUD notices.

Anticipated Cost and Benefits:

The new law and the regulations to be
implemented by HUD provide
additional flexibility to PHAs to
manage their project-based voucher
programs, and also provide more
housing choices to the individuals and
families served by the PHA.

Risks:

The rule poses no threat to public
safety, health or the environment.

Timetable:

Action Date FR Cite
Notice 01/16/01 66 FR 3605
NPRM 11/00/02

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:
No

Government Levels Affected:
State, Local

Agency Contact:

Gerald J. Benoit

Director, Real Estate and Housing
Performance Division

Department of Housing and Urban
Development

Office of Public and Indian Housing
Phone: 202 708-0477

RIN: 2577-AC25

HUD—PIH

72. CHANGES TO THE PUBLIC
HOUSING ASSESSMENT SYSTEM
(PHAS)(FR-4707)

Priority:
Other Significant

Legal Authority:
42 USC 1437d(j); 42 USC 3535(d)

CFR Citation:
24 CFR 902

Legal Deadline:

None

Abstract:

Through this rule, the Department will
be revising the regulations that govern
the Public Housing Assessment System
(PHAS). This rule will incorporate the
input of public housing stakeholder
groups in the public housing
assessment process, and solicit
additional input from the public.

Statement of Need:

The Department has agreed to consider
changes to the current PHAS
regulations based on consultation with
public housing stakeholders including
industry representatives, resident
groups and other interested Federal and
congressionally chartered agencies.
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Summary of Legal Basis:

The Secretary of HUD is directed under
section 6(j) of the United States
Housing Act of 1937 (42 U.S.C. 1437

et seq.) to develop and publish in the
Federal Register indicators to assess the
management performance of public
housing agencies and resident
management corporations.

Alternatives:

The current interim scoring
methodologies provide the Department
with a fully implemented assessment
system while the amended PHAS
regulation is being developed. Other
alternatives that have been considered,
such as utilizing the Management
Indicator (MASS) only, fail to meet the
Department’s strategic goal of ensuring
that public housing agencies provide
decent, safe and sanitary housing.

Anticipated Cost and Benefits:

This rule will have the benefit of
promoting the success of PHAS by
ensuring the buy-in of public housing
stakeholder groups in the public
housing assessment process. The new
proposed rule is in the development
phase; therefore, accurate cost estimates
cannot be provided at this time.

Risks:

This rule poses no risk to public health,
safety or the environment.

Timetable:
Action Date FR Cite
NPRM 11/00/02

Regulatory Flexibility Analysis
Required:

No

Small Entities Affected:
No

Government Levels Affected:

None

Agency Contact:

Judy Wojciechowski

Director, PHAS Operations, Office of
Troubled Agency Recovery
Department of Housing and Urban
Development

Office of Public and Indian Housing
Phone: 202 708-4932

Wanda Funk

Real Estate Assessment Center
Department of Housing and Urban
Development

Office of Housing

Phone: 202 708-4932

RIN: 2577-AC32

HUD—PIH

73. ®« STREAMLINING AND
DEREGULATION OF PUBLIC
HOUSING AGENCY PLANS (FR-4788)

Priority:
Other Significant

Legal Authority:
42 USC 1437c-1; 42 USC 3535(d)

CFR Citation:
24 CFR 903

Legal Deadline:
None

Abstract:

This rule would simplify and
streamline the regulations for the
Public Housing Agency (PHA) Plans to
eliminate redundancies and
unnecessary reporting requirements
that do not relate to the strategic
planning efforts of PHAs. The rule
would also deregulate certain
components of the PHA Plans that
currently require HUD approval,
leaving these policies to the local
discretion of individual PHAs. The rule
would retain those PHA Plan
requirements that bolster resident
participation in the strategic planning
of PHAs and that ensure the public’s
access to PHA records and documents.
The regulatory changes will alleviate
administrative burden on both PHAs
and HUD. The changes will also further
the goals of the PHA Plan process by
enabling PHAs to focus their resources
on strategic planning and performance,
rather than on the forms and processes
required under the current PHA Plan
regulations.

Statement of Need:

The PHA Plans provide an easily
identifiable source by which program
participants and other members of the
public may locate basic PHA policies
and requirements concerning its
operations, plans and services. The
current PHA Plan regulations, however,
impose several requirements on PHAs
that are duplicative or administratively
burdensome. For example, the
regulations establish eighteen specific
elements that must be addressed by
PHAs and a HUD approval process that
in many respects does not affect the
substance of the Plans. Moreover, other
statutory and HUD regulatory
requirements facilitate and encourage
successful PHA planning. For example,
HUD has implemented management
assessment systems for public housing
and tenant-based assistance, and PHAs
are statutorily required to include a

resident on their governing boards.
Accordingly, HUD has determined that
PHA strategic planning involving
residents and the community can be
accomplished in a manner that is less
dictated by the Federal Government
and involves fewer elements of
bureaucratic compliance.

