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This section of the FEDERAL REGISTER
contains regulatory documents having
general applicability and legal effect, most
of which are keyed to and codified in
the Code of Federal Regulations, which is
published under 50 titles pursuant to 44
U.S.C. 1510.

The Code of Federal Regulations is sold
by the Superintendent of Documents.
Prices of new books are listed in the
first FEDERAL REGISTER issue of each
week.

DEPARTMENT OF AGRICULTURE
Federal Grain Inspection Service
7 CFR Parts 800 and 810

RIN 0580-AA12

U.S. Standards for Canola

AGENCY: Federal Grain Inspection
Service, USDA.

ACTION: Final rule.

SUMMARY: The Federal Grain Inspection
Service {(FGIS) is establishing U.S.
Standards for Canola under the
authority of the U.S. Grain Standards
Act, as amended (USGSA). This action
will result in canola shipped outside the
United States being officially inspected
and weighed, except under certain
provisions. Official inspection and
weighing will be available, upon
request, for domestic shipments. This
action will provide uniform Federal
inspection procedures and will facilitate
marketing of the canola crop.
EFFECTIVE DATE: February 28, 1992.

FOR FURTHER INFORMATION CONTACT:
George Wollam, Federal Grain
Inspection Service, USDA, room 0832-S,
Box 96454, Washington, DC 20090-6454.
Telephone (202} 720-0292.
SUPPLEMENTARY INFORMATION:

Executive Order 12291

This final rule has been issued in
conformance with Executive Order
12291 and Departmental Regulation
1512-1. This action has been classified
as nonmajor because it does not meet
the criteria for a major regulation
established in the Order.

Regulatory Flexibility Act Certification
John C. Foltz, Administrator, FGIS,
has determined that this final rule will
not have a significant economic impact

on a substantial number of small entities
because those persons that apply the

standards and most users of the
inspection service do not meet the
requirements for small entities as
defined in the Regulatory Flexibility Act
(5 U.S.C. 610 et seq.). Further, the
standards are applied equally to all
entities.

Information Collection and
Recordkeeping Requirements

In compliance with the Office of
Management and Budget (OMB)
regulations (5 CFR part 1320} which -
implement the Paperwork Reduction Act
of 1980 (44 U.S.C. chapter 35) and
section 3502 (h) of that Act, the
information collection and
recordkeeping requirements contained
in this rule have been approved by OMB
and assigned OMB No. 0580-0013.

Background

Production of canola in the United
States is increasing. In 1989 and 1990,
U.S. producers planted approximately
75,000 and 100,000 acres of canola,
respectively (Ref. 1). This year
production may reach 200,000 acres (Ref.
2).

Consumer interest in canola oil has
grown due to its nutritional
characteristics. It is low in saturated fat
(6 percent) compared to corn oil (13
percent), olive oil (14 percent), soybean
oil (15 percent), and palm oil (51
percent) (Ref. 3). Canola oil is also
characterized by a relatively high level
of a monounsaturated fatty acid, cleic
acid, and an intermediate level of the
polyunsaturated fatty acids, linoleic and
linolenic acids.

The use of canola meal has also
increased in the United States. In 1988,
canola meal usage exceeded 270
thousand metric tons versus 140
thousand metric tons in 1985 (Ref. 4). By
the end of the century, forecasters
predict that the United States will use
600 thousand metric tons of canola meal
per year (Ref. 5). Canola meal is used as
a component of livestock, swine, and
poultry rations. Based on nutrient
content and a unit weight basis, canola
meal is worth 70 to 75 percent of the
value of 44 percent soybean meal for
feeding poultry and approximately 75 to
80 percent of the same for feeding swine
and ruminants (Ref. 8).

Comment Review

As a result of growing interest in
canola varieties of rapeseed in the
United States, FGIS requested public

comments on the need for official U.S.
Standards for Canola in the May 3, 1991,
Federal Register (56 FR 20374). FGIS
received a total of 16 comments during a
60-day comment period. The comments
were submitted from all segments of the
canola/rapeseed industry including
producer and trade associations, foreign
associations and commissions,
processors, producers, grain handlers,
seed/biotechnological companies, a U.S.
senator, and an official grain inspection
agency.

All commentors expressed strong
support for the development of
standards as reflected by the following
statement of the U.S. Canola
Assaociation:

The adoption of appropriate U.S. grading
standards is an important step toward
creating the conditions necessary to further
the establishment of canola as a viable
commercial crop. Setting standards that
reflect consistency with foreign grading
factors and tolerances, particularly those
used in Canada, will encourage the
acceptance of U.S.-produced canola in
international trade.

On the basis of the comments and
other available information, FGIS is
establishing U.S. Standards for Cancla
under the authority of the USGSA, as
amended, to provide uniform Federal
inspection procedures and to facilitate
marketing of the crop. Under the
USGSA, canola shipped outside the
United States must be officially
inspected and weighed, except under
certain provisions of the USGSA and
§ 800.18 of the regulations. Official
inspection and weighing will be
available, upon request, for domestic
shipments.

Dockage

Of the 16 commentors, 5 commentors
supported the inclusion of dockage as a
grading factor at export.

Further, four commentors supported
the proposed standards in general.
Three commentors opposed and two
commentors did not address the
dockage provision.

The five supporting commentors -
stated that the inclusion of dockage as a
grading factor at export would send a
clear message to international buyers
that U.S. canola is of the highest guality.
The three commentors who opposed this
provision, however, stated that a grade
limit on export canola could disrupt the
movement of canola between domestic
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and export markets. One commentor,
the National Grain and Feed
Association, specifically stated:

We believe this will effectively create a
two-tiered market for canola in the United
States that will inhibit the acceptance and
marketing of that commodity in this country.
The U.S. marketing system does not and
should not distinguish between domestic and
export markets without clear and convincing
justification. In our judgment, justification for
neither has been established in the proposal.

Based upon available information,
including the comments received, FGIS
will not establish.dockage grading limits
for exported canola at this time because
this could potentially increase
unnecessarily the handling costs in the
export market. FGIS believes, however,
that information about the percentage of
dockage conveys important quality
information to both buyers and sellers of
canola. As a result, FGIS will report the
percentage of dockage, to the nearest
tenth of a percent, as part of the overall
grade designation in accordance with
§ 810.106 of the Official United States
Standards for Grain,

Glucosinolate and Erucic Acid
Monitoring

Five commentors supported FGIS’
proposal to require that each canola
inspection for grade include screening
for glucosinolates. Furthermore, they
supported FGIS’ proposal to monitor a
percentage of all canola inspections for
glucosinolate and erucic acid levels to
identify any specific incidence where
non-canola varieties of rapeseed are
represented as canola. Five commentors
generally supported the proposed
standards. One commentor did not
oppose screening for glucosinolates but
questioned whether a rapid, inexpensive
screening method exists.

FGIS will use the 00-Dip-Test
developed at the Institute for Plant
Breeding, University of Gottingen,
Germany, to screen each canola sample
for glucosinolates. The test is both rapid,
requiring only several minutes to
perform, and inexpensive. Those lots
which test high for glucosinolates will
be graded as not standardized grain.

Due to the current absence of a rapid
screening method, FGIS will not
routinely test canola lots for erucic acid
content as part of the inspection for
grade. Except in those instances where
an applicant requests a test for erucic
acid content, inspectors will issue a
statement in the “Remarks” section of
official certificates indicating that each
lot was not tested for erucic acid
content.

However, FGIS will monitor a
percentage of all canola inspections for
glucosinolate and erucic acid levels.

FGIS will use this monitoring program to
identify any specific incidence where
non-canola varieties of rapeseed are
represented as canola.

Definition of Canola

Two commenters stated that the
definition of canola as proposed was
incomplete. They proposed that instead
of stating that, “* * * the air-dried, oil
free meal shall contain less than 30.0
micromoles per gram of glucosinolates,”
the definition should include the specific
glucosinolates which are measured. One
of these commentors also stated that to
be betanically correct, the definition
should refer to the genus “Brassica” and
not to the Brassica species. The
definition was originally proposed as
follows:

Seeds of the Brassica species from which
the oil shall contain less than two percent
erucic acid in its fatty acid profile and the air-
dried, oil free meal shall contain less than
30.0 micromoles per gram of glucosinolates.
Before the removal of dockage, the seed shall
contain not more than 10.0% of other grains
for which standards have been established
under the United States Grain Standards Act.

FGIS agrees with the comments
received. Accordingly, FGIS will revise
the definition of canola to read as
follows:

Seeds of the genus Brassica from which the
oil shall contain less than two percent erucic
acid in its fatty acid profile, and the solid
component shall contain less than 30.0
micromoles of any one or any mixture of 3-
buteny! glucosinolate, 4-pentenyl
glucosinolate, 2-hydroxy-3-butenyl
glucosinolate, or 2-hydroxy-4-pentenyl
glucosinolate per gram of air-dried, oil free
solid. Before the removal of dockage, the seed
shall contain not more than 10.0% of other
grains for which standards have been
established under the United States Grain
Standards Act.

Stones, Ergot, Sclerotinia, and Garlicky
Canola

One commentor voiced specific
approval for the proposed grade limits
for ergot (0.05% for U.S. Nos. 1, 2, and 3)
and sclerotinia (0.05%, 0.10%, and 0.15%
for U.S. Nos. 1, 2, and 3, respectively).
Another commentor stated that the
grade limits for sclerotinia may be too
low and are not consistent with the
Canadian grade limits. The limits for
sclerotinia and ergot as proposed and
made final here are consistent with the
Canadian export grade requirements for
canola/rapeseed.

Two commentors stated that the
proposed limit of 0.10% on stones for all
grades is inconsistent with the Canadian
limit of 0.05% for all grades. FGIS agrees;
and, to promote consistency between
the U.S. and Canadian standards, FGIS

will use the Canadian limit of 0.05% for
all grades.

One commentor indicated that the
inclusion of a special grade for garlicky
canola is inconsistent with the Canadian
standards. FGIS agrees but also realizes
that garlic infestation of canola fields
may occur in particular regions of the
United States. Garlic bulblets impart an
off-flavor and odor to canola oil and
meal. Therefore, to better describe the
quality of U.S. canola products, FGIS
believes it is necessary to provide
information on garlic in the form of a
special grade.

Also, FGIS has determined that the
portion size indicated in the definition,
1,000 grams, is inaccurate. Accordingly,
FGIS will revise the definition of
garlicky canola to read as follows:

Canola that contains more than two green
garlic bulblets or an equivalent quantity of
dry or partly dry bulblets in approximately a
500 gram portion.

Conspicuous Admixture, Damaged
Kernels and Ergot

FGIS has determined that the
definition of conspicuous admixture as
originally proposed in § 810.302(a) was
too brief and, as a result, unclear. The
definition of conspicuous admixture was
originally proposed as follows:

All matter other than canola which is
conspicuous and readily distinguishable from
canola and which remains in the sample after
the removal of dockage.

For the sake of clarity, FGIS will
revise the definition of conspicuous
admixture to read as follows:

All matter other than canola, including but
not limited to ergot, sclerotinia, and stones,
which is conspicuous and readily
distinguishable from canola and which
remains in the sample after the removal of
machine separated dockage. Conspicuous
admixture is added to machine separated
dockage in the computation of total dockage.

FGIS has also determined that several
terms, as proposed in § 810.302(b),
sprout-damaged, mold-damaged, and
otherwise materially damaged, were
inadvertently omitted from the
definition of damaged kernels as
originally proposed. Accordingly, FGIS
will revise the definition of damaged
kernels to read as follows:

Canola and pieces of canola that are heat-
damaged, sprout-damaged, mold-damaged,
distinctly green-damaged, frost-damaged,
rime-damaged, or otherwise materially
damaged.

FGIS will also revise the definition of
ergot as proposed in § 810.302(e) for
clarity. The definition of ergot is revised
to read as follows:
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Sclerotia (sclerotium, sing.} of the fungus,
Claviceps species, which are associated with
some seeds other than canola where the
fungal organism has replaced the seed.

FGIS is also making minor revisions to
§ 810.303 for clarity.

Final Action

FGIS is establishing U.S. Standards
for Canola under the USGSA as
authorized pursuant to section 4 of the
USGSA (7 U.S.C. 76). The format and
structure of the standards are uniform
with other standards under the USGSA.

Specifically, the standards are divided
into five parts and into sections which
are generally the same or similar to
sections in other U.S. Standards for
Grain. Part I, Terms Defined, consists of
§ 810.301, Definition of canola, and
§ 810.302, Definition of other terms,
which includes the terms conspicuous
admixture, damaged kernels, distinctly
green kernels, dockage, ergot, heat-
damaged kernels, inconspicuous
admixture, sclerotia, and sclerotinia.
Part II, Principles Governing the
Application of Standards, consists of
§ 810.303, Basis of determination, which
references certain quality
determinations together with all other
determinations. Part I, Grades and
Grade Requirements, censists of
§ 810.304, Grades and grade
requirements for canola, which gives the
actual grading chart. Part IV, Special
Grades and Special Grade
Requirements, consists of § 810.305,
Special grades and special grade
requirements, which includes the special
grade of garlicky canola. Part V,
Nongrade Requirements, consists of
§ 810.306, Nongrade requirements,
which includes the nongrade
requirement of glucosinolates.

In § 810.303, Basis of determination,
determinations of total damaged
kernels, heat-damaged kernels,
distinctly green kernels, total
conspicuous admixture, ergot,
sclerotinia, stones, and inconspicuous
admixture are made on the basis of the
canola sample when free from dockage.
Other determinations are made on the
basis of the oilseed as a whole.
However, the determination of odor is
made on either the basis of the oilseed
as a whole or the oilseed when free from
deckage. Additionally, determinations
of erucic acid, when requested, and
glucosinolates are made on the basis of
the canola sample according to
procedures prescribed in FGIS
instructions.

Except for ergot, sclerotinia, and
stones, all percentages are stated to the
nearest tenth of a percent. Ergot,
sclerotinia, and stones are stated to the
nearest hundredth of a percent.

Percentages on the basis of count are
calculated by dividing the number of
unsound kernels by the total number of
seeds in the representative portion and
multiplying by 100. Percentages on the
basis of weight are calculated by
dividing the weight of the material
removed by the weight of the
representative portion and multiplying
by 100.

Section 810.304 includes three
numerical grades and a Sample grade.
The grading factors are heat-damaged
kernels, distinctly green kernels, total
damaged kernels, ergot, sclerotinia,
stones, total conspicuous admixture,
and inconspicuous admixture.

Section 810.305 includes one special
grade, garlicky canola. Section 810.306
includes the nongrade requirement of
glucosinolates which is ascertained
during the inspection process and shown
on the official inspection certificate for
grade.

Furthermore, FGIS is revising
§ 800.162(a)(2) of the regulations under
the USGSA, as amended, and
§ 810.102(d) of the Official United States
Standards for Grain to indicate that test
weight is not an official factor in the
canola standards. Test weight is
extremely variable in canola and has
not been shown to be correlated to the
end-use value of the seed.

Additionally, FGIS is revising
§ 800.0(b)(42) of the regulations under
the USGSA, as amended, to include
canola and sunflower seed in the
definition of grain. The United States
Standards for Sunflower Seed were
established in 1984 (49 FR 22761). The
authority citation for part 810 would be
amended for clarity. In addition,

§ 810.101 is amended to include canola
as an oilseed for which standards are
established.

It should be noted that pursuant to
section 4(b) of the USGSA, no standards
established or amendments or
revocations of standards under the
USGSA are to become effective less
than 1 calendar year after promulgation
unless, in the judgment of the
Administrator, the public health,
interest, or safety requires that they
become effective sooner. Pursuant to
section 4(b)(1} of the USGSA, the
Administrator has determined that, in
the public interest, an effective date of
less than t calendar year after
promulgation is warranted. An early
effective date will facilitate domestic
and export marketing and allow
implementation during this crop year of
the standards that are adopted.
Therefore, the standards will be
effective 30 days after publication.
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List of Subjects
7 CFR Part 800

Administrative practice and
procedure, Grain.

7 CFR Part 810

Exports, Grain.

For reasons set out in the preamble, 7
CFR parts 800 and 810 are amended as
follows:

PART 800—GENERAL REGULATIONS

1. The Authority Citation for part 800
continues to read as follows:

Authority: Pub. L. 94-582, 90 Stat. 2867, as
amended (7 U.S.C. 71 et seq.).

2. Section 800.0(b)(42) is revised to
read as follows:

§800.0 Meaning of terms.

- * * - -

(b] * k%

(42) Grain. Corn, wheat, rye, oats,
barley, flaxseed, sorghum, soybeans,
triticale, mixed grain, sunflower seed,
canola, and any other food grains, feed
grains, and oilseeds for which standards
are established under section 4 of the
Act.?

" * u »

3. Section 800.162(a}(2] is revised to
read as follows:

§ 800.162 Certification ot grade; special
requirements.

(a) * kW

(2) The test weight of the grain, if
applicable; * * *

* * * * *

' A definition taken from the U.S. Grain
Standards Act, as amended, with certain
modifications which do not change the meanings.
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PART 810—OFFICIAL UNITED STATES
STANDARDS FOR GRAIN

4. The Authority Citation for Part 810
is revised to read as follows:

Authority: Pub. L. 94-582, 90 Stat. 2867, as
amended (7 U.S.C. 71 ef seq.).

5. Section 810.101 is revised to read as
follows:

§ 810.101 Grains for which standards are
established.

Grain refers to barley, canola, corn,
flaxseed, mixed grain, oats, rye,
sorghum, soybeans, sunflower seed,
triticale, and wheat. Standards for these
food grains, feed grains, and oilseeds
are established under the United States
Grain Standards Act.

6. Section 810.102(d) is amended by
revising the last sentence and adding a
new sentence following the last
sentence to read as follows:

§810.102 Definition of other terms.

- * * * *

(d) * * * Test weight per bushel for
all other grains, if applicable, is
recorded in whole and half pounds, with
a fraction of a half pound disregarded.
Test weight per bushel is not an official
factor for canola.

* * * * *

7. Section 810.104(b) is amended by
revising the seventh sentence to read as
follows: -

§810.104 Percentages.

* * * * *

{b)* * * The percentage of smut in
barley, sclerotinia and stones in canola,
and ergot in all grains is reported to the
nearest hundredth percent.

* * * * *

8. Section 810.107(b) introductory text
is revised to read as follows:

§810.107 Special grades and special
grade requirements.

* * * * *

(b) Infested barley, canola, corn, oats,
sorghum, soybeans, sunflower seed, and
mixed grain. Tolerances for live insects
responsible for infested barley, canola,
corn, oats, sorghum, soybeans,
sunflower seed, and mixed grain are
defined according to sampling
designations as follows:

- * * * *

9. Subparts C through L are
redesignated as subparts D through M.

10. New subpart C is added to read as
follows:

Subpart C—United States Standards for
Canola—Terms Defined

§ 810.301 Definition of canola.

§ 810.302 Definition of other terms.

Principles Governing the Application of
Standards

§ 810.303 Basis of determination.
Grades and Grade Requirements

§ 810.304 Grades and grade requirements
for canola.

Special Grades and Special Grade
Requirements.
§ 810.305 Special grades and special grade
requirements

Nongrade Requirements
§ 810.366 Nongrade requirements.

Subpart C—United States Standards
for Cangla—Terms Defined

§ 81C.301 Definition of canola.

Seeds of the genus Brassica from
which the cil shall contain less than 2
percent erucic acid in its fatty acid
profile and the solid component shall
contain less than 30.0 micromoles of any
one or any mixture of 3-butenyl
glucosinolate, 4-pentenyl glucosinolate,
2-hydroxy-3-butenyl, or 2-hydroxy-4-
pentenyl glucosinolate, per gram of air-
dried, oil free solid. Before the removal
of dockage, the seed shall contain not
more than 10.0% of other grains for
which standards have been established
under the United States Grain Standards
Act.

§ 810.302 Definitions of other terms.

(a) Conspicuous Admixture. All
matter other than canola, including but
not limited to ergot, sclerotinia, and
stones, which is conspicuous and
readily distinguishable from canola and
which remains in the sample after the
removal of machine separated dockage.
Conspicuous admixture is added to
machine separated dockage in the
computation of total dockage.

(b) Damaged kernels. Canola and
pieces of canola that are heat-damaged,
sprout-damaged, mold-damaged,
distinctly green damaged, frost
damaged, rimed damaged, or otherwise
materially damaged.

(c) Distinctly green kernels. Canola
and pieces of canola which, after being
crushed, exhibit a distinctly green color.

(d) Dockage. All matter other than
canola that can be removed from the
original sample by use of an approved
device according to procedures
prescribed in FGIS instructions. Also,
underdeveloped, shriveled, and small
pieces of canola kernels that cannot be
recovered by properly rescreening or
recleaning. Machine separated dockage
is added to conspicuous admixture in
the computation of total dockage.

(e) Ergot. Sclerotia (sclerotium, sing.)
of the fungus, Claviceps species, which
are associated with some seeds other
than canola where the fungal organism
has replaced the seed.

(f) Heat-damaged kernels. Canola and
pieces of canola which, after being
crushed, exhibit that they are discolored
and damaged by heat.

(g) Inconspicuous admixture. Any
seed which is difficult to distinguish
from canola. This includes, but is not
limited to, common wild mustard
(Brassica kaber and B. juncea),
domestic brown mustard (Brassica
juncea), yellow mustard (B. hirta), and
seed other than the mustard group.

(h) Sclerotia (Sclerotium, sing.). Dark
colored or black resting bodies of the
fungi Sclerotinia and Claviceps.

(i) Sclerotinia. Genus name which
includes the fungus Sclerotinia
sclerotiorum which produces sclerotia.
Canola is only infrequently infected, and
the sclerotia, unlike sclerotia of ergot,
are usually associated within the stem
of the plants.

Principles Governing the Application of
Standards

§810.303 Basis of determination.

Each determination of conspicuous
admixture, ergot, sclerotinia, stones,
damaged kernels, heat-damaged kernels,
distinctly green kernels, and
inconspicuous admixture is made on the
basis of the sample when free from
dockage. Other determinations not
specifically provided for under the
general provisions are made on the
basis of the sample as a whole, except
the determination of odor is made on
either the basis of the sample as a whole
or the sample when free from dockage.
The content of glucosinolates and erucic
acid is determined on the basis of the
sample according to procedures
prescribed in FGIS instructions.

Grades and Grade Requirements

§ 810.304 Grades and grade requirements
for canola.

Grades, U.S. Nos.
1 2 3

Maximum percent limits
of:

Grading factors

Damaged kernets:

Heat damaged 0.1 0.5 2.0

Distinctly green 20 6.0 20.0
Total..... 3.0 10.0 20.0
Conspicuous a
Ergot.. 0.05 0.05 0.05
Sclerofi 0.05 0.10 0.15
Stones. 0.05 0.05 0.05
Total... 1.0 1.5 20
Inconspicuous 5.0 5.0 50
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Grades, U.S. Nos.

Grading factors
1 ] 2 J 3

Maximum count limits of;

Other material:
3 3 3
0 0

1 1 1

U.S. Sample grade Canola that:
(a) Does not meet the requirements for U.S.
Nos. 1,2, 3; or
(b) Has a musty, sour, or commercially
objectionable foreign odor; or
(c) Is heating or otherwise of distinctly low
quality.

Special Grades and Special Grade
Requirements

§810.305 Special grades and special
grade requirements.

Garlicky canola. Canola that contains
more than two green garlic bulblets or
an equivalent quantity of dry or partly
dry bulblets in approximately a 500
gram portion.

Nongrade Requirements

§810.306 Nongrade requirements.
Glucosinolates. Content of
glucosinolates in canola is determined
according to procedures prescribed in
FGIS instructions.
Dated: January 2, 1992.
John C. Foltz,
Administrator.
[FR Doc. 92-2016 Filed 1-28-92; 8:45 am]
BILLING CODE 3410-EN-M

Agricultural Marketing Service

7 CFR Part 1106
[DA-91-024]
Milk in the Southwest Plains Marketing

Area; Order Suspending Certain
Provisions

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Suspension of rule.

SUMMARY: This action suspends from
the Southwest Plains milk order for the
months of February through August
1992, the shipping standards for supply
plants that were pooled during the
preceding September through January
and the monthly requirements that a
producer’s milk be received at a pool
plant in order to be eligible for diversion
to non-pool plants. The action was
requested by Mid-America Dairymen,
Inc. (Mid-Am), a cooperative association

that represents producers who supply
milk for the market. The action is
essential to insure the efficient
disposition of an increasing supply of
milk from dairy farmers who have
historically supplied the market's fluid
milk requirements.

EFFECTIVE DATE: February 1, 1992
through August 31, 1992.

FOR FURTHER INFORMATION CONTACT:
Richard A. Glandt, Marketing Specialist,
USDA/AMS/Dairy Division, Order
Formulation Branch, room 2968, South
Building, P.O. Box 96456, Washington,
DC 200906456, (202) 720-4829.
SUPPLEMENTARY INFORMATION: Prior
document in this proceeding:

Notice of Proposed Suspension: Issued
December 27, 1991; published January 3,
1992 (57 FR 221). ,

The Regulatory Flexibility Act (5
U.S.C. 601-612) requires the Agency to
examine the impact of a proposed rule
on small entities. Pursuant to 5 U.S.C.
605(b), the Administrator of the
Agricultural Marketing Service has
certified that this action will not have a
significant economic impact on a
substantial number of small entities.
This action lessens the regulatory
impact of the order on certain milk
handlers and tends to ensure that dairy
farmers will continue to have their milk
priced under the order and thereby
receive the benefits that accrue from
such pricing.

This final rule has been reviewed by
the Department in accordance with
Departmental Regulation 1512-1 and the
criteria contained in Executive Order
12291 and has been determined to be a
“non-major” rule.

This order of suspension is issued
pursuant to the provisions of the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U.S.C. 601-674),
and of the order regulating the handling
of milk in the Southwest Plains
marketing area.

Notice of proposed rulemaking was
published in the Federal Register on
January 3, 1992 (57 FR 221) concerning a
proposed suspension of certain
provisions of the order. The notice
indicated that suspension was being
requested for January through August
for two provisions and for February
through August for a third provision.
Interested persons were afforded
opportunity to file written data, views,
and arguments thereon. Mid-America
Dairymen, Inc. (Mid-Am) requested that
we modify the time period of the
suspension to February through August
1992 for all three provisions for which
suspension was requested. The sections

for which the suspension was requested
pertain to milk produced in February
through August. Accordingly, the
suspension will be in effect for the
months of February through August
1992. Mid-Am supplied additional
written materials supporting their view.
Kraft General Foods also filed a written
statement in support of the suspension
of the requested provisions of the order.

After consideration of all relevant
material, including the proposal in the
notice, the comments received, and
other available information, it is hereby
found and determined that for the
months of February through August 1992
the following provisions of the order do
not tend to effectuate the declared
policy of the Act:

1. In § 1106.6, the words “during the
month".

2. In § 1106.7(b)(1), the words "of
February through August until any
month of such period in which less than
20 percent of the milk received or
diverted as previously specified, is
shipped to plants described in
paragraph (a} or (e) of this section. A
plant not meeting such 20 percent
requirement in any month of such
February-August period shall be
qualified in any remaining month of
such period only if transfers and
diversions pursuant to paragraph (b){2}
of this section to plants described in
paragraph (a) or () of this section are
not less than 50 percent of receipts or
diversions, as previously specified".

3.In § 1106.13, paragraph (d)(1) in its
entirety.

Statement of Consideration

This action suspends for February
through August 1992 the shipping
standard for supply plants that were
previously associated with the market.
The order defines a supply plant as a
plant from which fluid milk products are
transferred or diverted to distributing
plants during the month. It also provides
that in order to be pooled under the
order during the months of September
through January, 50 percent of a supply
plant’s receipts must be shipped to
distributing plants each month. A supply
plant that was pooled during each of the
immediately preceding months of
September through January shall
continue to be pooled during the
following months of February through
August if 20 percent of its receipts are
shipped to distributing plants. That
action would eliminate during the
months of February through August 1992
the shipping standard for supply plants
that were pooled under the order during
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the immediately preceding September
through January period.

This action also suspends, for
February through August 1992, the
monthly requisite that a producer’s milk
be received at a poo! plant in order to be
eligible for diversion to nonpool plants.
The order provides that a dairy farmer’s
milk may be diverted to nonpool plants
and still be priced under the order if at
least one day’s production of such
person is physically received at a pool
plant during the month.

This suspension was requested by
Mid-America Dairymen, Inc. (Mid-Am),
a cooperative association that
represents a substantial number of
producers who supply the market.

The action is warranted because
analysis of market data for 1990 and
1991 establishes that the market's
production is escalating at a rate faster
than fluid milk sales. Based on the
expectation that this situation will
continue for the next several months, it
appears that there will be sufficient
supplies of milk available in the vicinity
of the market's distributing plants to
supply the fluid milk requirements of
such plants during the months of
February through August 1992.
Therefore supplemental supply plant
milk will not be required to supply fluid
milk needs. The milk of producers can
be marketed more economically during
this seven month period by supplying
the needs of distributing plants with
nearby milk and by moving the milk of
more distant producers directly from the
farms to manufacturing plants in the
production area. Absent a suspension
action, the requirement that each
producer's milk be received at a pool
plant one time each month likely would
result in uneconomical and inefficient
movements of milk to preserve the pool
status of producers who have
historically been associated with the
Southwest Plains market.

It is hereby found and determined that
thirty days’ notice of the effective date
hereof is impractical, unnecessary and
contrary to the public interest in that:

(a) The suspension is necessary to
reflect current marketing conditions and
to assure orderly marketing conditions
in the marketing area in that such action
will eliminate unnecessary milk
movements and will guarantee that
dairy farmers who regularly have
supplied the market's fluid milk
requirements will continue to have their
milk priced under the order and thereby
receive the benefits that accumulate
from such pricing.

(b} This suspension does not require
of persons affected substantial or
extensive preparation prior to the
effective date; and

{c) Notice of proposed rulemaking was
given interested parties and they were
afforded opportunity to file written data,
views of arguments concerning this
suspension. Mid-Am and Kraft General
Foods filed information supporting the
suspension request. No comments were
filed in opposition to this action.

Therefore, good case exists for making
this order effective upon publication in
the Federal Register.

List of Subjects in 7 CFR Part 1106

Milk marketing orders.

1t is therefore ordered, that the
following provisions in §§ 1106.6, 1108.7,
and 1106.13 of the Southwest Plains
marketing order are hereby suspended
for February through August 1992,

PART 1106—MILK IN THE
SOUTHWEST PLAINS MARKETING
AREA

1. The authority citation for 7 CFR
part 1106 continues to read as follows:

Authority: Secs. 1-19, 48 Stat. 31, as
amended; 7 U.S.C. 601-674.

§ 1106.6 [Suspended in part).

2. In § 1106.6, the words "during the
month” are suspended.

§ 1106.7(b)(1) [Suspended in part).

3. In § 1108.7(b)(1), the words “of
February through August until any
month of such period in which less than
20 percent of the milk received or
diverted as previously specified, is
shipped to plants described in
paragraph (a) or (e) of this section. A
plant not meeting such 20 percent
requirement in any month of such
February-August period shall be
qualified in any remaining month of
such period only if transfers and
diversion pursuant to paragraph (b)(2) of
this section to plants described in
paragraph {a) or (e} of this section are
not less than 50 percent of receipts or
diversions, as previously specified” are
suspended.

§ 1106.13 [Temporarily suspended in
part].

4. In § 1106.13, paragraph (d)(1) is
suspended in its entirety.

Signed at Washington, DC, on January 24,
1992,

John E. Frydenlund,

Deputy Assistant Secretary, Murketing and
Inspection Services.

{FR Doc. 92-2137 Filed 1-28-92; 8:45 am|
BILLING CODE 3410-02-M

Farmers Home Administration

7 CFR Parts 1807, 1822, 1823, 1890t,
1927, 1941, 1943, 1944, 1945, 1951,
1955, and 1965

Real Estate Title Clearance and Loan
Closing; Deferral of Effective Date

AGENCY: Farmers Home Administration,
USDA.

ACTION: Final rule; deferral of effective
date.

SUMMARY: The Farmers Home
Administration (FmHA) defers the
effective date of its Final Rule on Real
Estate Title Clearance and Loan Closing
published on Tuesday, December 31,
1991, in 56 FR 67470. The effective date
is being deferred to:

(1) Allow a reasonable time period for
each State Office to notify designated
attorneys and title companies of the new
procedural requirements;

(2) Allow sufficient time for interested
parties to obtain liability and fidelity
coverage in the required amounts;

(3) Avoid delays in closures of FmHA
loans; and

{4) Receive and disseminate the forms
associated with the new procedure.

EFFECTIVE DATE: March 31, 1992. The
effective date of the Final Rule
published at 56 FR 67470 on December
31, 1991 is deferred from January 30.
1992, until March 31, 1992.

FOR FURTHER INFORMATION CONTACT:
James W. Craun, Branch Chief, Home
Ownership Branch, Single Family
Housing Processing Division, Farmers
Home Administration, USDA, room
5334, South Agricultural Building. 14th
and Independence Avenue, SW.,
Washington, DC 20250, telephone (202)
720-1482.

SUPPLEMENTARY INFORMATION: The
Farmers Home Administration defers
the effective date of its final rule on Real
Estate Title Clearance and Loan Closing
published at 56 FR 67470 on December
31, 1991, until March 31, 1992.

Dated: January 22, 1992,
LaVerne Ausman,
Administrator, Farmers Home
Administration.
(FR Doc. 92-2139 Filed 1-26-92; 8:45 am|

BILLING CODE 3410-07-M




Federal Register / Vol. 57, No. 19 / Wednesday, January 29, 1992 / Rules and Regulations

3277

FEDERAL RESERVE SYSTEM

12 CFR Part 229
[Regulation CC; Docket No. R-0744]

Availabllity of Funds and Coliection of
Checks

AGENCY: Board of Governors of the
Federal Reserve System.

ACTION: Interim rule with request for
comment. .

SUMMARY: The Board is amendment
regulation CC to conform to recent
amendments to the Expedited Funds
Availability Act. The amendments allow
banks to extend holds, on an exception
basis, to “next-day” and “second-day"
availability checks and allow one-time
notices of exception holds in certain
cases. The Board has adopted
conforming changes to regulation CC on
an interim basis. The Board is
requesting comment on the interim rule
pending adoption of a final rule and on
whether there are classes of consumer
accounts for which one-time notice
should be permitted.
DATES: Effective date: January 15, 1992.
Comment date: Comments must be
submitted on or before March 27, 1992,

ADDRESSES: Comments, which should
refer to Docket No. R-0744, may be
mailed to the Board of Governors of the
Federal Reserve System, 20th and C
Streets, NW., Washington, DC 20551,
attention: Mr. William W. Wiles,
Secretary; or may be delivered to the
Board’s mail room between 8 a.m. and 5
p.m. All comments received at the above
address will be included in the public
file and may be inspected at room B-
1122 between 9 a.m. and 5 p.m.

FOR FURTHER INFORMATION CONTACT:
Louise L. Roseman, Assistant Director,
Division of Reserve Bank Operations
and Payment Systems (202/452-3874);
Oliver Ireland, Associate General
Counsel (202/452-3625), or Stephanie
Martin, Senior Attorney (202/452-3198),
Legal Division. For information
regarding modifications to Model Forms
or appendix C, contact Jane E. Ahrens,
Staff Attorney (202/452-3667), or Dale L
Nishimura, Staff Attorney (202/452-
2412}, Division of Consumer and
Community Affairs. For the hearing
impaired only: Telecommunications
Device for the Deaf, Dorothea
Thompson (202/452-3544).
SUPPLEMENTARY INFORMATION: The
Federal Deposit Insurance Corporation
Improvement Act of 1991 (“FDICIA,”
Pub. L. No. 102-242, section 225, 105 Stat.
2236 (1991)) amends the provisions in
section 604 of the Expedited Funds
Availability Act (“Act”) (12 U.S.C. 4003)

regarding safeguard exceptions to the
availability schedules, effective
December 19, 1991. The Board has
adopted interim amendments to
regulation CC (12 CFR part 229),
effective January 15, 1992, to conform
the regulation to the amendments to the
Act. The Board is requesting comment
on the interim amendments and
Commentary revisions, which are
described below.!

Background

The Board adopted regulation CC to
implement the Act, which was effective
September 1, 1988. Among other things,
the regulation establishes availability
schedules to limit the holds banks 2 can
place on deposits to transaction
accounts and requires banks to disclose
their funds availability policy to their
customers.

As a general matter, the availability of
a deposit is linked to the degree of risk
associated with the deposit and the
amount of time necessary for a bank to
learn whether a deposited check will be
returned unpaid. Accordingly, nonlocal 3
checks must generally be made
available for withdrawal on the fifth
business day after deposit, local checks
on the second business day, and certain
*“low-risk” checks, such as government,
cashier's, certified, and teller's checks,
on the next business day. (Most “next-
day" checks, if not deposited in person
at a staffed teller facility, must be made
available for withdrawal on the second
business day after deposit.)

The Act (section 604) and the
regulation (§ 229.13) provide for certain
safeguard exceptions to the availability
schedules. Under these exceptions, the
depositary bank can extend the hold on
a deposit for a reasonable period of
time. The exception holds apply to
deposits to new accounts, daily
aggregate deposits in excess of $5,000,
checks that have returned unpaid and
redeposited, checks deposited into an

1 Section 227 of the FDICIA amends section 603(e)
of the Act to eliminate the shorter availability
schedules for deposits at nonproprietary ATMs that
were to be effective November 28, 1892. Section
212(h) of the FDICIA amends the administrative
enforcement provisions in section 610(a} of the Act.
The Board is requesting comment on amendments to
regulation CC to implement these changes (see
Docket R-0745, elsewhere in today's Federal
Register). The proposed amendments regarding
nonproprietary ATM deposits and administrative
enforcement are not part of the interim rule adopted
by the Board in this docket.

2 For purposes of regulation CC, the term “bank”
includes commercial banks, savings institutions,
and credit unions.

3 A check generally is “local” if the bank by
which it is payable and to which it is sent for
collection (“paying bank") is in the same Federal
Reserve check processing region as the bank that
receives the check for deposit (“depositary bank").

account that has been repeatedly
overdrawn, checks the depositary bank
may reasonably expect to be
uncollectible, and checks deposited
during emergency conditions, such as a
computer failure, natural disaster, or
other emergency beyond the bank’s
control.

Applicability of Exception Holds to
“Next-Day" and “Second-Day"” Checks

Prior to the enactment of the FDICIA,
most of the exception holds did not
apply to checks that must be accorded
next-day or second-day availability
under section 603(a)(2) of the Act and
§ 229.10{c) of the regulation, such as
government, cashier’s, certified, and
teller's checks. In three reports to
Congress on the implementation of the
Act, the Board expressed concern that
the inapplicability of the exception
holds to next-day and second-day
checks exposed depositary banks to
substantial risk that such checks would
be returned after the proceeds had been
made available for withdrawal.* The
Board noted that fraud loss reduction
would benefit depository institutions as
well as their customers, who otherwise
may face increased service fees or
decreased service levels.

Section 225 of the FDICIA amends
section 604 of the Act to authorize the
Board to prescribe regulations to apply
most of the safeguard exception holds to
checks that would otherwise receive
next-day or second-day availability
under section 603(a)(2) of the Act and
§ 229.10(c) of Regulation CC. The Board
is adopting amendments to the
regulation that will make the exceptions
for large deposits (§ 229.13(b)),
redeposited checks (§ 229.13(c)),
accounts with repeated overdrafts
(§ 229.13(d)), and emergency conditions
(8 229.13(f)) available for checks
otherwise covered by § 229.10(c). In
addition, the amendment will make the
reasonable cause exception
(8 229.13(e)), which previously had
applied to local and nonlocal checks
and only certain next-day or second-day
checks (i.e., checks drawn on Federal
Reserve Banks or Federal Home Loan
Banks and cashier’s, certified, and
teller's checks), available for all checks
covered by § 229.10(c). The Board is
revising the corresponding Commentary
to reflect the broader scope of the
exception holds.

The Board is also amending
§ 229.13(h), which governs the

+ See, Board of Governors of the Federal Reserve
System, Report to Congress Under the Expedited
Funds Availability Act, September 1991, March
1990, and June 1989.



3278

Federal Register / Vol. 57, No. 19 / Wednesday, January 29, 1992 / Rules and Regulations

availability of deposits subject to the
exception holds. The Board's
amendments provide that, with respect
to Treasury checks, U.S. Postal Service
money orders, checks drawn on Federal
Reserve Banks or Federal Home Loan
Banks, state and local government
checks, and cashier’s, certified, and
teller's checks subject to the next-day
(or second-day) availability
requirement, the depositary bank may
extend the time funds must be made
available for withdrawal under the large
deposit, redeposited check, repeated
overdraft, or reasonable cause
exception by a reasonable period
beyond the delay that would have been
permitted under the regulation had the
checks not been subject to the next-day
(or second-day) availability
requirement. The additional hold is
added to the local or nonlocal schedule
that would apply based on the location
of the paying bank. For on us checks
that must be available on the next
business day after the banking day of
deposit under § 229.10(c)(1)(vi), the
additional hold of one business day is
added to the next-day requirement.

One-Time Hold Notices

Prior to the enactment of the FDICIA,
section 604(f) of the Act and § 229.13(g)
of the regulation provided that each time
a depositary bank invoked an exception
of the availability schedules under
§ 229.13 (b) through (f) of the regulation
(the large deposit, redeposited check,
repeated overdraft, reasonable cause,
and emergency conditions exceptions,
respectively), it had to notify the
customer of the exception hold. Section
229.13(g) required that the exception
hold notice be given at the time of the
deposit or by the first business day
following the day the facts upon which
the exception hold is based become
known to the depositary bank.

Although individual notices may be
appropriate in the case of the
reasonable cause or emergency
conditions exceptions, which must be
invoked on a case-by-case basis, they
are less appropriate for the large
deposit, redeposited check, or repeated
overdraft exceptions. In these latter
cases, it would be more efficient and
less costly to depositary banks if the
notice requirement could be tailored to
the exception invoked. Customers would
also benefit from receiving advance
notice of any exception holds that will
be in effect under certain conditions or
for a certain period of time, rather than
receiving on-the-spot or after-the-fact
notices upon each deposit. In its three
reports to Congress regarding
implementation of the Act, cited above,
the Board recommended that the Act be

amended to provide banks with greater
flexibility in giving notices of exception
holds.

Section 225 of the FDICIA amends
section 604(f) of the Act to authorize the
Board to prescribe regulations to allow
the depositary bank, in certain cases, to
send one notice of an exception hold
applicable to a customer’s future
deposits rather than sending a separate
notice for each deposit. The
amendments to section 604({f) set out
two types of one-time notices and the
circumstances under which they apply,
as follows:

1. Large Deposit and Redeposited Check
Exception Hold Notices

Sections 229.13(b) and (c) of the
regulation provide that a depositary
bank may apply exception holds to
aggregate daily deposits of checks in
excess of $5,000 and to deposits of
checks that have been returned unpaid
and redeposited. Under the amendments
to section 604(f) of the Act, ifa
depositary bank applies the large
deposit or redeposited check exception
to nonconsumer accounts, it may give its
nonconsumer customers a single notice
at or prior to the time notice must
otherwise be given. The Board has
adopted interim amendments to
§ 229.13(g) and revisions to the
Commentary to implement these
amendments to the Act.

As provided in the interim
amendments to § 229.13(g){2) adopted
by the Board, the one-time notice for the
large deposit and redeposited check
exceptions must explain the reason the
exception(s) may be invoked and the
time period within which deposits
subject to the exception(s) would be
available for withdrawal. The notice
should reflect the bank’s priorities in
placing exception holds on deposits
consisting of different types of checks,
such as next-day, local, and nonlocal
checks.

A depositary bank may provide a one-
time notice to a nonconsumer customer
under § 229.13(g)(2) only if each
exception cited in the notice (the large
deposit and/or the redeposited check
exception) will be invoked for most
check deposits to the customer’s account
to which the exception could apply. The
Board has adopted Model Notice C-13B,
which may be used by those banks that
want to provide a one-time notice of
these exception holds to their
nonconsumer customers. A depositary
bank may continue to send hold notices
for each deposit subject to the large
deposit or redeposited check exception
in accordance with § 229.13(g){(1) (see
Model Notice C-13).

Under the Board's interim
amendment, consumer account-holders
must continue to receive large deposit
and redeposited check exception hold
notices upon each deposit to which the
exception is applied. The amendment to
section 604(f) of the Act authorizes the
Board to apply the one-time notice
provision for the large deposit and
redeposited check exceptions to classes
of consumer accounts that generally
have a large number of such deposits.
The Board requests comment on
whether the one-time notice provision
for these types of exceptions should be
extended to certain classes of consumer
accounts, and if so, how those classes of
accounts should be categorized.
Specifically, the Board requests
comment on the following questions:

i. Are there classes of consumer
accounts, such as high balance
accounts, that would generally have a
large number of daily aggregate deposits
of checks in excess of $5,000?

ii. What is a proper measurement of a
*large number” of large deposits or
redeposited checks, and over what
period of time should such a
measurement be taken?

iii. Would it be operationally feasible
for depositary banks to monitor deposits
to consumer accounts to determine
which accounts have a large number of
daily aggregate deposits of checks in
excess of $5,000 or a large number of
deposits of redeposited checks?