Summary of Legal Basis:

Section 5A of the United States
Housing Act of 1937 (42 U.S.C. 1437¢-
1), which establishes the PHA Plan
process, and HUD’s general rulemaking
authority under the Department of
Housing and Urban Development Act
authorize HUD to establish regulatory
policies and procedures governing the
content, submission and approval of
the PHA Plans.

Alternatives:

The changes contained in this rule
would modify regulatory requirements
and therefore, must also be
promulgated through regulation.
Nonregulatory alternatives (such as
promulgation through HUD Notice)
would not be binding upon PHAs.

Anticipated Cost and Benefits:

This rule simplifies and streamlines
regulatory requirements for PHAs that
are required to prepare and submit
Annual and 5-Year PHA Plans. The
anticipated benefit is that the rule will
alleviate the administrative burden
imposed on PHAs, thereby freeing
limited resources that may be better
used in strategic planning efforts and
in the provision of housing assistance
for poor families.

Risks:

This rule poses no threat to public
safety, health, or the environment.

Timetable:
Action Date FR Cite
NPRM 12/00/02
NPRM Comment 02/00/03
Period End
Final Action 05/00/03

Regulatory Flexibility Analysis
Required:

No
Small Entities Affected:
Governmental Jurisdictions

Government Levels Affected:

State, Local
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Agency Contact:

Rod Solomon

Deputy Assistant Secretary for Policy,
Program and Legislative Initiatives
Department of Housing and Urban
Development

Office of Public and Indian Housing
Phone: 202 708-0713

RIN: 2577-AC40

HUD—PIH

FINAL RULE STAGE

74. DEREGULATION FOR SMALL
PUBLIC HOUSING AGENCIES (FR-
4753)

Priority:
Other Significant

Legal Authority:

42 USC 1437a; 42 USC 1437c; 42 USC
1437d(j); 42 USC 1437f; 42 USC
3535(d)

CFR Citation:
24 CFR 902; 24 CFR 903; 24 CFR 985

Legal Deadline:
None

Abstract:

This rule simplifies and streamlines
HUD’s regulatory requirements for
small public housing agencies (PHAs)
that administer the public housing and
voucher assistance programs under the
United States Act of 1937 (1937 Act).
Specifically, the rule will further
streamline the PHA Annual Plan
requirements for certain small PHAs.
HUD also proposes to deregulate the
assessment and scoring of small PHAs
under the Public Housing Assessment

System (PHAS) and the Section 8
Management Assessment Program
(SEMAP), consistent with its basic
regulatory responsibilities. In addition
to the changes that solely concern small
PHAs, this rule will also streamline
HUD’s review of the Annual Plans
submitted by all PHAs (large and
small). This final rule follows
publication of an August 14, 2002,
proposed rule and takes into
consideration the public comments
received on the proposed rule.

Statement of Need:

Although HUD has an obligation to
monitor and regulate the use of Federal
housing funds in order to ensure that
taxpayer dollars are well spent, HUD

is also mindful that compliance with
its regulatory requirements may impose
administrative burdens on PHAs and
divert scarce resources. The cost of
excessive regulation is especially
problematic for small PHAs, because
they often possess the fewest staff and
technical resources. The changes made
by this final rule will alleviate
administrative burden, and better
enable small PHAs to focus on their
core mission of providing decent, safe,
and affordable housing for the neediest
American families.

Summary of Legal Basis:

The 1937 Act and HUD’s authority
under the Department of Housing and
Urban Development Act authorize HUD
to establish regulatory policies and
procedures for the operation of the
Federal public and assisted housing
programs authorized by the 1937 Act.

Alternatives:

The changes made by this final rule
would modify regulatory requirements
and, therefore, must also be
promulgated through regulation.

Nonregulatory alternatives (such as
promulgation through HUD Notice)
would not be binding upon PHAs.

Anticipated Cost and Benefits:

This rule simplifies and streamlines
regulatory requirements for small PHAs
that administer HUD’s public housing
and voucher assistance programs. The
anticipated benefit is that the rule will
alleviate the administrative burden
imposed on small PHAs, thereby
freeing limited resources that may be
better used for the provision of housing
assistance for poor families.

Risks:

The rule poses no threat to public
safety, health, or the environment.