2. Repeated Overdraft Exception Hold
Notice

Section 229.13(d} of the regulation
provides that a depositary bank may, for
a six-month period, apply longer holds
to deposits to an account that has been
repeatedly overdrawn. Under
§ 229.13(d), an account is repeatedly
overdrawn if it is overdrawn on six or
more banking days within the preceding
six months or is overdrawn by $5,000 or
more on two or more banking days
within the preceding six months.

Section 229.13(g) of the regulation
provides that, when invoking the
repeated overdraft exception, a
depositary bank must provide a notice
to the customer upon each deposit.
Under the amendments to section 604(f)
of the Act, if an account (either
consumer or nonconsumer) is subject to
the repeated overdraft exception, the
depositary bank may provide one notice
to its customer for each time period
during which the exception will apply.
rather than giving a notice upon each
deposit during that time period. The
Board has adopted interim amendments
to § 229.13(g) and revisions to the
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Commentary to implement the
amendments to the Act.

Section 229.13(g)(3) of the interim
amendment provides that the one-time
repeated overdraft notice must state the
customer's account number, the fact that
the exception was invoked under the
repeated overdraft exception, the time
period within which deposits subject to
the exception will be made available for
withdrawal, and the time period during
which the exception will apply. A
depositary bank may provide a one-time
notice to a customer under § 229.13(g}(3)
only if the repeated overdraft exception
will be invoked for most check deposits
te the customer’s account. A depositary
bank may send a notice, such as that
contained in Model Notice C~13C, to its
customer at the start of each period for
which the repeated overdraft exception
will be in effect.

Need for Interim Amendment

The Board believes that it is
necessary to amend the regulation with
an interim amendment, so that
depositary banks may take immediate
advantage of the new provisions
regarding exception holds and hold
notices without violating the regulation.
The provisions of the FDICIA reflect the
intent of the Congress to reduce risk and
cost for banks by broadening the scope
of the exception holds and providing the
one-time notice requirement in certain
cases. If the Board’s rule is not effective
immediately, banks would not be able to
take advantage of the FDICIA
amendments because attempting to
apply the broader statutory hold
provisions would result in violation of
Regulation CC and attendant potential
civil liability.

There was no opportunity for the
Board to publish proposed regulations
for comment prior to the enactment of
the FDICIA amendments to the Act,
which were effective December 19, 1991.
Accordingly, the Board, for good cause,
finds that the notice and public
comment procedure normally required is
impractical and contrary to the public
interest under 5 U.S.C. 553(b)(B). The
Board further finds that, for the same
reasons, there is good cause under 5
U.S.C. 553(d}(3) to make the interim
amendment effective on January 15, 1992
without regard for the 30-day period
provided for in U.S.C. 553(d).

Initial Regulatory Flexibility Analysis

The Regulatory Flexnbxhty Act (5
U.S.C. 601-812) requires an agency to
publish an initial regulatory flexibility
analysis with any notice of proposed
rulemaking. Two of the requirements of
an initial regulatory flexibility analysis
(5 U.S.C. 603({b)}—a description of the

reasons why the action by the agency is
being considered and a statement of the
objectives of, and legal basis for, the
proposed rule—are contained in the
supplementary information above. The
Board's interim rule requires no
additional reporting or recordkeeping
requirements, nor are there relevant
federal rules that duplicate, overlap, or
conflict with the proposed rule.
Another requirement for the initial
regulatory flexibility analysis is a
description of, and where feasible, an
estimate of the number of small entities
to which the proposed rule shall apply.
The interim rule will apply to all
depository institutions, regardless of
size, as required by the amendments to
the Expedited Funds Availability Act.
The rule should not have a negative
economic impact on small institutions,
but rather will decrease the risk and
cost for all depositary banks by
broadening the scope of the exception
holds and providing the one-time notice
requirement in certain cases.

List of Subjects in 12 CFR Part 229

Banks, banking, Federal Reserve
System.

For the reasons set out in the
preamble, 12 CFR part 229 is amended
as follows:"

PART 229—{AMENDED]

1. The authority citation for part 229
continues to read as follows:

Authority: Title VI of Pub. L. 100-86, 101
Stat. 552, 635, 12 U.S.C. 4001 ef seq.

2. In § 229.13, the term “229.10(c),” is
added immediately preceding the term
*229.11" in paragraphs (b); (c)
introductory text, (d) introductory text,
(f) introductory text, (h)(1), and (h)(3);
the first sentence of paragraph (e){1),
paragraph (g){1) introductory text and
(i), paragraph (h}(2), and the first
sentence of paragraph (h)(4) are revised;
paragraphs (g)(1) (ii) through (v) are
removed; paragraphs (g)(2) heading,
(8)(2)i). {g)(2)(ii). and (g)(3) are
redesignated as paragraphs {g){1)(ii)
heading, (g){1)(ii)}(A). (g)(1)(ii){B}), and
(8)(4), respectively; in newly designated
paragraph {g)(1)(it)(B), the reference
“paragraph (g)(2)(i)"” is revised to read
“paragraph (g)(1)(ii)(A)"; and new
paragraphs (g)(2) and (g})(3) are added to
read as follows:

§ 229.13 Exceptions.

(e) Reasonable cause to doubt
collectibility—{1) In general. Sections
228.10(c}, 229.11, and 229.12 do not apply
to a check deposited in an account at a
depositary bank if the depositary bank
has reasonable cause to believe that the

check is uncollectible from the paying
bank.* * *

* * * * *

(g) Notice of exception—{1)} In
general. Subject to paragraphs (g)(2) and
(8)(3) of this section, when a depositary
bank extends the time when funds will
be available for withdrawal based on
the application of an exception
contained in paragraphs (b) through {f)
of this section, it must provide the
depositor with a written notice.

(i) The notice shall include the
following information—

(A) The account number of the
customer;

{B) The date and amount of the
deposit;

(C) The amount of the deposit that is
being delayed;

(D) The reason the exception was
invoked; and

(E) The time period within which the
funds will be available for withdrawal,
unless the emergency conditions
exception in paragraph (f} of this section
has been invoked, and the depositary
bank, in good faith, does not know the
duration of the emergency and,
consequently, when the funds must be
made available at the time the notice
must be given.

* * * L] *

(2) One-time exception notice. In lieu
of providing notice pursuant to
paragraph (g)(1) of this section, a
depositary bank that extends the time
when the funds deposited in a
nonconsumer account will be available
for withdrawal based on an exception
contained in paragraph (b) or {c) of this
section may provide a single notice to
the customer that includes the following
information—

(i) The reason(s) the exception may be
invoked; and

(ii) The time period within which
deposits subject to the exception w1ll be
available for withdrawal.

This one-time notice shall be provided
only if each type of exception cited in
the notice will be invoked for most
check deposits in the account to which
the exception could apply. This notice
shall be provided at or prior to the time
notice must be provided under
paragraph (g){1)(ii) of this section.

(3) Notick of repeated overdrafis
exception. In lieu of providing notice
pursuant to paragraph (g)(1) of this
section, a depositary bank that extends
the time when funds deposited in an
account will be available for withdrawal
based on the exception contained in
paragraph (d) of this section may
provide a notice to the customer for
each time period during which the
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exception will be in effect. The notice
shall include the following
information—

(i) The account number of the
customer;

(ii} The fact that the availability of
funds deposited in the customer's
account will be delayed because the
repeated overdrafts exception will be
invoked;

(iii) The time period within which
deposits subject to the exception will be
available for withdrawal; and

(iv) The time period during which the
exception will apply.

This notice shall be provided at or prior
to the time notice must be provided
under paragraph (g)(1){ii) of this section
and only if the exception cited in the
notice will be invoked for most check
deposits in the account.

* * * * *

(h) Availability of deposits subject to
exceptions.

* * * * *

(2) If a depositary bank invokes an
exception contained in paragraphs {b)
through (e) of this section with respect
to a check described in § 229.10{c)(1) (i)
through (v) or § 229.10(c)(2), it shall
make the funds available for withdrawal
not later than a reasonable period after
the day the funds would have been
required to be made available had the
check been subject to §§ 229.11 or
229.12.

* * » * *

(4) For the purposes of paragraphs
(h)(1), (h)(2), and (h)(3) of this section, a
reasonable period is an extension of up
to one business day for checks subject
to § 229.10(c)(1)(vi), five business days
for checks subject to § 229.12(b) and
checks that would be subject to
§ 229.12(b) under in paragraph (h})(2) of
this section, and six business days for
checks subject to § 229.12(c) and checks
that would be subject to § 229.12(c}
under paragraph (h}(2) of this section.

Appendix C to Part 229—[Amended]

3. Appendix C is amended as set forth
below:

a. In the introductory text, two new
headings are added in numerical order
under the heading “Model Notices"; and

b. New model notices C-13B and C-
13C are added in numerical order to
read as follows:

Appendix C-Model Forms, Clauses,
and Notices

* * * » *
Model Notices
* - * * *

C-13B One-time notice for large deposit and
redeposited check exception holds

C-13C One-time natice for repeated
overdraft exception holds

* * * * *
Model Notices
* * * L4 *

C-13B—0ne-Time Notice for Large Deposit
and Redeposited Check Exception Holds

Notice of Hold

If you deposit into your account:

¢ Checks totaling more than $5,000 on any
one day, the first $5,000 deposited on any one
banking day will be available to you
according to our general policy. The amount
in excess of $5,000 will generally be available
on the [number] business day for checks
drawn on |bank), the (number] business day
for local checks and {number] business day
for nonlocal checks after the day of your
deposit. If checks (not drawn on us} that
otherwise would receive next-day
availability exceed $5,000, the excess will be
treated as either local or nonlocal checks

depending on the location of the paying bank.

If your check deposit, exceeding $5,000 on
any one day, is a mix of local checks,
nonlocal checks, checks drawn on [bank], or
checks that generally receive next-day
availability, the excess will be calculated by
first adding together the [ ], then the [
Jthenthe{ ) thenthe[ ]

¢ A check that has been returned unpaid,
the funds will generally be available on the
[number] business day for checks drawn on
[bank), the [number] business day for local
checks and the [number] business day for
nonlocal checks after the day of your deposit.
Checks (not drawn on us) that otherwise
would receive next-day availability will be
treated as either local or nonlocal checks

depending on the location of the paying bank.

C-13C—0One-time notice for repeated
overdraft exception hold

Notice of Hold

Account Number: {[Number}

Date of Notice: [Date}

We are delaying the availability of checks
deposited into your account due to repeated
overdrafts of your account. For the next six
months, deposits will generally be available
on the [number] business day for checks
drawn on [bank), the [number] business day
for local checks, the [number] business day
for nonlocal checks after the day of your
deposit. Checks (not drawn on us) that
otherwise would have received next-day
availability will be treated as either local or
nonlocal checks depending on the location of
the paying bank.

* * * * *

Appendix E to Part 229—[Amended]

4. Appendix E to part 229 is amended
as set forth below:

a. In appendix E, in the Commentary
under section 229.13, in the introductory
text, the last sentence of the first
paragraph and the first sentence of the
second paragraph are revised, and the

last sentence of the second paragraph is
removed; in paragraph (b), the first two
paragraphs are revised; in paragraph (c)
a new sentence is added to the end of
the first paragraph and the last sentence
of the last paragraph is revised: in
paragraph (d), two new sentences are
added to the end of the last paragraph;
in paragraph (e), the second sentence of
the first paragraph is revised and a new
sentence is added immediately
following the second sentence of the
first paragraph; in paragraph (f), two
new sentences are added immediately
preceding the last sentence, and the
second and last sentences are revised;
in paragraph (g), the first paragraph and
the first sentence of the second
paragraph are revised, and four new
paragraphs are added immediately
preceding the last paragraph; and in
paragraph (h), the second sentence of
the first paragraph, and the third, fourth,
and fifth paragraphs are revised; and

b. In Appendix E, in the Commentary
under appendix C, two new paragraphs
are added in numerical order to read as
follows:

Appendix E—~Commentary

* * * * *

§ 229.13 Exceptions.

* * * These exceptions apply to local and
nonlocal checks as well as to checks that
must otherwise be accorded next-day (or
second-day) availability under § 229.10{c).

Many checks will not be returned to the
depositary bank by the time funds must be
made available for withdrawal under the
next-day (or second-day), local, and nonlocal
schedules. * * *

* * * * *

(b) Large deposits. Under the large deposit
exception, a depositary bank may extend the
hold placed on check deposits to the extent
that the amount of the aggregate deposit on
any banking day exceeds $5,000. This
exception applies to local and nonlocal
checks, as well as to checks that would
otherwise be made available on the next {or
second) business day after the day of deposit
under § 229.10{c). Although the first $5,000 of
a day’s deposit is subject to the availability
otherwise provided for checks, the amount in
excess of $5,000 may be held for an
additional period of time as provided in
§ 229.13(h). When the large deposit exception
is applied to deposits composed of a mix of
checks that would otherwise be subject to
differing availability schedules, the
depositary bank has the discretion to choose
the portion of the deposit to which it applies
the exception. Deposits by cash or electronic
payment are not subject to this exception for
large deposits.

The following example illustrates the
operation of the large deposit exception. If a
customer deposits $2,000 in cash and a $9,000
local check on a Monday, $2,100 (the
proceeds of the cash deposit and $100 from
the local check deposit) must be made
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available for withdrawal on Tuesday. An
additional $4,900 of the proceeds of the local
check must be available for withdrawal in
accordance with the local schedule (i.e.
Wednesday under the permanent schedule),
and the remaining $4,000 may be held for an
additional period of time under the large
deposit exception.

* * * * *

(c) Redeposited checks. * * * This
exception applies to local and nonlocal
checks, as well as to checks that would
otherwise be made available on the next (or
second) business day after the day of deposit
under § 229.10(c).

- * * * »

* * * A depositary bank that made $100
of a check available for withdrawal under
§ 229.10(c)(1)(vii) can charge back the full
amount of the check, including the $100, if the
check is returned unpaid, and the $100 need
not be made available again if the check is
redeposited.
{d) Repeated Overdrafts. * * *

- * ] *

* * * This exception applies to local and
nonlocal checks, as well as to checks that
would otherwise be made available on the
next (or second) business day after the day of
deposit under § 229.10(c). When a bank
extends a hold under this exception, it need
not make the first $100 of a deposit available
for withdrawal on the next business day, as
would otherwise be required by
§ 229.10(c)(1){vii).

{e) Reasonable cause to doubt
collectibility. * * * This exception applies to
local and nonlocal checks, as well as to
checks that would otherwise be made
available on the next (or second) business
day after the day of deposit under § 229.10(c).
When a bank extends a hold under this
exception, it need not make the first $100 of &
deposit available for withdrawal on the next
business day, as would otherwise be required
by § 229.10(c}{(1)(vii). * * *

* * *

{f) Emergency conditions. * * * In the
circumstances specified in this paragraph, the
depositary bank may extend the holds that
are placed on deposits of checks that are
affected by such delays, if the bank exercises
such diligence as the circumstances require.

* * * This exception applies to local and
nonlocal checks, as well as checks that
would otherwise be made available on the
next (or second) business day after the day of
deposit under § 229.10(c). When a bank
extends a hold under this exception, it need
not make the first $100 of a deposit available
for withdrawal on the next business day, as
would otherwise be required by

§ 229.10{c)(1){vii}. In cases where the
emergency conditions exception does not
apply. as in the case of deposits of cash or
electronic payments under § 229.10 (a) and
(b), the depositary bank may not be liable for
a delay in making funds available for
withdrawal if the delay is due to a bona fide
error such as an unavoidable computer
malfunction.

(8) Notice of exception. i a depositary
bank invokes any of the safeguard exceptions
to the schedules listed above, other than the
new account exception, and extends the hold

on a deposit beyond the time periods
permitted in §§ 228.10(c), 229.11, and 229.12, it
must provide a notice to its customer. Except
in the cases described in paragraphs (g)(2)
and (g)(3) of the regulation, notices must be
given each time an exception hold is invoked
and must state the customer’s account
number, the date of deposit, the reason the
exception was invoked, and the time period
within which funds will be available for
withdrawal.

With respect to paragraph {g}(1), the
requirement that the notice state the time
period within which the funds shall be made
available may be satisfied if the notice
identifies the date the deposit is received and
information sufficient to indicate when funds
will be available and the amounts that will
be available at those times. * * *

- * * » *

In those cases described in paragraphs
(g)(2) and (g)(3). the depositary bank need not
provide a notice every time an exception hold
is applied to a deposit. When paragraph (g)(2}
or (g})(3) requires disclosure of the time period
within which deposits subject to the
exception will be available for withdrawal,
the requirement may be satisfied if the one-
time notice states when on us, local, and
nonlocal checks will be available for
withdrawal if an exception is invoked.

Under paragraph (g)(2), if a nonconsumer
account is subject to the large deposit or
redeposited check exception, the depositary
bank may give its customer a single notice at
or prior to the time notice must be provided
under paragraph (g)(1). Notices provided
under paragraph (g){2) must contain the
reason the exception may be invoked and the
time period within which deposits subject to
the exception will be available for
withdrawal (see Model Notice C-13B). A
depositary bank may provide a one-time
notice to nonconsumer customer under
paragraph (g)(2) only if each exception cited
in the notice {the large deposit and/or the
redeposited check exception) will be invoked
for most check depasits to the customer’s
account to which the exception could apply.
A depositary bank may to continue send hold
notices for each deposit subject to the large
deposit or redeposited check exception in
accordance with § 229.13(g)(1) (see Model
Notice C-13).

In the case of a deposit of multipie checks,
the depositary bank has the discretion to
place an exception hold on any combination
of checks in excess of $5,000. The notice
should enable a customer to determine the
availability of the deposit in the case of a
deposit of multiple checks. For example, if a
customer deposits a $5,000 local check and a
$5,000 nonlocal check, under the large deposit
exception, the depositary bank may make
funds available in the amount of (1} $100 on
the business day after deposit, $4,900 on the
second business day after deposit (local
check), and $5,000 on the eleventh business
day after deposit (nonlocal check with 6-day
exception hold), or (2) $100 on the first
business day after deposit, $4,900 on the fifth
business day after deposit {nonlocal check),
and $5,000 on the seventh business day after
deposit (local check with 5-day exception
hold).The notice should reflect the bank's
priorities in placing exception holds on next-

day (or second-day), local. and nonlocal
checks.

Under paragraph {g)(3), if an account is
subject to the repeated overdraft exception,
the depositary bank may provide one notice
to its eustomer for each time period during
which the exception will apply. Notices sent
pursuant to paragraph (g)(3) must state the
customer’s account number, the fact the
exception was invoked under the repeated
overdraft exception, the time period within
which deposits subject to the exception funds
will be made available for withdrawal, and
the time period during which the exception
will apply (see Model Form C-13C). A
depositary bank may provide a one-time
notice to a customer under paragraph (g)(3)
only if the repeated overdraft exception will
be invoked for most check deposits to the
customer’s account.

- * * » *

(h}) Availability of deposits subject to
exceptions. * * * This provision establishes
that an extension of up to one business day
for on us checks, five business days for local
checks, and six business days for nonlocal
checks is reasonable. * * *

- * * * *

With respect to Treasury checks, U.S.
Postal Service money orders, checks drawn
on Federal Reserve Banks or Federal Home
Loan Banks, state and local government
checks, and cashier’s, certified, and teller’s
checks subject to the next-day (or second-
day) availability requirement, the depositary
bank may extend the time funds must be
made available for withdrawal under the
large deposit, redeposited check, repeated
overdraft, or reasonable cause exception by a
reasonable period beyond the delay that
would have been permitted under the
regulation had the checks not been subject to
the next-day (or second-day) availability
requirement. The additional hold is added to
the local or nonlocal schedule that would
apply based on the location of the paying
bank.

One business day for on us checks, five
business days for local checks, and six
business days for nonlocal checks, in
addition to the time period provided in the
schedule, should provide adequate time for
the depositary bank to learn of the
nonpayment of virtually all checks that are
returned.

In the case of the application of the
emergency conditions exception, the
depositary bank may extend the hold placed
on a check by not more than a reasonable
period following the end of the emergency or
the time funds must be available for
withdrawal under §§ 229.10(c), 229.11 or
229,12, whichever is later.

* * * * *

Appendix C—Model Forms, Clauses, ana
Notices

- * -~ » *

Model C-13B. This form satisfies the notice
requirements of § 229.13(g)(2).

Mode! C~13C. This form satisifies the
notice requirements of § 229.13(g)(3).

* * L * *
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By order of the Board of Governors of the
Federal Reserve System, January 15, 1992,

William W. Wiles,

Secretary of the Board.

[FR Doc. 92-1474 Filed 1-28-92; 8:45 am]
BILLING CODE 6210-01-M

DEPARTMENT OF STATE
Bureau of Consular Affairs

22 CFR Part 51
{Public Notice 1564]

Cancellation of All Passports To
Facilitate the Foreign Travel of United
States Citizens and Nationals Which
Are Designated as Valid Only for
Travel to Israel

AGENCY: Department of State.
ACTION: Final rule.

SUMMARY: This final rule revises the
passport regulations of the Department
to cancel all valid or potentially valid
passports that are designated as valid
only for travel to Israel. Such passports
were issued by the Secretary, as an
exception to the prohibition on the
issuance and use of more than one
passport at any one time, to facilitate
the travel of United States citizens and
nationals in the Middle East. The
revisions are required by provisions of
recently enacted statutes which prohibit
the issuance of any passport designated
as valid only for travel to Israel and
direct the Secretary to cancel all current
passporis designated as valid only for
travel to Israel. For information
concerning the availability of
replacement passports for bearers of
passports cancelled by this revision to
the regulations, see the notice published
elsewhere in this issue.

EFFECTIVE DATE: April 25, 1992.

FOR FURTHER INFORMATION CONTACT:
William B. Wharton, Director, Office of
Citizenship Appeals and Legal
Assistance, Telephone (202) 326-6172.
SUPPLEMENTARY INFORMATION: Current
regulations reflect the long standing
policy of the Department that no person
should be in possession of more than
one valid or potentially valid passport at
any one time unless specifically
authorized by the Secretary of State. At
present, however, a number of countries,
including the majority of Arab League
nations, may reject passports and deny
entrance visas to persons whose
passports or other travel documents
reflect their travel to Israel. As one of
the exceptions to the prohibition on
possession of more than one passport,
and for the purpose of facilitating travel

of United States citizens and nationals
to both Israel and countries following
Arab League policy, the Secretary
therefore previously authorized issuance
of an additional passport. The majority
of such passports have been designated
as valid only for travel to Israel.
Issuance of such second passports also
has been authorized in other limited
circumstances.