Timetable:
Action Date FR Cite
NPRM 08/14/02 67 FR 53276
NPRM Comment 09/13/02

Period End
Final Action 01/00/03

Regulatory Flexibility Analysis
Required:

No
Small Entities Affected:

Governmental Jurisdictions

Government Levels Affected:

Local

Agency Contact:

Rod Solomon

Deputy Assistant Secretary for Policy,
Program and Legislative Initiatives
Department of Housing and Urban
Development

Office of Public and Indian Housing
Phone: 202 708-0713

RIN: 2577-AC34
BILLING CODE 4210-01-S
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DEPARTMENT OF THE INTERIOR (DOI)

Statement of Regulatory Priorities

The Department of the Interior (DOI)
is the principal Federal steward of our
Nation’s public lands and resources,
including many of our cultural
treasures. We serve as trustee to Native
Americans and Alaska natives and also
are responsible for relations with the
island territories under United States
jurisdiction. We manage more than 450
million acres of Federal lands, including
385 park units, 538 wildlife refuges,
24,000 miles of trails, and
approximately 1.7 billion acres
submerged in offshore waters. The
Department recovers endangered
species, manages water projects, fights
wildland fires, leases public lands for
coal, oil and gas production to meet the
Nation’s energy needs, educates
children in Indian schools and provides
recreational opportunities for almost
300 million visitors annually in our
national parks. To fulfill these
responsibilities, the Department
generates scientific information relating
to land and resource management.

The Department is committed to
achieving its stewardship objectives in
partnership with States, communities,
landowners, and others through
consultation, cooperation, and
communication.

We will review and update the
Department’s regulations and policies to
ensure that they are effective, efficient,
and promote accountability. Special
emphasis will be given to regulations
and policies that:

» Adopt performance-based approaches
focusing on achieving results in the
most cost-effective and timely
manner;

* Incorporate the best available science,
and utilize peer review where
appropriate;

» Promote partnerships with States,
other groups and individuals;

 Provide incentives for private
landowners to achieve conservation
goals; and

* Minimize regulatory and procedural
burdens, promoting fairness,
transparency, and accountability by
agency regulators while maintaining
performance goals.

Major Regulatory Areas

Among the Department’s bureaus and
offices, the Office of Surface Mining
Reclamation and Enforcement (OSM)
has a significant concentration of
regulatory responsibilities. OSM, in

partnership with the States and Indian
tribes, sets and enforces environmental
standards during coal mining and
reclamation operations. Other DOI
bureaus rely on regulations to
implement legislatively mandated
programs that focus on the management
of natural resources and public or trust
lands. Some of these regulatory
activities include:

* Management of migratory birds and
preservation of certain marine
mammals and endangered species;

* Management of dedicated lands, such
as national parks, wildlife refuges,
and American Indian trust lands;

* Management of public lands open to
multiple use;

» Leasing and oversight of development
of Federal energy, minerals, and
renewable resources;

* Management of revenues from
American Indian and Federal
minerals;

e Fulfillment of trust and other
responsibilities pertaining to
American Indian tribes;

» Natural resource damage assessments;
and

* Management of financial and
nonfinancial assistance programs.

Regulatory Policy

How DOI Regulatory Procedures Relate
to the Administration’s Regulatory
Policies

Within the requirements and
guidance in Executive Orders 12866,
12630, and 13132, DOI’s regulatory
programs seek to:

 Fulfill all legal requirements as
specified by statutes or court orders;

» Perform essential functions that
cannot be handled by non-Federal
entities;

» Minimize regulatory costs to society
while maximizing societal benefits;
and

» Operate programs openly, efficiently,
and in cooperation with Federal and
non-Federal entities.

DOI bureaus have taken the initiative
in working with other Federal agencies,
non-Federal government agencies, and
public entities to make our regulations
easier to comply with and understand.
Regulatory improvement is a continuing
process that requires the participation of
all affected parties. We strive to include
all affected entities in the
decisionmaking process and to issue
rules efficiently. To better manage and
review the regulatory process, we have

revised our internal rulemaking and
information quality guidance. Results
have included:

* Increased bureau awareness of and
responsiveness to the needs of small
businesses and better compliance
with the Small Business Regulatory
Enforcement Fairness Act (SBREFA);

+ A Departmentwide effort to evaluate
the economic effects of planned rules
and regulations;

+ Issuance of new guidance in the
Departmental Manual to ensure the
use of plain language;

* Issuance of new guidance in the
Departmental Manual to ensure that
Departmental National Environmental
Policy Act reforms are
institutionalized; and

¢ In the Natural Resources Damage
Assessment Program, deemphasizing
actions stemming from litigation
while increasing outreach to involved
parties and stressing cooperation and
restoration of affected sites.

We are committed to improving the
regulatory process through the use of
plain language. Simplifying regulations
has resulted in a major rewrite of the
regulations for onshore oil and gas
leasing and operations in an easily
understandable form that: (a) puts
previously published rules into one
location in a logical sequence; (b)
eliminates duplication by consolidating
existing regulations and onshore orders
and national notices to lessees; (c)
incorporates industry standards by
reference; and (d) implements
performance standards in some of the
operating regulations. Our regulatory
process ensures that bureaus share ideas
on how to reduce regulatory burdens
while meeting the requirements of the
laws they enforce and improving their
stewardship of the environment and
resources under their purview.

Implementing the President’s National
Energy Policy

The President’s National Energy
Policy promotes “dependable,
affordable, and environmentally sound
production and distribution of energy
for the future.” The Department of the
Interior plays a vital role in
implementing the President’s energy
policy goals. The lands and facilities
managed by the Department account for
nearly 30 percent of all the energy
produced in the United States, and
undeveloped conventional and
renewable energy resources on these
lands suggest that this share will
increase in the future.
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The Department is taking over 100
actions to implement the President’s
energy policy, including several
regulatory actions. The Bureau of Land
Management recently completed a final
rule that provides a comprehensive set
of regulations for managing oil and gas
leases in the National Petroleum
Reserve — Alaska. The Minerals
Management Service will soon propose
a rule that would provide an incentive
for development of deep gas resources
offshore in order to encourage drilling of
these high-risk wells and help tap into
an important new source of natural gas
supply. The Office of Surface Mining
will propose regulations that will create
a stable regulatory environment in order
to encourage the development of better
mining and reclamation practices that
will reduce environmental damages
associated with coal operations, while
maintaining coal production. These and
other regulatory actions within the
Department are designed to streamline
permitting processes and encourage
environmentally sound energy
production.

Encouraging Responsible Management
of the Nation’s Resources

The Department’s mission includes
protecting and providing access to our
Nation’s natural and cultural heritage
and honoring our trust responsibilities
to tribes. We are committed to this
mission and to applying laws and
regulations fairly and effectively. The
Department’s priorities include
protecting public health and safety,
restoring and maintaining public lands,
ameliorating land and resource-
management problems on public lands,
and ensuring accountability and
compliance with Federal laws and
regulations.

The Department is continuing to work
together with State and local
governments, landowners, conservation
groups, and the business community to
conserve species and habitat. Building
on successful approaches such as
habitat conservation plans, safe harbor
agreements, and candidate conservation
agreements, the Department is
reviewing its policies and regulations to
identify opportunities to streamline the
regulatory process where possible,
consistent with protection of wildlife,
and to enhance incentive-based
programs to encourage landowners and
others to implement voluntary
conservation measures. For example,
the Fish and Wildlife Service is
developing guidance to promote the
establishment of conservation banks as
a tool to offset adverse impacts to
species listed under the Endangered

Species Act and restore habitat. The
Service will be publishing a proposed
rule to facilitate projects that improve
habitat for listed species.

The Department is also developing a
uniform code of scientific conduct and
policy on research. The code describes
ethical conduct for all Department
employees who are engaged in
conducting scientific activities on behalf
of the Department. The primary reason
for developing the code is to implement
a new Federal policy on research
misconduct as required by the Office of
Science and Technology Policy. The
new policy applies to all Federal
agencies and federally funded research,
whether conducted in-house or by
partners at universities or in
nongovernmental organizations. This
new policy meets the expectations of
the Secretary regarding the conduct of
scientific activities with honesty,
integrity, and accuracy; to make
decisions based on the best science
available; and is consistent with
professional codes of conduct of other
organizations.

Earlier this year, Secretaries Norton
and Veneman signed an historic
agreement with 17 western governors,
county commissioners and other
affected parties on a plan to make
communities safer from wildfires
through coordinating Federal, State and
local action. Under the 10-year
Comprehensive Strategy
Implementation Plan, Federal wildfire
agencies, affected States, counties, and
local governments agreed to the same
goals, implementation outcomes,
performance measures and tasks that
need to be accomplished by specific
deadlines. The plan covers all phases of
the fire program, including fire
preparedness, suppression and
prevention, hazardous fuels
management, restoration of burned
areas, community assistance and
monitoring of progress.

The National Park Service is
completing a Supplemental
Environmental Impact Statement
regarding snowmobile management in
Yellowstone and Grand Teton National
Parks and John D. Rockefeller, Jr.
Memorial Parkway. Although a final
decision is not expected until spring
2003, the NPS has made preliminary
indications that snowmobile use will
continue at some level in all three units.
In order to continue this use, the NPS
will likely require the use of new
snowmobile engine technology in
machines entering the parks. The new
technology will likely improve air
quality associated with the use of older

machines and unlimited numbers of
users. The subsequent changes to the
existing rules will also likely reduce
adverse economic impact projected to
result from completely prohibiting the
use of snowmobiles in all three parks.

The Bureau of Land Management is
working on a grazing administration
rule that would ensure grazing decision
rules conform with the Administrative
Procedure Act, are in compliance with
recent court decisions regarding
conservation use permits, require BLM
to consider social and economic factors
when considering changes to grazing
use, and offer other improvements to
grazing activities on public lands.

Minimizing Regulatory Burdens

We are using the regulatory process to
ease the burdens on various entities
throughout the country while improving
results. For instance, the Endangered
Species Act (ESA) allows for the
delisting of threatened and endangered
species if they no longer need the
protection of the ESA. We have
identified approximately 40 species for
which delisting or downlisting
(reclassification from endangered to
threatened) may be appropriate.