For the purpose of seeking an end to
the Arab League policy, section 129 of
Public Law 102-138, as enacted into law
on October 28, 1991, prohibits the
Secretary of State from issuing any
passport that is designated as valid only
for travel to Israel and requires the
Secretary to promulgate regulations by
January 26, 1992 that will cancel by
April 25, 1992 all currently or potentially
valid Israel-only passports. To the same
end, section 503 of Public Law 102-140,
also enacted into law on October 28,
1991, prohibits the Secretary from using
any funds appropriated by that law to
issue any passport designated as valid
only for travel to Israel.

Effective with enactment of the new
laws, the Department ceased issuance of
any passport designated as valid only
for travel to Israel. Regardless of the
purpose for which they are issued, all
passports issued as an exception to the
prohibition on possession of more than
one passport at any one time, now are
being issued valid without geographic
restriction for an initial period of two-
years from date of issue. Upon
application, and a showing of continued
need, the validity of such passports may
be extended for additional two-year
periods as long as such periods do not
extend beyond the normal period of
validity prescribed for such passports in
the regulations.

Because these amendments are
mandated by statute and involve a
foreign affairs function of the United
States, the provisions of 5 U.S.C. 553 as
to notice of proposed rulemaking and
delayed effective date do not apply; and,
because no notice of proposed
rulemaking is required for these
amendments, the Regulatory Flexibility
Act (5 U.S.C. 601, et seq.) also does not
apply. Because the amendments involve
a foreign affairs function of the United
States, they are not subject to Executive
Order 12291 of February 17, 1981. The
provisions of the Paperwork Reduction
Act (44 U.S.C. Ch. 35) do not apply.

List of Subjects in 22 CFR Part 51

Passports.

For reasons set forth in the preamble,
22 CFR part 51 is amended as follows:

1. The authority citation for part 51 is
revised to read as follows:

Authority: 22 U.S.C. 211a, as amended, 22
U.S.C. 2658, 3926; sec. 122(d)(3), Pub. L. 98-
164, 97 Stat. 1017; E.O. 11295, 38 FR 10603; 3
CFR 1966-70 Comp. p. 507; Pub. L. 100-690;
sec. 129, Pub. L. 102-138, 105 Stat. 661; sec.
503, Pub. L. 102-140, 105 Stat. 820.

2. Section 51.4 is amended to add a
new paragraph (g) to read as follows:

§51.4 Validity of passports.

(g) Cancellation of passport endorsed
as valid only for travel to Israel. The
validity of any passport which has been
issued and endorsed as valid only for
travel to Israel is cancelled effective
April 25, 1992, Where it is determined
that its continued use is warranted, the
validity of such passport may be
renewed or extended for additional
periods of two years upon cancellation
of the Israel-only endorsement. In no
event may the validity of such passport
be extended beyond the normal period
of validity prescribed for such passport
by paragraphs {b) through (e) of this
section.

Dated: January 22, 1992.

James L. Ward,

Acting Assistant Secretary for Consular
Affairs.

(FR Doc. 92-1949 Filed 1-28-92; 8:45 am]
BILLING CODE 4710-06-M

22 CFR Part 193
[Public Notice 1565]

Benefits for Hostages In Iraq, Kuwait,
and Lebanon

AGENCY: Bureau of Consular Affairs,
State.
ACTION: Interim final rule.

SUMMARY: The Bureau of Consular
Affairs, Department of State is
amending regulations which
implemented section 599C of the Foreign
Operations, Export Financing, and
Related Programs Appropriations Act,
Fiscal Year 1991 (Public Law 101-513)
(“the Hostage Relief Act of 1990"). The
Foreign Relations Authorization Act,
Fiscal Years 1992-1993 (Public Law 102-
138) makes certain changes to the
Hostage Relief Act of 1990, and these
amendments implement those changes.
The Hostage Relief Act of 1990 made up
to $10,000,000 available for monetary,
health, and life insurance benefits to be
paid to U.S. hostages in Iraq, Kuwait,
and Lebanon, and/or their family
members. Some of these funds remain
available and the current Foreign
Relations Authorization Act amends the
Hostage Relief Act of 1990 to extend
both the period of time during which the
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benefits are available, and the eligibility
criteria.

OATES: Effective January 29, 1992.
Comments on this interim final rule
must be received on or before February

28, 1992,

ADDRESSES: Written comments should
be addressed to: Director, Office of
Citizens Consular Services, Bureau of
Consular Affairs, room 4817,
Department of State, Washington, DC
20520-4818.

FOR FURTHER INFORMATION CONTACT:
Carmen A. Diplacido, Director, Office of
Citizens Consular Services. Telephone
(202) 647-3666.

SUPPLEMENTARY INFORMATION: Section
302 of the Foreign Relations
Authorization Act, Fiscal Years 1992
and 1993, amends the Hostage Relief Act
of 1990 in the following ways:

With respect to all persons covered by
the Hostage Relief Act of 1990 (i.e.,
hostages held in Iraq, Kuwait, and
Lebanon, and/or their family members),
the new legislation extends availability
of benefits. Under the prior law, the
authorization to obligate funds expired
on May 5, 1991: Thus, otherwise eligible
persons who had not applied for
benefits by that date were ineligible for
benefits, and certain benefits terminated
as of that date persons whose eligibility
had been established. This change is
accomplished by sections 302(a)(1) and
302(a)(5), which amend section 599C of
the Hostage Relief Act so that benefits
are available "during fiscal year 1991
and hereafter”, so that the prior six
month limitation on obligation is
removed.

Section 302 contains two additional
changes with respect to hostages
captured in Lebanon. Section 302(a)(3)
provides that health and life insurance
benefits are available under certain
circumstances for the period of the
individual's hostage status, plus a 60-
month period following the termination
of hostage status. Previously, these
benefits expired 12 months after the
termination of hostage status, which
remains the law with respect to
hostages held in Iraq and Kuwait.

Section 302(a)(4) amends the
definition of the term “United States
hostages captured in Lebanon” to mean
“United States nationals, including
lawful permanent residents of the
United States, who have been forcibly
detained” * * * “for any period of time
after June 1, 1982” in Lebanon. The prior
definition did not include lawful
permanent residents, and only covered
persons who had been detained since
January 1, 1990.

Finally section 302(b) provides that
the amendments made by section 302(a)

are retroactive to the date of enactment
of the Hostage Relief Act of 1990, which
was November 5, 1990. Waiver of
Proposed Rulemaking, Executive Order
12291, Federal Regulations, Regulatory
Flexibility Act, and Paperwork
Reduction Act. -
Compliance with § U.S.C. 553 of the
Administrative Procedures Act relative
to notice of proposed rule making and
delayed effective date is impracticable
and contrary to the public interest in
this instance since expeditious
implementation of this rule is mandated
by the Congress in accordance with
Public Law 101-513 effective November
5, 1990. This is not a major rule as
defined under section 1(b) of Executive
Order 12291 Federal Regulations, nor is
it expected to have a significant
economic impact on a substantial
number of small entities because the
regulations primarily affect United
States hostages in Iraq, Kuwait, and
Lebanon (Regulatory Flexibility Act).
This amendment involves the coliection
of information subject to the Paperwork
Reduction Act of 1980. This collection
has been submitted to the Office of
Management and Budget for review
under the provisions of the Paperwork
Reduction Act and 5 CFR part 1320.

List of Subjects in 22 CFR Part 193

Claims, Health insurance, Hostages,
Irag, Kuwait, Lebanon, Life insurance,
Wages.

Accordingly, for the reasons set forth
in the preamble, 22 CFR part 193 is.
amended as follows.

PART 193—BENEFITS FOR
HOSTAGES IN IRAQ, KUWAIT, OR
LEBANON

1. The authority citation for part 193 is
revised to read as follows:

Authority: Section 598C, Pub. L. No. 101~
513, 104 Stat. 2064.

2.1In § 193.1, paragraph (c) is revised
to read as follows:

§ 193.1 Determination of hostage status.

* * * * *

(c) In the case of Lebanon, hostage
status may be accorded to United States
nationals, which, for purposes of this
paragraph, includes lawful permanent
residents of the United States, who have
been forcibly detained, held hostage, or
interned for any period of time after
June 1, 1982, by any government
(including the agents thereof) or group in
Lebanon for the purpose of coercing the
United States or any other government.

3.In § 193.2, paragraph (d) is added to
read as follows:

§ 193.2 Definitions.

* * * * *

(d) The term lawful permanent
resident means any individual who has
been lawfully accorded the privilege of
residing permanently in the United
States as an immigrant in accordance
with the immigration laws, such status
not having changed. -

4.In § 193.3, paragraph (e} is revised
to read as follows:

§ 193.3 Applications.

* * * * *

(e) Applications should be filed as
quickly as possible, because benefits are
available only until the funds allocated
under the Act have been spent. When
funds have been expended, the
Department will publish a notice in the
Federal Register so stating.

* * * * *

5. In § 193.4, paragraph (b) is revised
to read as follows:

§ 193.4 Consideration and denial of
claims: Notification of determinations.

* * * * *

(b) All applications shall be
considered, evaluated, and/or prepared
by the Federal Benefits Section of the
Office of Overseas Citizens Consular
Services. All federal agencies or other
interested persons should contact the
office at the address listed in § 193.3(d).
* * * * *

Dated: January 16, 1992.

Elizabeth M. Tamposi,

Assistant Secretary, Bureau of Consular
Affairs.

[FR Doc. 92-2144 Filed 1-28-92; 8:45 am]
BILLING CODE 4710-06-M

DEPARTMENT OF JUSTICE
28 CFR Part 16
[AAG/A Order No. 61-92]

Exemption of Records System Under
the Privacy Act

AGENCY: Department of Justice.
ACTION: Final rule.

SUMMARY: The Department of Justice is
exempting a Privacy Act system of
records entitled “U.S. Marshals Service
Prisoner Transportation System,
JUSTICE/USM-003,” from the
provisions of 5 U.S.C. 552a(c) (3) and (4),
(d). (e) (1), (2}, (5) and (g). The
exemptions are necessary to protect the
security of prisoners, informants, and
law enforcement personnel; and to
prevent a serious threat to law
enforcement communications systems.
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EFFECTIVE DATE: This rule will be
effective January 29, 1992.
FOR FURTHER INFORMATION CONTACT:
Patricia E. Neely (202) 514-6329.
SUPPLEMENTARY INFORMATION: A
proposed rule with invitation to
comment was published in the Federal
Register on September 6, 1991 (56 FR
44049). The public was given 30 days in
which to comment. One public comment
favoring the exemptions was received.
This order relates to individuals
rather than small business entities.
Nevertheless, pursuant to the
requirements of the Regulatory
Flexibility Act, 5 U.S.C. 601-612, it is
hereby stated that the order will not
have a “significant economic impact on
a substantial number of small entities.”

List of Subjects in 28 CFR Part 16

Administrative Practice and
Procedure, Courts, Freedom of
Information, Privacy, and the Sunshine
Act,

Pursuant to the authority vested in the
Attorney General by 5 U.S.C. 552a and
delegated to me by Attorney General
Order 793-78, 28 CFR 18.101 is amended
as set forth below.

Dated: January 7, 1992.
Harry H. Flickinger,
Assistant Atlorney General for
Administration.

1. The authority for Part 18 continues
to read as follows:

Authority: 5 U.S.C. 301, 552, 552a, 552b(g),
553; 18 U.S.C. 4203(a)(1); 28 U.S.C. 509, 510,
5§34; 31 U.S.C. 3717, 9701.

2. 28 CFR 16.101 is amended by
redesignating paragraph (o) as
paragraph (q) and by adding new
paragraphs (o) and (p).

§ 16.101 Exemption of U.S. Marshals
Service (USMS) Systems—limited access,
as indicated.

L] * * * *

(o) The following system of records is
exempt from 5 U.S.C. 552a(c) (3) and (4),
(d), (e) (1), (2). (5) and (g):

(1) U.S. Marshals Service Prisoner
Transportation System (JUSTICE/USM-
003).

These exemptions apply only to the
extent that information in this system is
subject to exemption pursuant to 5
U.S.C. 552a(j}{2).

(p) Exemptions from the particular
subsections are justified for the
following reasons:

(1) From subsection (c}(3) where the
release of the disclosure accounting for
disclosures made pursuant to subsection
(b) of the Act would reveal a source who
furnished information to the
Government in confidence.

(2) From subsection {c}{4) to the extent
that the system is exempt from
subsection (d).

{3) From subsection {d) because
access to records would reveal the
names and other information pertaining
to prisoners, including sensitive security
information such as the identities and
locations of confidential sources, e.g.,
informants and protected witnesses; and
disclose access codes, data entry codes
and message routing symbols used in
law enforcement communications
systems to schedule and effect prisoner
movements. Thus, such a compromise of
law enforcement communications
systems would subject law enforcement
personnel and other prisoners to
harassment and possible danger, and
present a serious threat to law
enforcement activities. To permit
amendment of the records would
interfere with ongoing criminal law
enforcement and impose an impossible
administrative burden by requiring that
information affecting the prisoner’s
security classification be continuously
reinvestigated when contested by the
prisoner, or by anyone on his behalf.

(4) From subsections (e) (1) and (5)
because the security classification of
prisoners is based upon information
collected during official criminal
investigations; and. in the interest of
ensuring safe and secure prisoner
movements it may be necessary to
retain information the relevance,
necessity, accuracy, timeliness, and
completeness of which cannot be
readily established, but which may
subsequently prove useful in
establishing patterns of criminal activity
or avoidance, and thus be essential to
assigning an appropriate security
classification to the prisoner. The
restrictions of subsection (e} (1) and (5)
would impede the information collection
responsibilities of the USMS, and the
lack of all available information could
result in death or serious injury to USMS
and other law enforcement personnel,
prisoners in custody, and members of
the public.

(5) From subsection (e)(2) because the
requirement to collect information from
the subject individual would impede the
information collection responsibilities of
the USMS in that the USMS is often
dependent upon sources other than the
subject individual for verification of
information pertaining to security risks
posed by the individual prisoner.

(6} From subsection (g} to the extent
that the system is exempt from
subsection (d)

* * * * +

{FR Doc. 92-2070 Filed 1-28-92. #:45 am]
BILLING CODE 4410-01-M

LIBRARY OF CONGRESS
Copyright Office

37 CFR Part 201

[Docket No. 86-7B]

Cable Compuisory License; Definition
of Cable System

AGENCY: Copyright Office, Library of
Congress.

ACTION: Final regulation.

SUMMARY: The Copyright Office affirms
its decision, announced at 56 FR 31580
(1991), that satellite carriers are not
cable systems within the meaning of 17
U.S.C. 111 (the Copyright Act cf 1976)
notwithstanding the decision in
National Broadcasting Company. Inc. v.
Satellite Broadcast Networks. Inc., 940
F.2d 1467 (11th Cir. 1991). The Office
also confirms that multipoint
distribution service (MDS) and
multichannel multipoint distribution
service [MMDS]) are not cable systems
within the meaning of 111. The status of
satellite master antenna television
facilities (SMATV) is not part of this
final regulation and will be addressed
separately at a later date.

EFFECTIVE DATE: January 1, 1994.

FOR FURTHER INFORMATION CONTACT:
Dorothy Schrader, General Counsel, U.S.
Copyright Office, Library of Congress,
Washington, DC 20559; telephone (202)
707-8380.

SUPPLEMENTARY INFORMATION:

L. Background

Today’s announcement marks another
step in the Copyright Office’s
rulemaking proceeding regarding the
definition of a cable system under the
cable compulsory licensing mechanism
in 17 U.S.C. 111, (the Copyright Act of
1976.) On October 15, 1986, the Office
opened this proceeding with a Notice of
Inquiry {51 FR 36705) inviting public
comment on whether satellite master
antenna television (SMATV) and
multichannel multipoint distribution
service (MMDS) operations qualify as
cable systems under section 111(f) of the
Copyright Act. The Office received
numerous comments and reply
comments and recpened the comment
period from August 3, 1987 until
September 2, 1987 (52 FR 28731) so that
the public might respond to four
comments received by the Office after
the closing of the initial comment an«
reply periad

On May 19 1988. the Copynight Office
again reopened this proceeding {53 FR
17962) to broaden the scope of the
inquiry 10 nclude issues relating to the
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eligibility of satellite carriers to operate
under the section 111 compulsory
license. The Office also sought
comments as to whether satellite
carriers may qualify for the passive
carrier exemption of section 111{a) with
respect to certain transmissions and
also qualify as a cable system with
respect to other transmissions. The
Office received fifteen additional
comments regarding satellite carriers.
On July 11, 1991, the Copyright Office
issued a Notice of Proposed Rulemaking
(NPRM)] in this proceeding (56 FR 31580).

I1. Notice of Proposed Rulemaking
{(NPRM)

The NPRM represented the Copyright
Office's thorough consideration of the
public comments and its findings and
preliminary findings with respect to
SMATV, MMDS, and satellite carrier
eligibility for the cable compulsory
license. The Office interpreted the terms
and purpose of the section 111 license
and proposed new regulations to govern
the conditions under which SMATV
systems would qualify for the cable
license. The Office, however, made a
preliminary finding that MMDS systems
do not qualify for the cable license and
announced a policy decision that
satellite carriers were not eligible for the
license.

The comments received in response to
the 1986 and 1988 Notices of Inquiry
played a significant role in fleshing out
the issues concerning the eligibility of
SMATV’s, MMDS's and satellite
carriers' eligibility for compulsory
licensing. The Copyright Office has the
administrative task of interpreting the
terms of the statute. See Cablevision
Systems Development Co. v. Motion
Picture Association of America. Inc., 836
F.2d 599, 609-10 (DC Cir.), cert. denied,
487 U.S. 1235 (1988).

With respect to satellite carriers, the
Office concluded that they did not
satisfy the conditions of the definition of
a cable system found in section 111(f)
and therefore did not qualify for
compulsory licensing. Starting with the
premise that the cable compulsory
license should be construed according to
its terms, and should not be given a
wide scale interpretation which could,
or will, encompass any and all new
forms of retransmission technology, the
Office applied the literal terms of the
section 111(f) definition to the
operations of satellite carriers. 56 FR
31590 {1991). The Office found that
satellite carriers did not meet the
definitional requirements because,
among other reasons, they provide a
national retransmission service rather
than the localized, community based
service contemplated by the Copyright

Act. The concept of localism is
evidenced by “provisions of the license
which discuss such items as the ‘local
service' area of a primary transmitter
and other language sensitive to
locality.” Id. at 31590-91. The Office did
not reach the question of whether
satellite carriers made use of “other
communications channels,” as described
in 111(f), since they were “national
retransmission service(s) and, as such,
do not have any one facility located in a
state which both receives and
retransmits signals or programming.” Id.
The Copyright Office’s conclusion was
affirmed by “an extensive examination
of the legislative history of the
compulsory license (which) fails to
reveal any evidence suggesting that
Congress intended the compulsory
license to extend to such types of
retransmission service.” Id.

After providing a refund mechanism
for satellite carriers who had made
royalty filings with the Copyright Office
claiming compulsory licensing, the
NPRM turned to the issue of MMDS
eligibility under section 111(f). The
Office once again began its analysis
with a consideration of the definitional
requirements of section 111(f) and found
that while MMDS and MDS operations
meet most of the requirements, “such
facilities (are) wanting regarding the
requirement that retransmission of
signals be accomplished via wires,
cables, or other communications
channels.” Id. at 31592, Unlike its
conclusion with respect to satellite
carriers, however, the NPRM stated that
the conclusion with respect to MMDS
facilities was preliminary only. Id. at
31593.

In preliminarily deciding that MDS
and MMDS facilities did not meet the
requirements of a cable system as
envisioned by section 111, the Office
drew upon "‘(t}he legislative history to
section 111 (which) makes it clear that
there is a significant ‘interplay between
copyright and the communications law
elements’ of section 111, requiring the
Office to consider the qualifications of
MDS and MMDS as cable systems with
an eye towards how those systems were
treated as a matter of communications
policy at the time of passage of the
Copyright Act.” Id. at 31592 (citation
omitted). In determining how these
systems were regulated in 1976 and
thereafter, the Office studied the FCC
Report and Order in Docket No. 89-35,
Definition of a Cable Television System,
in which the FCC interpreted the
statutory term “cable system” as it
appeared in the Cable Communications
Policy Act of 1984.

The Office was not as concerned with
how the FCC interpreted the 1984 Cable

Act definition, since the Cable Act and
Copyright Act definitions are not
identical, as it was with the
Commission's discussion of how it
regulated cable systems in 1976. /d. at
31591 (“(T)he FCC's discussion and
conclusions are still of significant value,
since entities regulated as cable systems
by the FCC are presumptively cable
systems under the Copyright Act's
definition, which generally encompasses
the FCC's concept of cable system in
1976.") The NPRM therefore provided a
lengthy discussion of the FCC Cable
Report, see id. at 31591-31592, where the
Commission held, inter alia, that those
systems that did not make use of closed
transmission paths, such as MDS and
MMDS, were not considered cable
systems.

The Copyright Office preliminarily
concluded that MDS and MMDS
facilities did not meet the section 111(f)
cable definition because they do not
make secondary transmissions via
“wires, cables, or other communications
channels.” The Office interpreted this
phrase to require retransmission by
closed transmission paths primarily,
which excluded MDS' and MMDS’
wireless retransmission. The NPRM
stated that this restricted reading
comported with the Copyright Office
position that Congress did not intend to
extend compulsory licensing to every
video retransmission service, and with
the congressional understanding of
cable systems in 1976:

When Congress passed the Copyright Act
in 1976, its understanding of the regulation of
the cable industry was naturally based on
FCC policy and precedent. The FCC's 1966
definition of a cable system, in effect while
the Copyright Act was passed, defined a
cable system as “redistribut(ing) * * *
signals by wire or cable. * * *" While the
reference to “by wire or cable” was dropped
by the FCC in 1977, the Commission
specifically stated that the change was not to
be “interpreted to include such non-cable
television broadcast station services as
Multipoint Distribution Systems. * * *"
(citation omitted). Regulation of cable
systems from a communications standpoint,
therefore, was limited to traditional, wire-
based, closed path transmission services. It is
therefore reasonable to conclude that the
copyright compulsory license was adopted to
apply to those same types of services then
regulated by the FCC as cable systems. A
broad reading of the phrase “other
communications channels” in section 111(f)
to include systems, such as MDS and MMDS,
which were not regulated by the FCC as
cable systems would be contrary to the
express congressional purpose of adopting a
compulsery license for the cable industry.

Id. at 31593.
The Copyright Office’s preliminary
conclusion regarding MDS and MMDS
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was bolstered by two specific elements.
First, the 1984 Cable Act's definition of a
cable system as consisting of “a set of
closed transmission paths” reflected
Congress's understanding of years of
FCC regulation in the cable area and
what was generally known and
regulated as a cable system. Id. While
neither FCC precedent nor the definition
of a cable system appearing in the Cable
Act was binding on the Office’s
interpretation of section 111(f), this
background reflected that “Congress did
not act within a vacuum when it drafted
section 111, but rather adopted a
corspulsory licensing scheme for an
industry which was already defined and
regulated by the FCC.” /d.

Second, the very specific and direct
tie-in between the compulsory license
and the FCC's rules and regulations
governing the cable industry belied
MDS'’ and MMDS' eligibility. For
example, the concept of a distant signal
equivalent, crucial to the computation of
royalties and operation of the license,
was fixed by the rules of the FCC in
effect on the date of enactment of the
Copyright Act. The statute's heavy
reliance on FCC regulation, which
applied only to the cable industry and
not MDS or MMDS operations,
“unmistakably reflects [the] interplay
between copyright and communications
policies.” Id. Congress was providing a
copyright licensing scheme for an
industry already defined and regulated
by the FCC—an industry which did not
include the operations of MDS or
MMDS. The Copyright Office therefore
proposed a refund mechanism for MDS
and MMDS operators who had made
royalty filings with the Office on the
assumption that they qualified for
compulsory licensing. /d.

The NPRM concluded with a
discussion of the eligibility of SMATV
systems and a preliminary finding that
some SMATV's did meet the
requirements of section 111(f). Id. at
31593-31594. The NPRM proposed a
series of amendments to the Copyright
Office regulations to include some
SMATV's within the definition of a
cable system and provided specific
royalty and filing requirements for those
operators. These issues will be
addressed later in a separate document.

The Copyright Office invited public
comment on the NPRM. Initial
comments were due September 9, 1991,
and reply comments were due Octaber
9, 1991.

M1 National Broadcasting Company, Inc.
v. Satellite Broadcast Networks, Inc.

Subsequent to the publication of the
NPRM, the Eleventh Circuit issued its
opinion in National Broadcasting

Company, Inc. v. Satellite Broadcast
Networks, Inc., 940 F.2d 1467 (11th Cir.
1991) (hereinafter referred to as “SBN"),
reversing the decision of the District
Court in Pacific & Southern Co., Inc. v.
Satellite Broadcast Networks, Inc., 694
F. Supp. 1565 (N.D. Ga. 1988). The
District Court, which considered
whether satellite carriers serving home
dish owners qualified for section 111
compulsory licensing, held that satellite
carriers were not cable systems within
the section 111(f) definition because
their receiving and retransmitting
facilities were not located in the same
state.

The Copyright Office addresses the
Eleventh Circuit decision because it
cited the District Court opinion
favorably in the NPRM. At the outset,
the Copyright Office notes that, while it
has carefully analyzed the SBN
decision, the Office is not bound by the
decision of the Eleventh Circuit, just as
it was not bound by the decision of the
District Court. See 56 FR at 31590. As the
Court of Appeals for the District of
Columbia Circuit pointed out in
Cablevision Systems Development Co.
v. Motion Picture Association of
America, Inc., 8386 F.2d 599, 610 (DC
Cir.), cert. denied, 487 U.S. 1235 (1988),
the Copyright Office, through its
rulemaking authority in 17 U.S.C. 702, is
given the express authority to interpret
the provisions of section 111 relating to
the operation of the cable compulsory
licensing system.

The SBN case involved a satellite
carrier that collected the network
affiliate broadcast signals of NBC in
Georgia, CBS in New Jersey, and ABC in
Illinois, and made those signals
available to home satellite dish owners
across the country on a subscriber basis.
SBN claimed that it was entitled to
retransmit those signals in accordance
with section 111, although such carriage
is now covered by the terms of section
119, the Satellite Home Viewer Act of
1988. As noted above, the District Court
held that SBN did not qualify for
compulsory licensing because it did not
meet all of the definitional requirements
of section 111(f); specifically it found
that SBN failed to meet the "located in
any State requirement” because its
retransmission facilities were not
located in the same state as its receiving
facilities.

The Eleventh Circuit disagreed with
this analysis, stating that it was
“unpersuaded that ‘located in any State’
means located entirely within a single
state.” SBN, 940 F.2d at 1470. Instead,
the Court focused on the definition of a
secondary transmission in section 111(f),
which provides that a nonsimultaneous
broadcast is not a secondary

transmission if made by a cable system
located partly in Alaska and partly in
some other state. This language,
according to the Court, “suggests that
Congress understood it would be
possible for a cable system to exist ‘in
part’ within Alaska and ‘in part’
elsewhere.” /d.

The SBN court concluded that “there
is no good reason why a satellite
broadcasting company such as SBN
should not be a cable system.” Id.
Noting that SBN could have delivered its
signal to cable operators across the
country without incurring copyright
liability as a passive carrier, “SBN has
simply eliminated the middleman.” /d. at
1471. Furthermore, “to conclude that

" SBN cannot be a cable system because

of its geographic reach would be to
prevent those in sparsely populated
areas from receiving the quality
television reception technology can
provide.” Id. In the interest of
widespread dissemination of signals, the
court summarized “(i)n short, there is no
good reason to read ‘cable system’
narrowly to deny SBN its license, and to
do so will do an injustice to those who
live in rural areas. SBN is a cable
system.” Id.

The SBN court addressed two other
aspects of the definition of a cable
system: Whether the carriage of the
broadcast signals was “permissible
under the rules, regulations, or
authorizations" of the FCC, and whether
secondary transmissions by satellite
carriers are made by “wires, cables or
other communications channels.” As to
permissibility of carriage, the court held
that “the rebroadcast was permissible
because no rule or regulation forbade
it,” noting that the FCC had expressly
stated it would not consider regulation
of satellite carriers until the courts had
resolved the copyright infringement
issue. /d. And in a footnote, the Court
expressed in dicta that it thought that
satellite retransmission services were
made through “other communications
channels” in satisfaction of the statute.
Id. at 1469 n. 3. The court stated that
“(t}he legislative history shows that in
considering the Copyrights (sic) Act,
Congress understood that the
development of satellites promised a
new channel for communicating in the
future,” and that “both the Second and
Eighth Circuits have concluded that
transmission by ‘wires, cables or other
communications channels’ includes
satellite broadcasts.” Id. (citing Hubbard
Broadcasting v. Southern Satellite, 777
F.2d 393 (8th Cir. 1985), cert. denied, 479
U.S. 1005 (1986) and Eastern Microwave,
Inc. v. Doubleday Sports, Inc., 691 F.2d
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125 (2d Cir. 19882}, cert. denied, 459 U.S.
1226 (1983)).

Finally, in anotber footnote, the court
noted the issuance of the NPRM and the
Copyright Office’s decision that satellite
carriers did not satisfy the definitional
requirements of a cable system. The
court dwelled on the possible
retroactive application of the Office’s
policy decisions announced in the
NPRM, noting that “(i)f this recent
promulgation applied retroactively to
this case, it might be entitled to
deferential review under Chevron,” but
concluded that the “language of the
notice does not require that it apply
retroactively.” /d. at 1469 n. 4. The court
considered the Office’s position on
satellite carriers as expressed in the
NPRM, and concluded:

In any event, we have considered the
views of the Copyright Office on the language
and legislative history of section 111, but we
find those views unpersuasive. We of course
express no opinion on the new rule's validity
as applied prospectively.

Id. at 1470 . 4.

IV. Discussion of Comments

The Copyright Office received a large
number of conunents responding to the
positions expressed in the NPRM.
Although the majority of comments
came from MMDS operators and their
affiliates, the Office also heard from
satellite carriers, broadcasters, the FCC,
copyright owners, the cable television
industry, and members of Congress. A
summary of the major issues brought out
in the comments follows.

A. MMDS Operations

The question of the eligibility of
MMDS operations for compulsory
licensing drew the lion’s share of
comments. The majority of
commentators favored inclusion of
MMDS and MDS within the definition of
a cable system. However, several
parties did object to inclusion of MMDS
services.

Commentators arguing for inclusion of
MDS and MMDS operations within the
section 111 definition of a cable system
took issue with the tentative decision
announced in the NPRM on several
grounds: statutory construction,
legislative intent, judicial interpretation,
and public policy. They argued that the
Copyright Office should confine its
analysis to a plain reading of the
statutory language contained in section
111{fY's definiticn of a cable system, and
that the legislative history suggests the
compulsory license is broad enough to
encompass new video retransmission
services such as MMDS. Further,
judicial interpretations of section 111
and the Copyright Act mandate that a

flexible approach be taken to its
provisions to embrace new forms of
technology, and public poelicy requires
that the MMDS industry be fostered to
provide competition and widespread
dissemination of video programming.

One of the principal arguments
advanced by the pro-MMDS
commentators involves the rules of
statutory construction. They argue that
the preliminary decision announced in
the NPRM violates the plain meaning of
the definition of a cable system
appearing in section 111{f), and requires
immediate reversal by the Office. The
111(f) definition has five requirements:
(1) Facilities located in a state, territory,
trust territory or possession, that (2} in
whole or in part receives television
broadcast signal licensed by the FCC,
and (3) make secondary transmissions
of those signal, by (4) wires, cables or
other communications channels, to (5}
subscribing members of the public who
pay for such service. MMDS operators
argued they satisfy all of these
definitional requirements, including
retransmission by “wires, cables or
other communications channels,” and
therefore the Office inquiry must end
there. MMDS operators, it is argued, do
make use of wires and cables in their
operations, as well as “other ’
communications channels,” thereby
satisfying all the requirements.
Technivision, Inc. comments at 8. They
assert that the Copyright Office erred in
looking to legislative history and other
outside sources when the statutory
language was clear: “(E)vident
legislative intent is required to override
clear statutory language, not to enforce
it.” Turner Broadcasting Inc. comments
at 4, citing to American Tobacco Co. v.
Patterson, 458 U.S. 63 (1982).

MMDS commentators also argued that
MMDS operations satisfy the plain
meaning of section 111(c)(1), which
permits compulsory licensing for only
broadcast signals whose carriage “is
permissible under the rules, regulations,
or authorizations of the Federal
Communications Commission.”
Although the NPRM did rot discuss the
meaning of the phrase *‘permissible
under FCC rules,” several commentators
argue that the requirement is satisfied in
the case of MMDS because there are no
FCC rules prohibiting carriage. See, e.g.,
Technivision, Inc., comments at 10. The
FCC confirms that it has never expressly
restricted the carriage of broadcast
signals by “wireless” cable systems, and
notes that its regulations permit an ITFS
licensee {most MMDS operations consist
of channel capacity licensed in whole or
in part from ITFS licensees) to “'transmit
materiai other than the ITFS subject
matter ” i.e,, broadcast signals. Federal

Communications Commission,
comments at 7 {citing 47 CFR 74.931{e)).

Several commentators argued the
Copyright Office has relied incorrectly
on leglslatlve history in interpreting the
definitional phrase *or other
communications channels.” The Office
is charged with, in effect, substituting
the word *and" for the word “or,”
requiring cable systems to use cables,
wires and other communications
channels.! See Turner Broadcasting
System, Inc., comments at 4; Senators
DeConcini, Metzenbaum, Inouye, Leahy,
Simon, comments st 2; Representatives
Boucher, Moorhead, comments at 1.
Congress did not intend such a
requirement, according to these
commentators, and the Office’s
interpretation is contrary to standard
rules of statutory construction. Turner
Broadcasting Systems, Inc., comments at
4 (citing Reiter v. Sonotone Corp., 442
U.S. 330, 339 (1979)). Rather, Congress’
deliberate use of the word “or”
demonstrates, they say, that Congress
did not intend to confine the definition
to those systems which use wires and
cables, but rather reflected a
“technology neutral” approach to
encompass new forms of video delivery.
Wireless Cable Association, Inc.,
comments at 15-18; Ad Hoc Committee
of Wireless Cable System Operators,
comments at 5-6.

A number of commentators contend
that the NPRM erroneously interpreted
the legislative history of section 111 and
the Copyright Act, and improperly relied
on communications law history and the
Cable Act of 1884. They say the Office’s
approach of defining cable systems on
the basis of technological distinctions
unnecessarily confines the compulsory
license's operation, and limits the future
applicability of the cable license.

Certain commentators argue that the
only relevant legislative history of
significance relates to the definition of
cable system. They read the legislative
history to suggest that the language “or
other communications channels” is
broad enough to encompass the
operations of MMDS because (1) the
Congress was aware of the existence
and potential of wireless systems, and
(2) the legislative history shows that a
flexible approach should be taken vis-o-
vis new technologies. To demoastrate
Congress’ awareness of wireless-based
operations in the context of the
definition of a cable system, they cite

1 In fact the Office has not m\erpmted this phrase
as though “and” veplaced “or.” Such a reading
would require quelifying wired systems fo use

“other communications channels” in additisa to
wire. The Office instead has interpreted the phrase
in the context of the whole of section 111.
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Barbara Ringer, Register of Copyrights,
in testimony during hearings on the
Copyright Act:

First, as to the scope of the provision: it
deals with all kinds of secondary
transmissions, which usually means picking
up electrical energy signals, broadcast
signals, off the air and retransmitting them
simultaneously by one means or the other—
usually cable but sometimes other
communication channels, like microwave and
apparently laser beam transmissions that are
on the drawing boards if not in actual
operation.

Hearings on H.R. 2223 before the
Subcomm. on Courts, Civil Liberties,
and the Administration of Justice of the
House Comm:. on the Judiciary, 94th
Cong., 1st Sess. 1820 (1975)(part 3).
Congress was therefore aware that
wireless operations would likely soon
be providing secondary transmissions,
and the phrase “or other
communications channels” was likely
inserted to cover that eventuality. Cross
Country Telecommunications, Inc.,
comments at 8.

Further, the comments supporting
MMDS eligibility for the section 111
compulsory license argue there is
nothing in the legislative history to
suggest that Congress desired a
technology-based limit on the
compulsory license. Rather, they say the
history shows that Congress desired the
definitional provisions of the Copyright
Act to be interpreted flexibly, so that it
would not have continually to amend
the statute as new technologies
emerged. Turner Broadcasting Systems,
Inc., comments at 10 (citing H.R. Rep.
No. 1476, 94th Cong., 2d Sess. 51 (1976).

The NPRM's reliance on
communications policy and the 1984
Cable Act were also erroneous,
according to these commentators. First,
they contend that, consideration of FCC
regulations and its definition of a cable
system in 1976 ignores Congress's
actions. In fact, they say, comparing
FCC regulations in effect in 1976 with
the language of section 111
demonstrates Congress’s desire to make
the copyright definition broader. Turner
Broadcast Systems, Inc., comments at 7-
8. The FCC definition, found at 47 CFR
74.1101(a)(1977), defines a cable system
as only consisting of “wires and cables"
as opposed to “wires, cables and other
communications channels.” If Congress
had desired to limit the copyright
definition of a cable system to those
systems regulated as such by the FCC, it
is argued, Congress simply could have
adopted the FCC definition. The fact
that it included the much broader “or
other communications channels”.
language reflects an intention to
embrace a wider range of

retransmission services than those
regulated as cable systems by the FCC.
Id, comments at 9.

Second, the NPRM is said to have
relied incorrectly upon the 1984 Cable
Act and its definition of a cable system
as including only closed transmission
path services. The Cable Act, which
originated from the Senate Commerce
and House Energy and Commerce
Committees, and not the Senate and
House Judiciary Committees, was
enacted for communications policy and
not copyright reasons. The Cable Act
was designed to regulate services
subject to local franchising authorities,
which excludes MMDS operations. It is
perfectly consistent that MMDS should
be considered a cable system for
copyright purposes, but not for Cable
Act purposes. Wireless Cable
Association, Inc., comments at 21. The
purpose of the copyright system is to
allow the public to benefit by the wider
dissemination of works carried on
television broadcast signals,” it is
argued, whereas the Cable Act
addressed relationships between
municipal governments and wired cable
systems. Id. (citing Capital Cities Cable,
Inc. v. Crisp, 467 U.S. 691, 709-711
(1984)). The Cable Act, therefore, and its
requirement that cable systems consist
of closed transmission paths, has no
application to the compulsory license.

Several commentators contend that
the position expressed in the NPRM
cannot withstand judicial scrutiny. They
argue that the Copyright Office is bound
by the Eleventh Circuit's interpretation
of section 111 in National Broadcasting
Company, Inc. v. Satellite Broadcast
Networks, Inc., 940 F.2d 1467 (11th Cir.
1991) and its footnote regarding the
meaning of “‘other communications
channels.” See e.g., Wireless Cable
Association, comments at 11. “For (a
governmental agency) to predicate an
order on its disagreement with (a)
court’s interpretation of a statute is for it
to operate outside the law.” Allegheny
General Hospital v. NLRB, 608 F.2d 965,
970 (3d Cir. 1979). Of particular note is
footnote 3 of the SBN decision where
the Court thought that transmission via
satellite was through “other
communications channels” within the
meaning of section 111(f). If satellite
transmissions are within the reach of
“other communications channels,” then
certainly the terrestrial operations of
MMDS satisfy the requirement,
according to these commentators.?

2 One commentator even argued that failure to
include wireless cable within the definition of a
cable system, when the courts have recognized
satellite carriers’ eligibility, would amount to an
unconstitutional violation of due process. See
Wireless Cable Association, Inc., comments at 13.

It is argued that other judicial
decisions require a finding of
compulsory license eligibility for MMDS
because of their interpretation of other
provisions of section 111 and their
conclusions about the thrust and
purpose of compulsory licensing. In
Hubbard Broadcasting v. Southern
Satellite, 777 ¥.2d 393 (8th Cir. 1985),
cert. denied, 479 U.S, 1005 (1986), and
Eastern Microwave, Inc. v. Doubleday
Sports, Inc., 691 F.2d 125 (2d Cir. 1982},
cert. denied, 459 U.S. 1226 (1983), it was
held that the passive carrier exemption
of section 111(a)(3) applied to satellite
carriers who delivered broadcast
programming to cable headends without
any intermediary performance to the
public. Section 111(a)(3), which insulates
passive carriers from copyright liability,
applies solely to systems which provide
secondary transmissions via “wires,
cables or other communications
channels,” the same phrase used in
section 111(f). According to pro-MMDS
commentators, the use of the same
phrase in two different parts of the same
section of the Copyright Act creates the
presumption that Congress intended
both phrases to have the same meaning.
Wireless Cable Association, Inc.,
comments at 17. Since more than one
court has found that satellite carriers
meet all the definitional requirements of
the section 111(a)(3) passive carrier
exemption, including transmission via
“other communications channels,” it is
argued that the same reasoning must
apply to section 111(f).

According to these commentators, not
only have the courts established that
wireless video providers meet the
definition of transmission via “other
communications channels, contrary to
the assertions in the NPRM, but they
also support the position that the license
must be construed in such a way as to
provide for the greatest dissemination of
works. The purpose of the copyright
system is to “‘allow the public to benefit
by the wider dissemination of works
carried on television broadcast signals.”
Capital Cities Cable, Inc. v. Crisp, 467
U.S. 691, 709-711 (1984). Further,
“(w)hen technological change has
rendered its literal terms ambiguous, the
Copyright Act must be construed in light
of this basic purpose”—the promotion of
“broad public availability of literature,
music and other arts.” Sony Corporation
v. Universal City Studios, Inc., 464 U.S.
417, 432 (1984). These commentators
assert that section 111 should, therefore,
be interpreted in a technologically
neutral manner to assure that the
greatest amount of copyrighted
broadcast programming is made
available to the public.
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Finally, the critics of the NPRM argue
that public policy requires a finding of
compulsory license eligibility. They note
that without the license, MMDS
operators will be unable to clear
copyrights in the broadcast
programming which they retransmit,
putting them at a severe disadvantage to
their competitors, the wired cable
industry. The PCC emphasized that the
Copyright Office's interpretation of the
copyright definition of a cable system
would have significant implications for
the nation’s communications policy.
Inclusion of MMDS in the copyright
compulsory license would foster
competition in the marketplace, assure
the widest dissemination of information
in line with the goals of the
Communications Act, and result in
significant public benefits from the
equal treatment of MMDS and cable
operators. Chief, Mass Media Bureau,
Federal Communications Commission,
comments at 3-4. The FCC also felt that
“the threat of expansion of coverage of
the compulsory license provisions
through an ‘open-ended’ interpretation
of the law’s coverage appears limited.”
since the license does not apply to
broadcasters and satellite carriers are
covered by the provisions of the
Satellite Home Viewer Act. Id.,
comments at 8. “The compulsory license
will remain available only to traditional
cable systems and other highly localized
nonbroadcast, non-common carrier
media of limited availability.” Id.,
comments at 7.

Several other commentators
supported the tentative conclusions
expressed in the NPRM and opposed
inclusion of MMDS within the
compulsory licensing scheme. The
Motion Picture Association of America,
Inc. (“MPAA"}), which originally
supported inclusion of MMDS in 1986
when this proceeding commenced, now
opposes inclusion because of certain
recent developments with respect to
reinstatement of the syndicated
exclusivity rules. The new syndex rules
do not apply to MMDS, because the FCC
does not regulate them as cable systems,
and “this * * * gives MMDS operators a
major advantage over cable operators,
at the expense of copyright owners.”
MPAA, comments at 3. Because
broadcasters could not enforce
exclusivity against MMDS operators,
they will be unable to enter into
‘exclusivity arrangements with copyright
owners, reducing copyright owners’
income stream. Further, cable systems
are subject to title IIl and title V1
regulation under the Communication Act
of 1934, which includes significant
structural and content related

limitations; MMDS operators are subject
to title Il regulation which lacks such
limitations. {d., reply comments at 7.
“(A)ny statutory scheme that impeses
copyright liability oa cable television
systems must take account of the
intricate and complicated rules and
regulations adopted by the Federal
Communications Commission {o govern
the cable television industry.” Id,
comments at 5 (quoting H.R. Rep. No.
1476, 94th Cong., 2d Sess. 89 (1976)).
According to the MPAA, the delicate
balance struck in 1976 would be
destroyed if MMDS operators were
included in the section 111 compulsory
licensing acheme.®

The Professional Sports Leagues
(“Sports”) also argued against inclusion
of MMDS, emphasizing that the question
of a compulsory licensing scheme for
wireless cable is for Congressional
resolution. Echoing the MPAA's position
that MMDS operations are not regulated
as cable systems, Sports argue that the
language of section 111{f) is limiting, not
encompassing. In contrast, the term
“transmit,” found in section 101 of the
Copyright Act, is very broad and
includes “all conceivable forms and
combinations of wired or wireless
communications media.” Professional
Sports Leagues, comments at 10. “Had
Congress intended to extend compulsory
licensing to every facility which
retransmits broadcast signals, it would
have defined a "cable system’ as a
facility which simply makes ‘secondary
transmissions.” Id., comments at 11.
The requirement that a facility making
secondary transmissions must do so via
“wires, cables or other communications
channels” demonstrates Congress's
intent to limit the compulsory license to
traditional wired cable systems.