We use performance standards in a
variety of regulations to improve
compliance and achievement of
regulatory goals. These allow the
affected entity to choose the most
economical method to accomplish a
goal provided it meets the requirements
of the regulations. An example of this is
Minerals Management Service’s (MMS)
training rule, which will allow
companies with operations in the Outer
Continental Shelf (OCS) to select their
own training courses or programs for
employees. The new rule will allow
lessees and contractors to properly train
the employees by any method they
choose as long as the employees are
competent. We anticipate that this will
result in new and innovative training
techniques and allow companies added
flexibility in tailoring their training to
employees’ specific duties.

Over the last year, the Department’s
bureaus have worked extensively with
the Federal Energy Regulatory
Commission, along with the
Departments of Commerce and
Agriculture, to establish new licensing
procedures that will reduce both the
cost and time of obtaining a FERC
hydropower license. In September 2002
the above agencies published a Federal
Register notice inviting the public to
comment on the new draft licensing
procedures, and the agencies will be
conducting public meetings around the
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country throughout this fall. Over the
course of the next year, the Department
will be working closely with FERC and
the other agencies in drafting new
regulations that should embody many of
the aspects of the agencies’ draft new
procedures.

Encouraging Public Participation and
Involvement in the Regulatory Process

The Department is encouraging
increased public participation in the
regulatory process to improve results by
ensuring that regulatory policies take
into account the knowledge and ideas of
our customers, regulated community,
and other interested participants. The
Department is reaching out to
communities to seek public input on a
variety of regulatory issues. For
example, every year FWS establishes
migratory bird hunting seasons in
partnership with “flyway councils,”
which are made up of State fish and
wildlife agencies. As the process
evolves each year, FWS holds a series of
public meetings to give other interested
parties, including hunters and other
groups, opportunities to participate in
establishing the upcoming season’s
regulations.

Similarly, the Bureau of Land
Management (BLM) uses Resource
Advisory Councils (RACs) made up of
affected parties to help prepare land
management plans and regulations that
it issues under the Rangeland Reform
Act.

We encourage public consultation
during the regulatory process. For
example:

* OSM is continuing its outreach to
interested groups to improve the
substance and quality of rules and, to
the greatest extent possible, achieve
consensus on regulatory issues;

* The Bureau of Indian Affairs is
developing its roads program rule
using the negotiated rulemaking
process. Because of the importance of
the roads program to the individual
tribes and because of the varying
needs of the tribal governments, the
negotiated rulemaking process will
result in a rule that better serves the
diverse needs of the Native American
community;

» The National Park Service has granted
cooperating agency status to three
states and several local governments
surrounding Yellowstone and Grand
Teton National Parks to participate in
the development of a sustainable
winter use management plan that will
include two phases of snowmobile
regulations during 2002 and 2003.

Regulatory Actions Related to the Events
of September 11, 2001

The Bureau of Reclamation is
responsible for protecting 348 reservoirs
and more than 500 Federal dams, 58
hydroelectric plants, and over 8 million
acres of Federal property. Public Law
107-69 granted Reclamation law
enforcement authority for its lands.
Reclamation will finalize an interim
rule published in April 2002 that
implements this authority.

Rules of Particular Interest to Small
Businesses

The National Park Service
snowmobiling rule for Yellowstone and
Grand Teton National Parks and the
John D. Rockefeller Memorial Parkway
is of great interest to small business in
the area of the parks, in particular those
who rent snowmobiles. If, as discussed
above, snowmobile use does continue in
all three units, those small businesses
and others will benefit.

The Future of DOI

Interior has developed a draft
Departmentwide strategic plan in
response to congressional, OMB and
other appraisals indicating that
Interior’s ten separate strategic planning
documents are too long and lack the
appropriate agency-level focus. Interior
also intends to use the single Strategic
Plan as the basis for preparing a single
Departmentwide Annual Performance
Plan beginning with the plan for FY
2004. The Interior bureaus will continue
to prepare internal plans to support
their budget initiatives and to meet
management excellence and
accountability needs. However, in the
future we plan to submit only
Departmentwide strategic and annual
plans to the Congress. Finally, the
process of developing the new strategic
plan provides the Secretary with an
opportunity to:

¢ Incorporate key Administration and
Secretarial priorities into Interior’s
goals and performance measures;

¢ Consult with key interested
constituents on the future direction of
the Department; and

* Make Interior programs more “‘results-
oriented”” and accountable to citizens.

Bureaus and Offices Within DOI

The following brief descriptions
summarize the regulatory functions of
DOI’s major regulatory bureaus and
offices.

Office of the Secretary, Natural
Resource Damage Assessment and
Restoration Program

The regulatory functions of the
Natural Resource Damage Assessment
and Restoration Program (Restoration
Program) stem from requirements under
section 301(c) of the Comprehensive
Environmental Response,
Compensation, and Liability Act of
1980, as amended (CERCLA). Section
301(c) requires the development of
natural resource damage assessment
rules and the biennial review and
revisions, as appropriate, of these rules.
Rules have been promulgated for the
optional use of natural resource trustees
to assess compensation for damages to
natural resources caused by hazardous
substances. The Restoration Program is
overseeing the study and possible
promulgation of additional rules
pursuant to section 301(c)(2) and the
review and possible revision of the
existing rule in compliance with section
301(c)(3).