Finally, Fox, Inc. [“Fox") favors the
preliminary position announced in the
NPRM. Fox agrees with the Office’s
position that the compulsory license, as
a derogation of the property rights of

- copyright owners, must be narrowly

construed. Fox, Inc., comments at 2
(citing Duchess Music Corp. v. Stern,
458 F.2d 1305 (9th Cir. 1972)). Fox also
posits that the phrase “or other
communications channels,” 80 much the
focus of this proceeding, “is just as
consistently, if not more consisteatly,
interpreted as a reference to non-wire
elements within a traditional cable

3 The MPAA also arguas that those, like the FCC,
who believe that choice and diversity in
communications services are fostered by extension
of the compulsery license, run hoadlong into the
FCC's pransuscement im its 1989 report on the
compulsory license, Gen. Docket No. 87-25, ¢ FCC
Red 8711 (1989), that compulsory licensing is
inimical to first Amendment principles. MPAA,
reply comments at9®, n.10.

system using no wire or cable
transmission capacity whatsoever.” id.,
comments at 4.

B. Satellite Carriers

The Copyright Office received a
handful of comments, mostly from
satellite carrier interests, regarding the
announced ineligibility of satellite
carriers for section 111 compuisory
licensing. Those commentators favoring
satellite carrier inclusion centered their
arguments essentially around two
points: The SBN decision and the
argument that section 111 is a
technology neutral, universal
compulsory license.

Comments from satellite carrier
interests stressed that the SBN decision
should be dispositive of the issue of
satellite carrier eligibility for section 111
licensing, and requires immediate
reversal of the position announced in
the NPRM. See, e.g., Hughes
Communications Galaxy, Inc., reply
comments; Prime Time 24, cominents.
The Eleventh Circuit rejected the district
court's holding with respect to a satellite
carrier not being located in a single
State, and rejected the reasoning of the
NPRM: “{W)e have considered the
views of the Copyright Office on the
language and legislative history of
section 111, but we find those views
unpersuasive.” SBN, 940 F.2d at 1470, n.
4. As the MMDS commentators argued,
these commentators argue that the
Copyright Office interpretation of
section 111 cannot stand in the face of
judicial authority.

The SBN decision is controlling
regarding the requirement that a cable
system be located in “any State,”
according to Hughes Communications
Galaxy Inc. ("Hughes"). They charge
that the NPRM, in basing its decision on
the finding that satellite carriers were -
not located in a single state, ignored that
carriers have significant ground contact.
Satellite carriers collect signals in a
state, and they retransmit those signals
to subscribers located in states, thereby
satisfying the definitional requirement.
Hughes Communications Galaxy, Inc.,
reply comments at 5-8. Hughes also
notes that its carriage of signals is
permissible under the rules of the FCC,
in accordance with section 111(cX1),
because there are no FCC rules which
forbid it. I/d., reply comments at 8.

Satellite carrier interests also argue
that the SBN decision further proves
that section 111 must be interpreted in a
technologically neutral manner. They
say it does not make sense to hinge the
operation of the license on technological
distinctions, when those distinctions
between different types of video
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providers are blurring and rapidly
changing. “It is fully consistent with the
balance and structure of the Copyright
Act to recognize section 111 as a
‘universal’ compulsory license,” which,
“by its very nature, (is) technology
neutral.” Satellite Broadcasting &
Communications Association of
America, comments at 8, 10. The license
should therefore apply to DBS and all
types of video retransmission services.
Hughes Communications Galaxy, Inc.,
reply comments at 2.

In opposition to the above
commentators, the Network Affiliated
Stations Initiative (*Network’") supports
the decision of the NPRM and argues
that the Copyright Office is not bound
by the SBN case. Network points out
that the NPRM also concluded that
satellite carriers are not located in any
state, rather than solely the district
court’s opinion that they must be located
within a single state, a position not
addressed by the Eleventh Circuit.
Network Affiliated Stations Initiative,
reply comments at 3. Further, Network
argues that the terms of section 111,
when considered as a whole, make it
obvious that the license is directed to
localized transmission services. Satellite
carriers have no headends, cannot
operate in contiguous communities, and
do not relate to the concept of the
distant signal equivalent, which makes
reference to the local service area
wherein the cable system is located. The
Copyright Office should, therefore, not
fashion what would essentially be a
new license for satellite carriers. /d.,
reply comments at 5.

V. Policy Decision

As announced in the NPRM, the
Copyright Office reached a preliminary
decision with respect to MMDS
operators' eligibility for section 111
compulsory licensing, and a final
decision with respect to the eligibility of
satellite carriers. Since the publication
of the NPRM, the Eleventh Circuit
announced its decision in the SBN case,
and satellite carrier commentators urged
a reconsideration and reversal of the
Office's position with respect to the
eligibility of satellite carriers for section
111 licensing. The Office has therefore
reconsidered the position announced in
the NPRM, and issues today a final
decision that satellite carriers are not
eligible for the cable compulsory license.
SMATV facilities are not a part of this
policy decision, and shall be addressed
in a final rulemaking at a future date.
The Copyright Office does reach today a
final decision with respect to MMDS
facilities, discussed fully below.

A. Satellite Carriers

Shortly after publication of the NPRM,
the Eleventh Circuit announced its
decision in National Broadcasting
Company, Inc. v. Satellite Broadcast
Networks, Inc., 940 F.2d 1467 (11th Cir.
1991), reversing the district court and
holding that SBN, a satellite carrier
which provided broadcast signals to
home dish owners, was a cable system
under 17 U.S.C. 111. (See supra, for full
discussion of the case). Because the SBN
decision is at odds with the
interpretation of section 111 with
respect to satellite carriers announced in
the NPRM, the Office analyzes the case
and the arguments offered by the
commentators who urged a
reconsideration of the Office’s position.

As noted in the discussion of the
comments, the principal argument
surrounding the SBN decision is that its
interpretation of section 111 and
conclusion with respect to satellite
carriers is binding on the Copyright
Office, requiring a reversal of the
decision announced in the NPRM. The
Copyright Office cannot accept this
argument. First, the Eleventh Circuit was
not reviewing an agency action in
passing on one specific satellite carrier’s
circumstances and eligibility for
compulsory licensing. The Copyright Act
makes it plain that the Copyright Office
is vested with authority to interpret
provisions of the Act, 17 U.S.C. 702, and
the Court of Appeals for the District of
Columbia Circuit has specifically
endorsed the Office's authority to
interpret the terms of section 111. See
Cablevision Systems Development
Corporation v. Motion Picture
Association of America, Inc., 836 F.2d
599 (D.C. Cir.), cert. denied, 487 U.S.
1235 (1988). The Office was not a party
to the case, and the Court
unequivocably explained that it was not
passing on the validity of the position
expressed in the NPRM. See National
Broadcasting Company, Inc., 940 F.2d
1467, 1470 n. 4 (11th Cir. 1991) (“We of
course express no opinion on the new
rule's validity as applied
prospectively.”).

The SBN decision, although not
binding on the Copyright Office, has
been analyzed for its persuasive value.
The Office, however, affirms the
position announced in the NPRM for the
following reasons.

The decision of the Eleventh Circuit
rests on its disagreement with the
district court's interpretation of the
phrase “a facility located in any State”
appearing in the definition of a cable
system in section 111(f). The district
court read the requirement to mean that
a cable system must be located entirely

within a single state, and that SBN's
inability to meet the requirement meant
that it was not a cable system. The
Eleventh Circuit was “unpersuaded that
‘located in any State' means located
entirely within a single state,” thereby
reversing the district court's ruling. SBN,
940 F.2d at 1470. As the Copyright Office
noted in the NPRM, however, the
facilities of a satellite carrier,
specifically the facilities which make the
secondary transmission, are not located
in any state, let alone the same state. 56
FR at 31590. This is a critical
requirement in the definition which is
evident from a plain reading: a facility
located in any State which (1) receives
broadcast signals, and (2) makes
secondary transmissions of those
signals. While satellite carriers arguably
receive signals in one or more states (in
the case of SBN, it placed receiving
dishes in Illinois, Georgia, and New
Jersey), the secondary transmissions are
not likewise made in any state, but
rather from geostationary orbit above
the earth. Therefore, the Office
respectfully does not agree that satellite
carriers satisfy all of the definitional
requirements of a cable system.

The Eleventh Circuit also failed to
address the fact that section 111 is
clearly directed at localized
transmission services. The second part
of the section 111(f) definition of a cable
system refers to “headends” and
“contiguous communities,” two concepts
which do not have any application to a
nationwide retransmission service such
as satellite carriers. Further, section
111(f) defines a “distant signal
equivalent” with reference to television
stations “within whose local service
area the cable system is located(.)”
Satellite carriers may argue that they
have subscribers located in the service
area of a primary transmitter, but they
cannot argue that their “cable system” is
located in that same area as required by
the definition. The Eleventh Circuit also
did not address the fact that FCC signal
carriage regulations, particularly they
must carry rules embodied in section 111
which form the critical distinction of
local vs. distant signals, have no
application whatsoever to satellite
carriers. In sum, all the evidence points
to the conclusion that Congress intended
the compulsory license to apply to
localized retransmission services
regulated by the FCC as cable systems.
The Eleventh Circuit’s failure to address
these telling points undermines the
persuasive value of the opinion.

The SBN case also contains some
other observations about the
definitional requirements of section 111,
including whether satellite carriers



Federal Register / Vol. 57, No. 19 / Wednesday, January 29, 1992 / Rules and Regulations

3291

retransmit via “other communications
channels” and whether their carriage of
signals is permissible under the rules
and regulations of the FCC. In a footnote
the Court stated:

Section 111(f) goes on to require that the
secondary transmission be made through
“wires, cables, or other communications
channels.” A question arises whether a
transmission via satellite is one through
“other communications channels.” We think
s0. The legislative history shows that in
considering the Copyrights [sic] Act,
Congress understood that the development of
satellites promised a new channel for
communicating in the future. See H.R. Rep.
No. 94-1476, 94th Cong., 2d Sess. 47 * * *
(1976), * * * Moreover, in interpreting
another provision of § 111, both the Second
and the Eighth Circuits have concluded that
transmission by “wires, cables or other
communications channels,” includes satellite
broadcasts. See Hubbard Broadcasting v.
Southern Satellite, 777 F.2d 393, 401-02 (8th
Cir. 1985), cert. denied, 479 U.S. 1005 * * *
(1986); Eastern Microwave, Inc. v. Doubleday
Sports, Inc., 691 F.2d 125, 131 (2d Cir. 1982),
cert. denied, 459 U.S. 1226 * * * (1983).

SBN 940 F.2d at 1469, n. 3. Since the
appellate court held that the district
court erred in limiting the definition of a
cable system to facilities located
entirely within a single state, footnote 3
is merely dictum. However, in any
event, the Copyright Office respectfully
disagrees with the court’s conclusion
and its analysis of the House Report and
the Southern Satellite and Eastern
Microwave cases.

The Copyright Office does not agree
with the court’s conclusion that the
Copyright Act's legislative history
demonstrates that Congress intended
satellite carriers to be covered by the
cable compulsory license. The court
cites a portion of the House Report that
indicates why a general revision of the
copyright law was necessary, and
provides a history of developments after
passage of the 1909 Copyright Act. The
only reference to a “satellite” appears in
the following passage.

Since that time (1909) significant changes in
technology have affected the operation of the
copyright law. Motion pictures and sound
recordings had just made their appearance in
1909, and radio and television were still in
the early stages of their development. During
the past half century a wide range of new
techniques for capturing and communicating
printed matter, visual images, and recorded
sounds have come into use, and the
increasing use of information storage and
retrieval devices, communications satellites,
and laser technology promises even greater
changes in the near future. The technical
advances have generated new industries and
new methods for the reproduction and
dissemination of copyrighted works, and the
business relations between authors and users
have evolved new patterns. s

H.R. Rep. No. 1476, 94th Cong., 2d Sess.
47 (1976) (emphasis added). The
Copyright Office concludes that this
passage does not support an
interpretation that Congress intended
the cable license to apply to satellite
carriers. At best, this passage is a
recognition by Congress that
“communications satellites” (not
satellite carriers) existed and might
have an impact on the reproduction and
dissemination of copyrighted works, but
the Copyright Office is unwilling to
stretch this passage to support a
conclusion that satellite carriers are
cable systems. As stated in the NPRM,
56 FR 31580, 31590, the Office has
always maintained that compulsory
licenses are to be construed narrowly;
and using the above passage from the
House Report to embrace satellite
carriers within the license would flout
that principle.

The Copyright Office also respectfully
disagrees with the SBN court’s analysis
of the Southern Satellite and Eastern
Microwave decisions. Both cases
involved interpretation and application
of section 111(a)(3), better known as the
passive carrier exemption. Section
111(a)(3) provides:

The secondary transmission of a primary
transmission embodying a performance or
display of a work is not an infringement of
copyright if—* * * (3) the secondary
transmission is made by any carrier who has
no direct or indirect control over the content
or selection of the primary transmission or
over the particular recipients of the
secondary transmission, and whose activities
with respect to the secondary transmission
consist solely of providing wires, cables, or
other communications channels for the use of
other, * * *

17 U.S.C. 111(a)(3). Neither Southern
Satellite nor Eastern Microwave
interpreted the phrase *‘wires, cables or
other communications channels” in the
context of section 111(f), nor did either
court conclude that the phrases had
identical meanings in both sections of
the statute. This is not surprising,
considering that section 111(a)(3) is
explicitly describing what is not a cable
system, and not subject to copyright
liability or compulsory licensing. See the
analyses of section 111{a) by then
Register of Copyrights Barbara Ringer at
the last hearings held on the copyright
revision bill, explaining that
*commercial cable systems are not
exempted” by section 111(a). Hearings
(on H.R. 2223) Before the Subcommittee
on Courts, Civil Liberties, and the
Administration of Justice of the
Committee on the Judiciary, House of
Representatives, 94th Cong., 1st Sess.
1820 (1975) (part 3).

The phrase “wires, cables, or other
communications channels” was first
used in the 1966 bill, H.R. 4347, 89th
Congress, 2d Session, which was
reported favorably by the House
Judiciary Committee. The phrase was
not then part of the definition of cable
system, however; it appeared in the
common or passive carrier exemption,
which is now section 111{a)(3). The text
is virtually identical except for the
omission of the adjective “common”
before the word “carrier,” and the
addition of the proviso. The 1966 House
Report accompanying the bill starkly
states that this provision would in no
case apply to community antenna
systems, as cable systems were called
at the time, since such systems
“necessarily select the primary
transmissions to retransmit, and control
the recipients of the secondary
transmission * * *" H.R. Rep. No. 2237,
89th Cong., 2d Sess. 82 (1966).

It is incongruous to argue that
authority which supports a finding that
satellite carriers are not cable systems
under section 111{a}(3) also supports a
finding that they are cable systems
under section 111(f). Southern Satellite
and Eastern Microwave, therefore, are
not authority for the proposition that the
phrase “other communications
channels” in section 111(f) includes
satellite carriers.

The SBN court concluded that
carriage of broadcast signals was
permissible under the rules of the FCC
in accordance with section 111{c)(1)
because no FCC regulations forbid it.
SBN, 940 F.2d at 1471. This position is
corroborated by the comments of the
FCC submitted in this proceeding.
Federal Communications Commission,
comments at 7. The Copyright Office
expressly stated in the NPRM that it
was not ruling on satellite carriers’
sufficiency under section 111(c)(1), and
it does not do so now. 56 FR at 31,590
(“(D)t is not necessary to rule on whether
the retransmissions of satellite carriers
are permissible under the rules and
regulations of the FCC"). The Office
therefore neither endorses nor disputes
the SBN Court’s conclusion that carriage
of broadcast signals by satellite carriers
is permissible under FCC rules.

Finally, the SBN court held that public
policy reasons required an extension of
the compulsory license to include
satellite carriers, stating “there is no
good reason to read ‘cable system’
narrowly to deny SBN its license, and to
do so will do an injustice to those who
live in rural areas.” SBN, 940 F.2d at
1471. The court was concerned that if
satellite carriers like SBN did not have
access to a compulsory licensing
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scheme, they would be unable to
continue functioning, thereby denying
“those in sparsely populated areas from
receiving the quality television reception
technology can provide.” Id, The
Copyright Office is not imbued with
authority to expand the compulsory
license according to public pelicy
objectives. That matter is for the
Congress. Rather, the Office is charged
with the duty to interpret the statute in
accordance with Congress’ intentions
and framework and, where Congress is
silent, to provide reasonable and
permissible interpretations of the
statute. See Chevron. US.A., Inc. v.
Natural Resources Defense Couicil,
Inc., 487 U.S. 837 (1984). Satellite
carriers are not cable systems under
section 111 because they simply do not
satisfy the definitional requirements,
and do not fit within the constraints
Congress has placed on the cable
compulsory license.

In suppaort of this conclusion, the
Copyright Office also finds there are
other reasons, not addressed or
discussed in the SBN case.
Consideration of section 111 as a whole,
and indeed the second part of the
definition of a cable system in section
111(f), demanstrates that Congress
intended the compulsory license to
apply to localized retransmission
services, and not nationwide
retransmigsion services such as satellite
carriers.

Examination of the overall aperation
of section 111 proves that the
compulsory license applies only to
localized retransmission services
regulated as cable systems by the FCC.
For example, the second part of the
section 111(f} definition of a cable
system refers to cable systems operating
in “contiguous communities and from a
single headend.” Neither concept has
any application for satellite carrier
operations. Further, section 111(f)
defines a “distant signal equivalent”
with reference to broadcast television
stations “within whose local service
area the cable system is located.” While
it may be that satellite carriers have
subscribers located within the service
area of a broadcast station, it is obvious
that the satellite carrier as a “‘cable
system,” is not so located, which is
required by the definition.

Furthermore, it is apparent that the
operation of section 111 is hinged on the
FCC rules regulating the cable industry.
The whale concept of distant versus
local signals, which forms the
foundation of the royalty scheme, is tied
to the concept of the must carry rules
and the “rules, regulations and
authorizations of the Federal

Communications Commission in effect
on April 15, 1976.” 17 U.S.C. 111(f).
Satellite carriers were not, and are not,
regulated by the FCC as cable systems,
and the whole concept of must carry
and the 1976 FCC rules have no
application to them whatsoever. Nothing
in the statute or its legislative history
suggests that Congress intended section
111 to apply to nationwide
retransmission services such as satellite
carriers, or would explain how if
Congress had intended the result
advanced by satellite carrier
commentators, the FCC rules regulating
localized wired cable systems would
apply to satellite operations.

In summary, the Copyright Office has
reconsidered its decision announced in
the NPRM with respect to satellite
carriers, and reaches a final conclusion
today that they are not cable systems
within the meaning of section 111 and
thus do not qualify for the cable
compulsory license.

Refunds

As discussed in the NPRM, 56 FR at
31591, satellite carriers who have made
filings with the Copyright Office
claiming the section 111 license may
request a refund. The Office reaffirms
the NPRM refund statement, and notifies
satellite carriers that refunds of monies
submitted may be obtained by
contacting the Licensing Division.
Refunds will only be made on a
requested basis, and requests must be
received by the Office no later than
March 1, 1994. Requests for refund
should be sent to the Licensing Division,
Copyright Office, Library of Congress,
Washington, D.C. 20557.

B. MMDS Operations
(1) Eligibility Under Section 111

Unlike its conclusion with respect to.
satellite carriers, the Copyright Office
made only a preliminary finding
regarding the eligibility of MMDS
operations for section 111 compulsory
licensing and requested public comment.
The Office has carefully considered and
analyzed the comments, reviewed its
position expressed in the NPRM, and
reexamined the language and legislative
history of sectian 111. The Office now
reaches its final decision that MMDS
facilities are not cable systems within
the meaning of section 111, and
therefore are not eligible for compulsory
licensing.

The question of MMDS' eligibility for
compulsory licensing created a vigorous
debate as the commenting parties
expressed what in their view was
Congress's vision and intention in 1976.
As noted in the discussion of the

comments, the debate proceeded along
four lines of analysis: Statutary
construction, legislative history, judirial
interpretation, and public policy.
Although the first two are of ultimate
primacy, the Copyright Office believes
that its decision that MMDS facilities
are not cable systems is not only
supportable, but required under all four
lines of inquiry.

Throughout this proceeding, the
commentators supporting MMDS'
eligibility for the compulsory license
have criticized the Office’s analytical
approach, charging that it has violated
the canons of statutory construction.
They argue that the Office has ignored
the plain meaning of the definition of a
cable system appearing in section 111(f)
and has construed its terms far too
narrowly so as to constrict the license to
unnecessary technological distinctions.
See part IV, Discussion of the
Comments, supra. They charge that the
Office has also ignored the plain
meaning of the phrase “other
communications channels” appearing in
section 111{f), and attached
unwarranted technical requirements to
its meaning. MMDS operations do make
secondary transmissions via “other
communications channels,” they say,
and the Office inquiry should have
properly concluded with that finding.