In undertaking DOI’s responsibilities
under section 301(c), the Restoration
Program is striving to meet three
regulatory objectives: (a) make the
regulation user-friendly through the use
of plain language so that the assessment
and restoration process can be followed
by all interested parties; (b) move
towards a restoration approach for
determining compensation rather than
monetizing economic damages, and (c)
facilitating negotiated settlements rather
than litigation over natural resource
damages.

Bureau of Indian Affairs

The Bureau of Indian Affairs (BIA) is
responsible for managing trust
responsibilities to the Indian tribes and
encouraging tribal governments to
assume responsibility for BIA programs.

The Bureau’s rulemaking and policy
development processes are designed to
foster public and tribal awareness of the
standards and procedures that directly
affect them. The processes also
encourage the public and the tribes to
participate in developing these
standards and procedures. The goals of
BIA regulatory policies are to: (a) ensure
consistent policies within BIA that
result in uniform interactions with the
tribal governments, (b) facilitate tribal
involvement in managing, planning, and
evaluating BIA programs and services,
and (c) ensure continued protection of
tribal treaties and statutory rights.

Bureau of Land Management

The Bureau of Land Management
manages about 262 million acres of land
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surface and about 700 million acres of
Federal mineral estate. These lands
consist of extensive grasslands, forests,
mountains, arctic tundra, and deserts.
Resources on the lands include energy
and minerals, timber, forage, wild horse
and burro populations, habitat for fish
and wildlife, wilderness areas, and
archeological and cultural sites. BLM
manages these lands and resources for
multiple purposes and the sustained
yield of renewable resources. Primary
statutes under which the agency must
operate include: the Federal Land Policy
and Management Act of 1976; the
General Mining Law of 1872; the
Mineral Leasing Act of 1920, as
amended; the Recreation and Public
Purposes Act; the Taylor Grazing Act;
and the Wild, Free-Roaming Horses and
Burros Act.

The regulatory program mirrors
statutory responsibilities and agency
objectives. Agency objectives include:

 Providing for a wide variety of public
uses while maintaining the long-term
health and diversity of the land and
preserving significant natural,
cultural, and historical resources;

+ Understanding the arid, semi-arid,
arctic, and other ecosystems we
manage and committing to using the
best scientific and technical
information to make resource
management decisions;

¢ Understanding the needs of the public
that use BLM-managed lands and
providing them with quality service;

+ Committing to recovering a fair return
for using publicly owned resources
and avoiding the creation of long-term
liabilities for American taxpayers; and

* Resolving problems and
implementing decisions in
cooperation with other agencies,
States, tribal governments, and the
public.

The regulatory program contains its
own objectives. These include preparing
regulations that:

+ Are the product of communication,
coordination and consultation with
all affected members of the public;

+ Are understandable to the general
public, especially those to whom they
are directly applicable; and

» Are subject to periodic review to
determine whether BLM still needs
them, whether they need to be
updated to reflect statutory and policy
changes, and whether they are
achieving desired results.

The regulatory priorities of BLM
include:

* Completing the revision of oil and gas
leasing and operations regulations in
order to make the program more
efficiently serve the regulated public;

» Completing the updating and
consolidation of the regulations on
locating, filing, and maintaining
mining claims and mill and tunnel
sites in order to remove unnecessary
and outdated provisions, reorder the
regulations more logically, and make
them easier to read and follow;

» Completing the revision of the
regulations on administration of
rights-of-way on the public lands in
order to increase cost recovery to
levels that properly compensate BLM
for our administrative and monitoring
costs and to raise the cap on strict
liability for right-of-way holders to a
reasonable level in light of costs for
environmental cleanup; and

» Completing the revision of the
regulations on disclaimers of interest
in public lands in order to remove
claims on titles to lands in which the
Federal Government no longer has an
interest.

None of these specific priorities is
based on recent legislation. They derive
from programmatic needs and
awareness of national budget
constraints.

Minerals Management Service

The Minerals Management Service
(MMS) has two major responsibilities.
The first is timely and accurate
collection, distribution, accounting for,
and auditing of revenues owed by
holders of Federal onshore, offshore,
and tribal land mineral leases in a
manner that meets or exceeds Federal
financial integrity requirements and
recipient expectations. The second is
management of the resources of the
Outer Continental Shelf in a manner
that provides for safety, protection of
the environment, and conservation of
natural resources. These responsibilities
are carried out under the provisions of
the Federal Oil and Gas Royalty
Management Act, the Minerals Leasing
Act, the Outer Continental Shelf Lands
Act, the Indian Mineral Leasing Act,
and other related statutes.