Contrary to the assertions of these
commentators, the Copyright Qffice
believes it has followed the rules of
statutory construction. The proper
application of those rules affirms our
conclusion that MMDS facilities are not
cable systems. Much has been made of
the phrase “other communications
channels,” and the pro-MMDS
commentators have argued that the
Office's interpretation of the statute is
limited to the language of the definition
of a cable system in section 111(f). if
MMDS can be fit into the meaning of
“pther communications channels,” then
the matter is resolved and MMDS
operators are cable systems. This view
of section 111, however, ignores a
cardinal rule of statutory construction: a
statutory provision must be interpreted
as a whole. “(E}ach part of a section
should be construed in connection with
every ather part or section so as to
produce a harmonious whole. Thus, it is
not proper to confine interpretation to
the one section to be construed.” 2A
Sutherland, Staf. Const. 46.05 (5th ed.
1992). Does inclusion of MMDS make
sense with the terms and operation of
section 111 as a whole? A plain reading
of section 11t as a whole confirms the
plain meaning of “other communications
channels.” If inclusion of MMDS
conflicts with other provisions of section
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111, or causes language in the statute to
become superfluous or inoperative, then
~ clearly the “plain meaning” of “other
communications channels” cannot be
said to include the operations of MMDS.
The other tenet of statutory
construction for which the Office has
been criticized is in construing the
compulsory license narrowly. The
Copyright Office has followed the
principle of narrow interpretation of the
compulsory license since inception of
the Copyright Act in 1976, see
Compulsory License for Cable Systems,
49 FR 14944, 14950 (1984), and this
approach is fully consistent with the
provisions of the Act, and the rules of
statutory construction. See 73 Am. Jur.
2d 313 (1991) (stating that “statutes
granting exemptions from their general
operation must be strictly construed,
and any doubt must be resolved against
the one asserting the exemption.”)
Section 106 is a broad grant of exclusive
rights to the owner of a copyrighted
work, and the limitations to those rights
* are spelled out in the statute with
specificity and precision. See 17 U.S.C.
"107-115, 119; see also, 1976 House
Report at 61 (“The approach of the bill is
to set forth the copyright owner's
exclusive rights in broad terms in
section 1086, and then to provide various
limitations, qualifications, or
exemptions in the 12 sections that
follow.”), adopting the recommendation
of the Staff of House Committee on the
Judiciary, 89th Cong., 1st Sess.,
Copyright Law Revision part 6, 1965
Supplementary Report of the Register at
14. (Comm. Print 1965). (“*We believe
that the author’s rights should be stated
in the statute in broad terms, and that
the specific limitations on them should
not go any further than is shown to be
necessary in the public interest.”)
Congress'’s treatment of the public
performance right, which is the right
impacted by secondary transmissions,
confirms this principle of the Copyright
Act. The Copyright Act of 1909
exempted nonprofit public performance
of nondramatic music and literary
works. The 1976 Copyright Act modifies
this exemption. Not only are the key
terms “perform” (“by means of any
device or process”), “publicly” (“to
transmit * * * by means by any device
or process”), and “transmit” {*to
communicate by any device or process”)
defined broadly, see 1976 House Report
at 62-65, but the exceptions and
limitations on the public performance
right are specific and narrowly drawn.
As one example, the general nonprofit
* exemption of the 1909 Act became a
series of narrower exemptions of
* limitations in sections 110, 111, 116, and

118. The provision that most closely
approximates the 1909 Act's nonprofit
exemption, 17 U.S.C. 110(4), is hedged
with qualifying language: it does not
apply to transmissions to the public;
there must be no purpose of direct or
indirect commercial advantage; there
must be no fee or other compensation to
the performers, promoters, or organizers;
there can be no direct or indirect
admission charge unless the proceeds
are used exclusively for educational,
religious, or charitable purposes, and in
those cases the author has the right to
object in writing to the public
performance.

As the owners of exclusive rights in a
work, copyright holders possess a
property grant which entitles them to
negotiate and bargain for use of the
work. This property right is limited only
in well articulated exceptions appearing
in the statute. The cable compulsory
license is one of those exceptions, and
the Copyright Office will not dilute the
property right of copyright holders
beyond what is expressed in the
statutory exception.

In applying the principles of statutory
construction and embracing a view that
section 111 should be construed
narrowly,* the Copyright Office has also
examined the legislative history. Several
commentators argued that it is improper
for the Office to consult legislative
history since, in their opinion, the
language contained in the definition of a
cable system is evident on its face and
Congressional intent is therefore proved.
The Copyright Office rejects this
position, since the precise meaning of
“other communications channels” is far
from obvious. The Office also does not
believe that failure to examine the
legislative history of the Copyright Act
when the meaning is not evident on its
face would be consistent with its
statutory obligation to interpret the Act.
The true purpose of statutory
interpretation is to determine and
understand how Congress intended the
law to operate, and a crucial element to
achieving that understanding is
examining the circumstances
surrounding its passage, and what was
said regarding its provisions.
Consequently, the Copyright Office
carefully examined the legislative

4 Congressional support for a narrow
interpretation of section 111 can be found in the
numerous references to FCC regulations on a
certain date. Congress chose not to allow the cable
license to expand by changes in FCC regulatory
policy. Since low power stations were not “local”
signals by application of the FCC's 1978 must-carry
rules, Congress amended the definition of “local
service area” in 1988 to create a statutory standard
for determining when the signal of a low power
station qualifies as a local signal.

history in order to answer the ultimate
question: Did Congress intend the cable
compulsory license to apply to non-wire
secondary transmission services such as
MMDS?

The third and fourth interpretory
principles—judicial interpretation and
public policy—played lesser to
nonexistent roles. As noted supra, the
Copyright Office is not technically
bound by judicial decisions concerning
interpretation of section 111 (unless, of
course, the decision is a review of an
Office rule or interpretation under the
APA), but looks to those cases for
guidance and helpful insight. The Office
has already discussed that it did not
find the decision in SBN persuasive with
respect to satellite carriers’ eligibility for
compulsory licensing, and the reasoning
expressed in the case is not helpful to
the issue of MMDS. The series of cases
dealing with the passive carrier
exemption were also not enlightening on
the question of what is a cable system,
and therefore have limited application.
As discussed, supra, general public
policy issues are for Congress to
resolve,5 and the question of whether it
is sound policy to create a compulsory
license for MMDS operations is for
future legislation. The statutory
language and legislative history
therefore form the basis for today’s
policy decision.

The Copyright Office begins its
analysis with an examination of the
requirements of a cable system in
section 111(f), and then expands its
consideration to the whole of section
111 to determine if MMDS inclusion is
consistent with the operation of the
compulsory licensing scheme. As
discussed supra, a cable system is
defined as: (1) A facility located in any
State, Territory, Trust Territory or

5 The Copyright Office must respectfully disagree
with the commeats of the Chief of the FCC's Mass
Media Bureau, who urged that public policy
considerations favor interpretation of the cable
compulsory license to cover MMDS. We do not
agree that once extended to MMDS the “license
would remain available only to traditional cable
systems and other highly localized nonbroadcast,
noncommon carrier media of limited availability.”
FCC comments at 7. Many of the arguments now
made by MMDS would be made by direct
broadcasting services, by satellite carriers, by the
telephone companies, and future unknown services.
Since the 1978 Congress did not consider the public
policy implications of extending a compulsory
license to these non-cable services, the Copyright
Office should not assert the authority to interpret
the Copyright Act in this way. Unlike the FCC,
which has recommended elimination of the cable
compulsory license, Report in Gen. Docket 87-25, 4
FCC Rcd 6711 (1989), the Copyright Office in this
proceeding takes no position on the legislative
policy issues of eliminating or extending the cable
compulsory license by amendment of the Copyright
Act.
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Possession, that (2) receives the signals
of FCC licensed broadcast stations, and
{3} makes secondary transmission of
those signals, (4) by “wires, cables or
other communications channels,” ta (5}
subscribing members of the public who
pay for such service. 17 U.S.C. 111(f).
MMDS operators ostensibly satisfy
requirements 1 through 3 and § in that
they are some type of facility, located in
a State, which receives television
broadcast signals and charges
subscribers for their receipt. It is also
apparent that MMDS operators do make
secondary transmissions, but the
question remains whether they do so by
“wires, cables or other communications
channels” within the contemplation of
the statute, and can satisfy the other
relevant definitions and conditions of
the cable compulsory license.

The House Report to the 1976
Copyright Act discusses the section
111(f) definition of a cable system, and
states:

The definition of a “cable system"
establishes that it is a facility that in whole or
in part receives signals of one or more
television broadcast stations licensed by the
FCC and makes secondary transmissions of
such signals to subscribing members of the
public who pay for such service. A closed
circuit wire system that only ariginates
programs and does not carry television
broadcast signals would not come within the
definition.

H.R. Rep. No. 1478 94th Cong., 2d Sess.
99 (1976} (emphasis added). The
Copyright Office reads the highlighted
passage as contemplating a cable
system to be a “closed circuit wire
system” that carries broadcast signals,
since the language makes it clear that a
closed circuit wire system which did not
carry broadcast signals would not be a
cable system within the meaning of
section 111. This reading is confirmed by
an earlier passage in the House Report
which describes a typical cable system:
“A typical system consists of a central
antenna which receives and amplifies
television signals and a network of
cables through which the signals are
transmitted to the receiving sets of
individual subscribers.” Id. at 88
{emphasis added). The House Report's
use of the terms “closed circuit wire
system” and “network of cables"”
suggests that the phrase “other
communications channels™ appearing in
the statutery definition was not
intended to include open transmission
path services such as MMDS.

The idea of a closed circuit wire
system is further supported through
cohsideration of that histery behind
enactment of section 111. The problems
presented by cable television during the:
general revision of the copyright law are

well documented. The effort to work out
the final compromise embodied in
section 111 delayed passage of the
Copyright Act for almost 10 years. See
H.R. Rep. No. 1476, 94th Cong., 2d Sess.
89 (1976}. Numerous private and
governmental meetings were held by or
with the interested parties in an effort to
work out an agreement. At that time,
there was a very clear picture of who
and what the cable industry was and
how it was regulated. The two
watershed cable copyright cases, which
prompted Congress to impose copyright
liability on cable systems and led to the
creation of section 111, Fortnightly Corp.
v. United Artists Television, Inc., 392
U.S. 390 (1968) and Telepromter Corp. v.
CBS, Inc., 415 U.S. 394 (1974), involved
traditional wired, closed transmission
path cable systems. Indeed, throughout
the series of congressional hearings
involving cable television there was
constant reference to “wire television,”
and the terms "‘cable television” and
“wire television” were used
interchangeably. See, e.g., Copyright
Law Revision, Hearings Before
Subcomm. 3 of the House Committee on
the Judiciary, 89th Cong. 1st Sess. 1342
(1966) (statement of Frederick Ford, FCC
Commissioner). It is therefore apparent
that Congress had a firm understanding
of what a cable system was: & wired,
closed transmission path service that
carried broadcast signals. This is not
surprising since throughout the debate
period from the late 1960's through the
early 1970's, wired cable television was
the only kind of cable television that
there was. See, infro, discussion
regarding the emergence of non-wire
multichanne! video transmission
services.

Congress's understanding of the cable
industry and what it sought to regulate
is confirmed by the manner in which it
structured the compulsory license
around the system of FCC regulation of
cable. The 1976 House Report plainly
states that section 111 creates a
significant “interplay” between
copyright and communications
regulation: .

[Alny statutory scheme that imposes
copyright liability on cable television systems
must take account of the intricate and
complicated rules and regulations adopted by
the Federal Communications Commission te
govern the cable television industry. While
the Committee has carefully avoided
including in the bill any pravisions which
would interfere with the FCC's rules or which
might be characterized as affecting
“communications policy”, the Committee has
heen cognizant of the interplay between the
copyright and the communications elements
of the legislation.

HLR. Rep. No. 1476, 94th Cong., 2d Sess.
89 (1976}. The recognized “interplay”
and reliance on FCC regulation is
embodied directly in the statute. The
“rules, regulations, and authorizations of
the Federal Communications
Commission in effect on April 15, 1976,"
17 U.S.C. 111(f) are the key to
determining local versus distant status
of broadcast signals, and are a crucial
factor in computing copyright royalties.
Further, the license only covers those
broadcast signals whose carriage by a
cable system is “permissible under the
rules, regulations, or authorizations of
the Federal Communications
Commission,” 17 U.S.C. 111{c)(1},
invoking a whole body of FCC
regulations governing wired closed
transmission path systems and their
permitted and nonpermitted signal
carriage. In short, copyright liability and
royalty compensation are entirely
predicated on a system of regulation
imposed on the wired cable television
industry by the FCC in 1976. MMDS
systems have never been regulated by
the FCC as cable systems; consequently,
it is difficult to imagine how Congress
could have ever intended the
compulsory license to extend to
operations like MMDS when it hinged
the very principle and funetion of the
license on FCC regulation of the
industry.

The only piece of legislative history
offeredt by commentators supperting
inclusion of MMDS within the concept
of a cable system was a statement at the
1975 hearings on the revision bill. In
summarizing the operation of section
111, Register of Copyrights Barbara
Ringer stated:

First, as to the scope of the provision: it
deals with all kinds of secondary
transmissions, which usually means picking
up electrical energy signals, broadcast
signals, off the air and retransmitting them
simultaneously by one means or the other—
usually cable but sometimes other
communications channels, like microwave
and apparent laser beam transmissions that
are on the drawing boards if not in actual
operation.

Hearings on H.R. 2223 before the
Subcomm. on Courts, Civil Liberties,
and the Administration of Justice of the
House Comm. on the Judiciary, 94th
Cong., 1st Sess. 1820 (1976). Pro-MMBDS
commentators argue that this passage
amounts to a recognitien by the
Congress that other types of non-wired
transmission services existed ar were
contemplated in the near future, and
that the section 111 definition of a cable
system would be broad enough to
encompass those new systems. This
argument is faulty for several reasons.
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First, the argument fails to place
Ringer's quote in proper context. As
discussed earlier, the ten plus years of
legislative process demonstrates that
Congress had an understanding of cable
systems as wired, closed transmission
path services regulated by the FCC. It is
therefore unlikely that Congress would
abruptly change this perception and
desire to include all types of new
retransmission services, not regulated
by the FCC, without noting the change in
either the statute or the legislative
history. The phrase “other
communications channels” was not new
to the 1976 revision bill, and in fact had
appeared in bills as far back as 1966.
See, H.R. Rep. No. 2237, 89th Cong., 2d
Sess. 7 {1966). Ringer's passage does not
offer a description of “other
communications channels,” because she
was describing section 111 overall and
not discussing the definition of a cable
system. It is clear that section 111 as a
whole deals with various kinds of
secondary transmissions, subjecting
some secondary transmissions to full
liability in paragraph {b) and exempting
others in paragraph (a}. Only cable
system secondary transmissions,
however, are eligible for the compulsory
license of paragraphs (c). (d)}, and (e).
Moreover, Ringer was simply referring
to the obvious fact that microwave
transmissions were used by traditional
wired cable systems, and she observed
that wired systems might use laser
beams in the future. Cable operators
used microwave to distribute distant
broadcast signals and, in some cases,
retransmit signals from one headend to
another.®

Second, the argument that the Ringer
passage supports the position that
Congress recognized new types of non-
wired retransmission services and
sought to include them within the
compulsory licensing scheme directly
conflicts with another provision of
section 111. Section 111(b) imposes
liability on those who make secondary
transmissions of copyrighted works
where the primary transmission is not
made to the public at large but is
controlled and limited to reception by
certain members of the public. The

¢ Pro-MMDS commentators assert that they, like
wired systems, meke use of cables and wires in
addition to microwave in the distribution of
broadcast signals. This argument ignores the
fundamental nature of wired systems in contrast to
non-wired distribution services: Traditional wired
systems use a network of cables as the primary
method of retransmitting the breadcast signals;
wireless systems like MMIDS may use wire in part
of their operations (e.g., to effect the reception of an
electronic signal in the subscribers” television set)
but the primary methed of retransmitting the signels
is through the broadcast spectrum by wiceless
means.

House Report gives examples of such
services: “Examples of transmissions
not intended for the general public are
background music services such as
MUZAK, closed circuit broadcasts to
theatres, pay television (STV) or pay
cable.” HR. Rep. No. 1478, 94th Cong.,
2d Sess. 92 (1978) (emphasis added).
Thus, “closed circuit wire systems”
which are not subject to compulsory
licensing because they do not carry
broadcast signals, see /d. at 99
(definition of a cable system), along with
pay cable and subscription television
are clearly subject to full copyright
liability. The pro-MMDS commentators
fully described how, in its initial
incarnation as MDS, MMDS was a pay
television (STV) service:

At the time the Copyright Act (“Act”) was
promulgated, channels known as MDS-1 and
MDS--2 were the only channels authorized for
commercial cable-type service. These
frequencies were used in most major markets
for the distribution of a single channel pay
TV service and were in use at the time of
passage of the Act.

Technivision, Inc., comments at 4
(emphasis added). Congress was
therefore very much aware of MDS in
1976,7 and specifically chose to subject
it to full copyright liability through
section 111(b). There is nothing in the
Copyright Act or its legislative history
even suggesting that Congress
contemplated that one day MDS might
become something other than STV, and
that at that time it should receive the
benefits of section 111. To create such a
presumption reads far too much into the
statute, and violates the principle that
compulsory licenses should be
construed narrowly.

Finally, it cannot be denied that
Congress intended the compulsory
license to be tied to a cable industry
which was highly regulated by the FCC.
See supra. The FCC's definition of a
cable system, in effect while the
Copyright Act was passed, defined a
cable system as “redistribut{ing) * * *
signals by wire or cable * * *.” 8 While

* MDS, which was authorized in 1974,
subsequently became MMDS in 1983 when the FCC
reallocated eight of the ITFS channels for
commercial use, and made them available for video
distribution. 84 FCC 2d 1203 (1983).

8 The FCC, notwithstanding its use of the phrase
"by wire or cable,” certainly understood that
microwave was used by traditional cable systeins
to retransmit distant signals. In fact, the FCC first
indirectly regulated the cable industry by regulating
issuance of microwave licenses to those who
serviced the cable systems. In 1962, the PCC
initially refused to grant a microwave license, but in
1965 it issued rules governing microwave carriers
serving the cable industry.

the reference to “by wire or cable” was
dropped by the FCC in 1977, the
Commission specifically stated that the
change was not to be “interpreted to
include such non-cable television
broadcast station services as Multipoint
Distribution Systems * *. *.” First
Report and Order in Docket 20561, 63
FCC 2d 956, 966 (1977). Regulation of
cable systems from a communications
standpoint, therefore, was limited to
traditional, wire-based, closed path
transmission services. Congress chose to
freeze several key definitions to the FCC
rules in effect on April 15, 1976 or on the
date of enactment {October 19, 1976).
The whole structure of the cable
compulsory license and the amount of
royalties payable depends on the 1978
FCC regulations. This highly
complicated body of rules, which was
critical to the balancing of copyright and
cable user interests, did not and does
not apply to MMDS facilities.® As the
Motion Picture Association of America,
Inc. correctly points out, including a
video provider in the compulsory license
which is not subject to FCC regulation
would ruin the critical balance
established in 1976. Motion Picture
Association of America, Inc., comments
at 5. For example, the syndicated
exclusivity rules, very much a part of
cable regulation in 1976 and now
recently reinstituted in a different form
by the FCC, do not apply to MMDS
operators, thereby allowing them to
import as much distant signal
programming as desired,
notwithstanding the exclusive contracts
entered into by broadcast stations. it is
therefore counter-intuitive to assert that
Congress intended a technology neutral
compulsory license in 1978 applicable to

9 Pro-MMDS commentaters argue that the
Copyright Office in its cable regulations provides
that entities not regulated as “cable systems” by the
FCC may nevertheless satisfy the Copyright Act’s
definition and qualify for the compulsory license.
The Copyright Office, however, has never
interpreted its regulation affirmatively to allow
wireless services, which have always been
exciuded by the FCC as an entire industry from
regulation as a cable system. 1o qualify for the
compulsory license. The Copyright Office regulation
at 37 CFR 201.17(b)(2} has been interpreted and
applied by the Office to mean that a wired system
qualifies under the Copyright Act’s definition even if
the wired system is not regulated by the FCC as &
cable system “because of the number or nsture of
its subscribers or the nature of its secondary
transmisgions.” FCC regulations have sometimes
excluded wired systems with fewer than 2000 or
3000 subscribers. The Copyright Office regulations
also provide thet “an ‘individual’ cable system is
each cable system recogaized as a distinct entity
under the rules, regulati and practices of the
Federsl Communications Commission.” Therefore,
the cable system must be recegnized as such under
the rules of the FCC even if the PCC elects net te
subject the system to certain rules applied ta other
wired cable systems. kd
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all types and forms of video delivery
systems, regulated or unregulated,
against a legislative and historical
backdrop of a dominant industry
distributing signals to its subscribers by
wired closed transmission paths, which
was highly regulated by the FCC.

In summary, the Copyright Office
formally concludes that MDS and
MMDS operations do not satisfy the
definition of a cable system appearing in
section 111, and therefore do no qualify
for cable compulsory licensing.

(2) Refunds

The Copyright Office has had a
practice of accepting and will continue
to accept statements of account and
royally payments from MMDS operators
without pronouncing whether MMDS
facilities qualified for compulsory
licensing. The Office has also received a
number of filings from MMDS operators
without knowledge of them as such,
since the Statement of Account do not
require such identification. Given the
Office’s final decision, effective January
1, 1994, that MDS and MMDS facilities
are not cable systems and do not qualify
for section 111 compulsory licensing,
refunds of monies submitted may be
obtained by contacting the Licensing
Division of the Copyright Office.
Refunds will only be made on a
requested basis, and requests must be
made in writing no later than March 1,
1994. Refund requests should be sent to
Licensing Division, Copyright Office,
Library of Congress, Washington, DC
20557.

With respect to the Regulatory
Flexibility Act, the Copyright Office
takes the position that this Act does not
apply to Copyright Office rulemaking.
The Copyright Office is a department of
the Library of Congress, which is part of
the legislative branch. Neither the
Library of Congress nor the Copyright
Office is an “agency” within the
meaning of the Administrative
Procedure Act of June 11, 1946, as
amended (title 5, U.S. Code, subchapter
IT and chapter 7). The Regulatory
Flexibility Act consequently does not
apply to the Copyright Office since the
Act affects only those entitles of the
Federal Government that are agencies
as defined in the Administrative
Procedure Act.*?

10 The Copyright Office was not subject to the
Administrative Procedure Act before 1978, and it is
now subject to it only in areas specified by section
701(d) of the Copyright Act (i.e., “all actions taken
by the Register of Copyrights under this title (17),”
except with respect to the making of copies of
copyright deposits) (17 U.S.C. 708(b)). The Copyright
Act does not make the Office an “agency” as
defined in the Administrative Procedure Act. For

List of Subjects in 37 CFR Part 201

Cable systems; Cable compulsory
license.

Final Regulation

In consideration of the foregoing, part
201 of 37 CFR chapter Il is amended in
the manner set forth below.

PART 201—GENERAL PROVISIONS

1. The authority citation for part 201 is
revised to read as follows:

Authority: Sec. 702, 90 Stat. 2541, 17 U.S.C.
702; 201.7 is also issued under 17 U.S.C. 408,
409, and 410; 201.18 is also issued under 17
U.S.C. 116; 201.17 is also issued under 17
U.S.C. 111.

2. Section 201.17 is revised by adding
paragraph (k) to read as follows:

§ 201.17 Statements of Account covering
compulsory licenses for secondary
transmissions by cable systems.