Our regulatory philosophy is to
develop clear, enforceable rules that
support the missions of each program.
For the Offshore Minerals Management
program, as authorized by the Deep
Water Royalty Relief Act (DWRRA)
(Pub. L. 104-58), we plan to issue a final
regulation to revise current regulations
at 30 CFR part 203. The new rule would
provide temporary incentives in the

form of royalty suspension volumes for
deep wells (at least 15,000 feet below
sea level) in the Gulf of Mexico, that
explore for or produce gas. We will also
continue to review rules and issue
amendments in response to new
technology and new industry practices.

We also plan to continue our review
of existing regulations and to issue rules
to refine the Minerals Revenue
Management (MRM) regulations in
chapter II of 30 CFR. MRM is in the
process of issuing regulations to: (1)
revise its oil valuation regulations for
Indian leases; (2) codify provisions in
the Federal Oil and Gas Royalty
Simplification and Fairness Act of 1996;
and (3) implement new financial and
compliance procedures resulting from a
major reengineering initiative.

Office of Surface Mining Reclamation
and Enforcement

The Office of Surface Mining
Reclamation and Enforcement (OSM)
was created by the Surface Mining
Control and Reclamation Act of 1977
(SMCRA) to “‘strike a balance between
protection of the environment and
agricultural productivity and the
Nation’s need for coal as an essential
source of energy.”

The principal regulatory provisions
contained in title V of SMCRA set
minimum requirements for obtaining a
permit for surface coal mining
operations, set standards for those
operations, require land reclamation
once mining ends, and require rules and
enforcement procedures to ensure that
the standards are met. Under SMCRA,
OSM is the primary enforcer of
SMCRA'’s provisions until the States
achieve “primacy,” that is, until they
demonstrate that their regulatory
programs meet all the specifications in
SMCRA and have regulations consistent
with those issued by OSM.

When a primacy State takes over the
permitting, inspection, and enforcement
activities of the Federal Government,
OSM then changes its role from
regulating mining activities directly to
overseeing and evaluating State
programs. Today, 24 of the 26 key coal-
producing States have primacy. In
return for assuming primacy, States are
entitled to regulatory grants and to
grants for reclaiming abandoned mine
lands. In addition, under cooperative
agreements, some primacy States have
agreed to regulate mining on Federal
lands within their borders. Thus, OSM
regulates mining directly only in
nonprimacy States, on Federal lands in
States where no cooperative agreements
are in effect, and on Indian lands.
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SMCRA charges OSM with the
responsibility of publishing rules as
necessary to carry out the purposes of
the Act. The fundamental mechanism
for ensuring that the purposes of
SMCRA are achieved is the basic policy
and guidance established through
OSM’s permanent regulatory program
and related rulemakings. This regulatory
framework is developed, reviewed, and
applied according to policy directives
and legal requirements.

Litigation by the coal industry and
environmental groups is responsible for
some of the rules now being considered
by OSM. Others are the result of efforts
by OSM to address areas of concern that
have arisen during the course of
implementing OSM’s regulatory
program, and one is the result of
legislation.

OSM has sought to develop an
economical, safe, and environmentally
sound program for the surface mining of
coal by providing a stable, consistent
regulatory, results-focused framework.
At the same time, however, OSM has
recognized the need: (a) to respond to
local conditions; (b) to provide
flexibility to react to technological
change; (c) to be sensitive to geographic
diversity; and (d) to eliminate
burdensome recordkeeping and
reporting requirements that over time
have proved unnecessary to ensure an
effective regulatory program.

Major regulatory objectives regarding
the mining of surface coal include:

* Regulatory certainty so that coal
companies know what is expected of
them and citizens know what is
intended and how they can
participate; and

+ Continuing consultation, cooperation,
and communication with interest
groups during the rulemaking process
in order to increase the quality of the
rulemaking, and, to the greatest extent
possible, reflect consensus on
regulatory issues.

U.S. Fish and Wildlife Service

The mission of the U.S. Fish and
Wildlife Service is to work with others
to conserve, protect, and enhance fish,
wildlife, and plants and their habitats
for the continuing benefit of the
American people. Four principal
mission goals include:

* The sustainability of fish and wildlife
populations. FWS conserves, protects,
restores, and enhances fish, wildlife,
and plant populations entrusted to
our care. FWS carries out this mission
goal through migratory bird
conservation at home and abroad;

native fisheries restoration; recovery
and protection of threatened and
endangered species; prevention and
control of invasive species; and work
with international partners.

* Habitat conservation—a network of
lands and waters. Cooperating with
others, FWS strives to conserve an
ecologically diverse network of lands
and waters—of various ownerships—
providing habitats for fish, wildlife,
and plant resources. This mission goal
emphasizes two kinds of strategic
actions: (1) the development of formal
agreements and plans with partners
who provide habitat for multiple
species; and (2) the actual
conservation work necessary to
protect, restore, and enhance those
habitats vital to fish and wildlife
populations. The FWS habitat
conservation strategy uses an
ecosystem approach to focus on the
interaction and balance of people,
lands and waters, and fish and
wildlife.

 Public use and enjoyment. FWS
provides opportunities to the public
to enjoy, understand, and participate
in the use and conservation of fish
and wildlife resources. The Service
directs activities on national wildlife
refuges and national fish hatcheries
that increase opportunities for public
involvement with fish and wildlife
resources. Such opportunities include
hunting, fishing, wildlife observation
and photography, and environmental
education and interpretation, as well
as affording the public hands-on
experiences through volunteer
conservation activities on Service
lands.

* Partnerships in natural resources.
FWS supports and strengthens
partnerships with tribal, State, and
local governments and others in their
efforts to conserve and enjoy fish,
wildlife, and plants and habitats. FWS
administers Federal grants to States
and territories for restoration of fish
and wildlife resources and has a
continuing commitment to work with
tribal governments. FWS also
promotes partnerships with other
Federal agencies where common goals
can be developed.

The Service carries out these mission
goals through several types of
regulations and programs. The Service
works continually with foreign and
State governments, affected industries
and individuals, and other interested
parties to minimize any burdens
associated with Service-related
activities. The Service attempts to

ensure a balance between any possible
public burdens and adequate protection
for the natural resource.

The Service implements and enforces
regulations that govern public access,
use, and recreation on more than 500
national wildlife refuges and in national
fish hatcheries. The Service authorizes
those uses that are compatible with the
purpose for which each area was
established, are consistent with State
and local laws where practical, and
afford the public appropriate economic,
recreational, and conservation
opportunities.

The Service administers regulations to
manage migratory bird resources.
Annually, the Service issues a
regulation on migratory bird hunting
seasons and bag limits that is developed
in partnership with the States, tribal
governments, and the Canadian Wildlife
Service. These regulations are necessary
to permit migratory bird hunting that
would otherwise be prohibited by
various international treaties.

The Service enforces regulations to
fulfill its statutory obligation to identify
and conserve species faced with
extinction. The Endangered Species Act
(ESA) dictates that the basis for
determining endangered species is
limited to biological considerations.
Regulations enhance the conservation of
listed species and certain marine
mammals. Regulations also help other
Federal agencies comply with the ESA,
which prohibits them from conducting
activities that would jeopardize the
existence of endangered species or
adversely modify critical habitat of
listed species. In designating critical
habitat, the Service considers biological
information and economic and other
impacts of the designation. Areas may
be excluded if the benefits of exclusion
outweigh the benefits of inclusion,
provided that such exclusion will not
result in the extinction of the species.

Some Service regulations permit
activities otherwise prohibited by law.
These regulations allow possession, sale
or trade, scientific research, and
educational activities involving fish and
wildlife and their parts or products. In
general, these regulations supplement
State regulations and cover activities
that involve interstate or foreign
commerce. In carrying out its assistance
programs, the Service administers
regulations to help interested parties
obtain Federal assistance and also to
help assistance recipients comply with
applicable laws and Federal
requirements.
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National Park Service

The National Park Service is
dedicated to conserving the natural and
cultural resources and values of the
National Park System for the enjoyment,
education, and inspiration of this and
future generations. The Service also
manages a great variety of national and
international programs designed to help
extend the benefits of natural and
cultural resource conservation and
outdoor recreation throughout this
country and the world.

There are 385 units in the National
Park System, including national parks
and monuments; scenic parkways,
preserves, trails, riverways, seashores,
lakeshores, and recreation areas; and
historic sites associated with important
movements, events, and personalities of
the American past.

The National Park Service develops
and implements park management plans
and staffs the areas under its
administration. It relates the natural
values and historical significance of
these areas to the public through talks,
tours, films, exhibits, and other
interpretive media. It operates
campgrounds and other visitor facilities
and provides, usually through
concessions, lodging, food, and
transportation services in many areas.
The National Park Service also
administers the following programs: the
State portion of the Land and Water
Conservation Fund, Nationwide
Outdoor Recreation coordination and
information and State comprehensive
outdoor recreation planning, planning
and technical assistance for the National
Wild and Scenic Rivers System, and the
National Trails System, natural area
programs, the National Register of
Historic Places, national historic
landmarks, historic preservation,
technical preservation services, Historic
American Buildings survey, Historic
American Engineering Record, and
interagency archeological services.

The National Park Service maintains
regulations that help manage public use,
access, and recreation in units of the
National Park System. The Service
provides visitor and resource protection
to ensure public safety and prevent
degradation of resources. The regulatory
program develops and reviews
regulations, maintaining consistency
with State and local laws, to allow these
uses if they are compatible with the
purpose for which each area was
established.

Bureau of Reclamation

The Bureau of Reclamation’s mission
is to manage, develop,