* w * - *

(k) Satellite carriers and MMDS not
eligible. Satellite carriers, satellite
resale carriers, multipoint distribution
services, and multichannel multipoint
distribution services are not eligible for
the cable compulsory license based
upon an interpretation of the whole of
section 111 of title 17 of the United
States Code. At its election, any such
entity who paid copyright royalties into
the Copyright Office in an attempt to
comply with 17 U.S.C. 111 may obtain a
refund of the royalties paid by
submitting a written request no later
than March 1, 1994, addressed to the
Licensing Division, Copyright Office,
Library of Congress, Washington, DC
20557.

Ralph Oman,
Register of Copyrights.
Approved by:
James H. Billington,
The Librarian of Congress
[FR Doc. 92-1858 Filed 1-28-92; 8:45 am] .
BILLING CODE 1410-06-M

ENVIRCNMENTAL PROTECTION
AGENCY

40 CFR Parts 180 and 186

(PP 9F3743 and FAP 1H5614/R1137; FRL-
4008-2]

RIN 2670-AB78

Pesticide Tolerances and Food
Additive Regulation for Clethodim

AGENCY: Environmental Protection
Agency (EPA).

example, personnel actions taken by the Officv are
not subject to APA-FOIA requirements.

ACTION: Final rule.

SUMMARY: These regulations establish
tolerances with an expiration date for
the residues of the herbicide clethodim
((E)-(=%)-2-[1-[{(3-chloro-2-
propenyl)oxylimino]propyl}-5-|2-
(ethylthio)propyl]-3-hydroxy-2-
cyclohexen-1-one) in or on the following
raw agricultural commodities (RACs):
soybeans at 10 parts per million (ppm);
cottonseed at 1 ppm; meat, fat, and meat
byproducts of cattle, goats, hogs, horses,
poultry, and sheep at 0.2 ppm; milk at
0.05 ppm; eggs at 0.2 ppm; also, the
following food additive regulation for
the feed additive commodities soybean
soapstock at 15 ppm and cottonseed
meal at 2 ppm. These regulations were
requested by Valent U.S.A. Corp. and
establish maximum permissible levels
for residues of the herbicide in or on
these RACs and the feed commodities.
The tolerances expire on January 31,
1994.

EFFECTIVE DATE: These regulations
become effective on January 29, 1992.

ADDRESSES: Written objections,
identified by the document control
number, [PP 9F3743 and FAP 1H5614/
R1137], may be submiited to: Hearing
Clerk (A-110), Environmental Protection
Agency, Rm. M3708, 401 M 5t., SW.,
Washington, DC 20460.

FOR FURTHER INFORMATION CONTACT: By
mail: Joanne 1. Miller, Product Manager
(PM] 23, Registration Division (H7505C},
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460. Office
location and telephone number: Rm. 237,
CM #2, 1921 Jefferson Davis Highway,
Arlington, VA 22202, (703)-305-7830.

SUPPLEMENTARY INFORMATION: In the
Federal Register of May 19, 1989 (54 FR
21664), EPA issued a notice announcing
that Valent U.S.A. Corp., 1333 North
California Blvd., Walnut Creek, CA, had
submitted pesticide petition 9F3743 to
EPA under section 408 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
346a), proposing to amend 40 CFR part
180 by establishing tolerances for
residues of the herbicide clethodim and
its metabolites containing the 2-
cyclohexen-1-one moiety in or on
soybeans at 10 ppm; cottonseed at 5
ppm; meat, fat, and meat byproducts of
cattle, goats, hogs, horses, poultry, and
sheep at 0.2 ppm; milk at 0.05 ppm; and
eggs at 0.5 ppm.

On September 5, 1990, Valent
subsequently submitted a revision to PP
9F3743 to amend the proposed
tolerances on cottonseed from 5 ppm to
1 ppm and eggs from 0.5 ppm to 0.2 ppm.

On September 9, 1991, Valent
submitted a feed additve petition (FAP
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1H5814) to EPA under section 408 of the
Federal Food, Drug, and Cosmetic Act
(FFDCA) (21 U.S.C. 348), proposing to
amend 40 CFR part 186 by establishing a
regulation to permit the residues of the
herbicide clethodim and its metabolites
containing the 2-cyclohexen-1-one
moiety on the feed commodities
soybean soapstock at 15 ppm and
cottonseed meal at 2 ppm. In the Federal
Register of September 18, 1991 (56 FR
47210), EPA issued a notice of a feed
additive petition (FAP 1H5614)
proposing to amend 40 CFR part 186 by
establishing a regulation to permit the
residues of the herbicide dethodim and
its metabolites containing the 2-
cyclobexen-1-one moiety in or on
soybean soapstock at 15.0 ppm and
cottonseed meal at 2 ppm.

There were no comments or requests
for referral to an advisory committee
received in response to the notices of
filing.

The data submitted in the petition and
other relevant material have been
evaluated. The toxicology data
described below were considered in
support of these tolerances and food
additive regulations.

1. Several acute toxicology studies
placing the technical-grade herbicide in
Toxicity Category Il

2. A 2-year rat chronic toxicity/
carcinogenicity study found the
compound to be noncarcinogenic to rats
under the conditions of the study. The
systemic no- observed-effect level
(NOEL) was 500 ppm {approximately 19
mg/kg/day), and the systemic lowest-
observed-effect level (LOEL} was 2,500
ppm (approximately 100 mg/kg/day)
based on the observed body weight
gain, the increases in liver weights, and
the presence of centrilobular hepatic
hypertrophy.

3. An 18-month mouse carcinogenicity
study which showed the compound to
be noncarcinogenic to mice under the
conditions of the study. The systemic
NOEL was 200 ppm (8 mg/kg/day}, and
the systemic LOEL was 1,000 ppm (50
mg/kg/day} based on treatment-related
effects on survival, red cell mass,
absolute and relative liver weights, and
microscopic findings in liver and lung.

4. A 1-year feeding study in dogs with
a systemic NOEL of 1 mg/kg/day in
both sexes and an LOEL of 75 mg/kg/
day based on increased absolute and
relative liver weights, and alteration and
clinical chemistry.

5. A developmental toxicity study in
rats with a developmental and maternal
NOEL and LOEL of 100 and 350 mg/kg/
day, respectively. The NOEL and LOEL
for developmental toxicity were based
on reductions in fetal body weight and
increases in skeletal anomalies.

6. A developmental toxicity study in
rabbits with a maternal toxicity NOEL
and LOEL of 25 and 100 mg/kg/day,
respectively. Maternal toxicity was
manifested as clinical signs of toxicity
and reduced weight gain and food
consumption during treatment.
Developmental toxicity was not
observed, and therefore the
developmental toxicity NOEL was 300
mg/kg/day (HDT).

7. A two-generation reproduction
study in the rat with a parental toxicity
NOEL and LOEL of 500 and 2,500 ppm
(51 and 263 mg/kg/day), respectively,
based on reductions in body weight in
males, and decreased food consumption
in both generations. The NOEL for
reproductive toxicity was 2,500 ppm (263
mg/kg/day, HDT).

8. A mutagenicity test with
Salmonella Ames assay showed
nonmutagenicity in three strains.
Clethodim imine sulfone was negative
for reverse gene mutation in Salmonella
and E. coli exposed up to 10,000 ug/
plate with or without activation.
Clethodim was negative for
chromosomal damage in bone marrow
cells of rats treated orally up to toxic
doses {1,500 mg/kg).

The dietary risk exposure analysis
used a RfD of 0.01 mg/kg body weight
(bw)/day based on a NOEL of 1.0 mg/
kg/bw/day and a safety factor of 100.
Using anticipated residues and 100
percent crop treated, the results for the
overall U.S. population were 0.000211
mg/kg/bw/day, representing 2.1 percent
of the RfD and 15.8 percent of the RfD
for nonnursing infants. There are no
other published tolerances for this
chemical. The pesticide is useful for the
purpose of this rule. The Agency does
not believe that these tolerances and
food additive regulations pose
significant risks.

A common moiety analytical method
for tolerance enforcement (gas
chromategraphy with a flame
photometric detector in the sulfur mode)
was satisfactorily tested and is
available. This method, however, cannot
distinguish between clethodim and
sethoxydim, a closely related herbicide
with tolerances established under 40
CFR 180.412. A compound-specific
confirmatory method (HPLC with a UV
detector) that can distinguish between
derivatives of clethodim and
sethoxydim was tested in the Agency
laboratory. Considerable revisions were
made by the laboratory in order to
obtain satisfactory analytical results.
EPA’s revisions to the method will be
made available for enforcement
purposes. The revised specific method
has been returned to Valent to be
rewritten and subsequently validated by

an independent laboratory. Subsequent
validation is generally required prior to
EPA validation of the method, but in this
case EPA has already validated the
method. Nevertheless, an independent
validation is deemed useful to confirm
that the revisions made by EPA are
adequately explained. These tolerances
and food additive regulations are being
established with an expiration date to
assure timely submission of the
rewritten method and subsequent
validation.

The nature of the residue is
adequately understood, and a common
moiety analytical method (gas
chromatograph with a flame photometric
detector in the sulfur mode) and a
compound-specific confirmatory method
are available for enforcement purposes.
Prior to publication in the Pesticide
Analytical Manual, Vol. II, both methods
are available in the interim to anyone
interested in pesticide enforcement.
They can be requested from: Calvin
Furlow, Public Response and Program
Resources Branch, Field Operations
Division (H7508C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington, DC
20480. Office location and telephone
number: Crystal Mall #2, Rm. 1128, 1921
Jefferson Davis Hwy., Arlington, VA
22202, (703)-305-5232.

There are currently no actions
pending against the registration of this
chemical Based on the above
information, the Agency concludes that
the tolerances will protect the public
health. Therefore, the tolerances and
food additive regulation are established
as set forth below.

Any person adversely affected by
these regulations may, within 30 days
after publication of this document in the
Federal Register, file written objections
with the Hearing Clerk, at the address
given above. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections. If a hearing
is requested, the objections must include
a statement of the factual issue(s) on
which a hearing is requested and the
requestor’s contentions on each such
issue. A request for a hearing will be
granted if the Administrator determines
that the material submitted shows the
following: There is a genuine and
substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issue(s) in the manner sought by the
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requestor would be adequate to justify
the action requested.

The Office of Management and Budget
has exempted these rules from the
requirements of section 3 of Executive
Order 12291.

Pursuant to the requirements of the
Regulatory Flexibility Act (Pub. L. 96-
354, 94 Stat. 1164, 5 U.S.C. 601-612), the
Administrator has determined that
regulations establishing new tolerances
or raising tolerance levels or
establishing exemptions from tolerance
requirements do not have a significant
economic impact on a substantial
number of small entities. A certification
statement to this effect was published in
the Federal Register of May 4, 1981 (46
FR 24950).

List of Subjects in 40 CFR Parts 180

Administrative practice and
procedure, Agricultural commodities,
Feed additives, Pesticides and pests,
Reporting and recordkeeping
requirements.

Dated: January 23, 1992.

Douglas D. Campt,
Director, Office of Pesticide Programs.

Therefore, chapter I of title 40 of the
Code of Federal Regulations is amended
as follows:

PART 180—{AMENDED]

1. In part 180:
a. The authority citation for part 180 is
revised to read as follows:

Authority: 21 U.S.C. 346a and 371.

b. By adding new § 180.458, to read as
follows:

§ 180.458 Clethodim ((E)-(+)-2-{1-{{(3-
chloro-2-propenyl)oxy limino lpropyl1-54{2-
(ethyithio)propytl-3-hydroxy-2-cyclohexen-
1-one); tolerances for residues.

Interim tolerances that expire on
January 31, 1994 are established for the
combined residues of the herbicide
clethodim {(E}-(:+.}-2-[1-{[(3-chloro-2-
propenyl}oxy]imino|propyl]-5-[2-
(ethylthio)propyl}-3-hydroxy-2-
cyclohexen-1-one) and its metabolites
containing the 2-cyclohexen-1-one
moiety in or on the following raw
agricultural commodities.

Commodity Pf“'it’f’i ber
’
Cattle, fat 0.2
Cattle, meat 0.2
Cattie, mbyp 0.2
Cottonseed 1.0
Eggs 0.2
Goats, fat 0.2
Goats, meat 0.2
Goats, mbyp 0.2
Hogs, fat 0.2

" Parts
Commodity milion
Hogs, meat 0.2
Hogs, mbyp 0.2
Horses, fat 0.2
Horses, meat 0.2
Horses, mbyp 0.2
Milk 0.05
Poultry, fat 0.2
Poultry, meat 0.2
Poultry, mbyp 0.2
Sheep, fat 0.2
Sheep, MeaL..........ccmecairserrormmensaenns 0.2
Sheep, mbyp 0.2
Soybeans 10.0

PART 186—{AMENDED]

2. In part 186:
a. The authority citation for part 186
continues to read as follows:

Authority: 21 U.S.C. 348.

b. By adding new § 186.1075, to read
as follows:

§ 186.1075 Ciethodim ((E)-(+:)-2-[1-{[(3-
chloro-2-propenyl)oxy liminolpropy!]-5-{ 2-
(ethyithio)propyi}-3-hydroxy-2-cyclohexen-
1-one); tolerances for residues.

Interim tolerances that expire on
January 31, 1994 are established for
residues of the herbicide clethodim ({(E)-
(%)-2-[1-{[(3-chloro-2-
propenyl)oxylimino]propyl]-5-{2-
(ethylthio)-propyl]-3-hydroxy-2-
cyclohexen-1-one) and its metabolites
containing the 2-cyclohexen-1-one
moiety in or on the following feeds.

Parts per
Feed miltion
Cottonseed meai................ 2.0
Soybean soapstock 15.0

[FR Doc. 92-2165 Filed 1-28-92; 8:45 am}
BILLING CODE 6560-50—F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of inspector General

42 CFR Parts 1001, 1002, 1003, 1004,
1005, 1006 and 1007

RIN 0991-AA47

Heaith Care Programs: Fraud and
Abuse; Amendments to OIG Exclusion

and CMP Authorities Resuiting From
Public Law 100-93

AGENCY: Office of Inspector General,
HHS.

ACTION: Final rule.

SUMMARY: This final rule implements the
OIG sanction and civil money penalty

provisions established through section 2
and other conforming amendments in
the Medicare and Medicaid Patient and
Program Protection Act of 1987, along
with certain additional provisions
contained in the Consolidated Omnibus
Budget Reconciliation Act of 1985, the
Omnibus Budget Reconciliation Act
(OBRA) of 1987, the Medicare
Catastrophic Coverage Act of 1988,
OBRA of 1989, and OBRA of 1990.
Specifically, these regulations are
designed to protect program
beneficiaries from unfit health care
practitioners, and otherwise to improve
the anti-fraud provisions of the
Department'’s health care programs
under titles V, XVIII, XIX and XX of the
Social Security Act.

EFFECTIVE DATE: These regulations are
effective on January 29, 1992,

FOR FURTHER INFORMATION CONTACT:

Joel ]J. Schaer, Legislation and
Regulations Staff, (202) 619-3270.

James Patton, Office of Investigations,
(301) 966-9601.

Robin Schneider, Office of the General
Counsel, (202) 619-13086.

SUPPLEMENTARY INFORMATION:
1. Statutory Background

The Medicare and Medicaid Patient
and Program Protection Act (MMPPPA)
of 1987, Public Law 100-93, enacted on
August 18, 1987 and effective on
September 1, 1987, recodified and
expanded the Secretary’s authority to
exclude various individuals and entities
from receiving payment for services that
would otherwise be reimbursable under
Medicare (title 18), Medicaid (title 19),
the Maternal and Child Health Block
Grant Program (title 5) and the Social
Services Block Grant (title 20). In
addition, new civil money penalty
(CMP) authorities, and technical
amendments to existing CMP provisions,
were established under MMPPPA.

MMPPPA both consolidated many of
the Secretary's pre-existing exclusion
authorities into section 1128 of the
Social Security Act, and added
significant new grounds for exclusion
under those authorities. The Secretary's
authority under this section of the Act
has been delegated to the Department's
Office of Inspector General (OIG). {53
FR 12999, April 20, 1988).

A. Expanded Exclusion Authorities

MMPPPA gives the OIG added
authority to control who may obtain
payment for services furnished to
program beneficiaries. Section 1128 of
the Act provides for both mandatory
and permissive exclusions. The
mandatory exclusions (section 1128(a) of
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the Act) require that an individual or
entity that has been convicted of certain
types of crimes be excluded, and that
the exclusion be fora period of not less
than five years. Under authorities set
forth in section 1128(b) of the Act, the
OIG has the discretion to determine
whether, and for how long, to impose
the permissive exclusions.

MMPPPA establishes two categories
of permissive exclusions: (1) Derivative
exclusions, i.e., ones involving the
authority to exclude,an individual or
entity from Medicare and the State
health care programs based on an action
previously taken by a court, licensing
board or other agency; and (2) non-
derivative exclusions, based on
determinations of misconduct that .
originate with the OIG. For derivative
exclusions, the OIG would not be
required to re-establish the factual or
legal basis for such underlying sanction;
for non-derivative exclusions, the OIG
would be required, if the case is
appealed to an administrative law judge
(ALJ), to make a prima facie showing
that the improper behavior did occur.

B. State Health Care Programs:
Exclusions and Waivers

The Act provides for exclusion not
only from the Medicare program, but
also from State health care programs,
including those programs covered under
titles V, XIX, and XX of the Act. The
statute makes clear that, in most cases,
an individual or entity excluded from
Medicare is to be excludéd from all of
these programs, and the exclusion is to
be for the same period of time. The OIG
is to consider requests for a waiver from
exclusion from one or more of the State
health care programs in limited
situations.

II. Provisions of the Proposed
Regulations

Proposed regulations intended to
implement section 2 of MMPPPA and
certain conforming amendments found
elsewhere in that statute were published
in the Federal Register on April 2, 1990
(55 FR 12205) for public comment and
consideration. Certain relevant
provisions contained in the
Consolidated Omnibus Budget
Reconciliation Act of 1985, Public Law
99-272, and the Medicare Catastrophic
Coverage Act of 1988, Public Law 100-
360, were also contained in that
proposed rulemaking. Set forth below is
a brief summary of that rulemaking and
the proposed revisions to 42 CFR
chapter V.

Part 1001

The basic structure of the proposed
regulations in this part set forth for each

type of exclusion the basis or activity
that would justify the exclusion, and the
considerations the OIG would use in
determining the period of exclusion.

The proposed regulations set forth
mandatory exclusions for any individual
or entity that was convicted of (1) a
criminal offense related to the delivery
of an item or service under Medicare or
a State health care program, or (2)
patient abuse or neglect. In accordance
with the statute, there is to be a
minimum 5 year exclusion. The
regulations proposed that the exclusion
could be for a longer period if
aggravating circumstances existed with
respect to the individual or entity.

The proposed regulations also
addressed two categories of permissive
exclusions to be set forth in part 1001.
The first category—derivative
exclusions—was designed to address
exclusions based on an action
previously taken by a court, licensing
board or other agency. These include
convictions for certain types of fraud,
theft, embezzlement, breach of fiduciary
responsibility, financial misconduct,
obstruction of investigations and certain
types of offenses related to controlled
substances. While Congress did not set
a mandatory minimum period for these
types of exclusions, we proposed that
exclusions derived from such prior
convictions be for a period of 5 years,
with some flexibility to decrease or
increase the period.

The second category of permissive
exclusions—non-derivative exclusions—
is to be based on OIG-initiated
determinations of misconduct. Several
of these non-derivative exclusions were
essentially recodifications of the
existing regulations, while others
reflected the newly enacted authorities.
With respect to the non-derivative
exclusions, the proposed regulations
were designed to:

¢ Permit the exclusion of those
individuals and entities who provide
unnecessary or substandard care not
only to Medicare and State health care
program beneficiaries, but to any
person. We proposed to use a 5-year
exclusion period as a benchmark for
these exclusions. Similarly, the
regulations proposed a 5-year exclusion
period for health maintenance
organizations and similar entities
subject to exclusion for failure to
provide medically necessary items and
services where such failure has
adversely affected, or has a substantial
likelihood of adversely affecting,
program beneficiaries.

* Expand the bases for exclusion to
include any act that is described in
sections 1128A or 1128B of the Social
Security Act. No benchmark was set in

the proposed regulations for the
exclusion period; a list of factors that
the OIG would consider in setting the
length of an exclusion was included.

* Provide for the exclusion of entities
when they are owned or controlled by
individuals who have been convicted,
excluded or have had CMPs or
assessments imposed against them. The
rulemaking proposed that an entity
excluded under this provision be
excluded for a period corresponding to
the exclusion period established for the
individual whose relationship with the
entity was the basis for the exclusion.

¢ Address new exclusion authorities
relating to the failure to provide
information to the Department or its
agents. Exclusions were set forth for
failure to grant immediate access upon
reasonable requests to certain agency
representatives. In the context of this
provision, we proposed to define
“immediate access” and “reasonable
request” to ensure access on the spot in
certain defined circumstances.
Exclusions were also proposed where
individuals or entities failed to provide
immediate access to investigators or
agents of the OIG or the State Medicaid
Fraud Control Units (MFCUs) in
conjunction with the investigators' or
agents’ review of documents related to
the control of fraud and abuse in the
Department's programs. Except in
unusual situations, we proposed 24
hours to be a sufficient period to gain
access to the information. )

¢ Provide for the exclusion of a
hospital that has failed to comply
substantially with a corrective action
plan that has been required under
section 1886(f}(2)(B) of the Act. The
rulemaking proposed that exclusions
would be based on the Health Care
Financing Administration’s (HCFA's)
determination that the hospital
substantially failed to comply with such
corrective action.

¢ Provide exclusions based on a
determination by the Public Health
Service (PHS) that an individual failed
to pay back covered obligations and
loans.

Part 1002

Since the new requirements of Public
Law 100-93 are being incorporated into
part 1001 (which would require State
health care programs, including
Medicaid, to exclude those whom the
OIG has excluded under Medicare), the
proposed new part 1002 was designed to
set forth provisions pertaining only to
State agency-initiated exclusions. The
rulemaking proposed certain minimal
requirements on State agencies when
they undertake such exclusions—
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requirements that are substantially
consistent with OIG procedures and
ensure adequate due process.

Part 1003

The proposed revisions to part 1003,
addressing CMPs, were designed to
implement the statutory changes
affecting section 1128A of the Act, and
incorporate a number of statutory
revisions made as a result of Public
Laws 100-203, 100-360 and 100-485.

Parts 1004 and 1005

Revisions to part 1004 were proposed
consistent with the proposed
establishment of the new part 1005,
Through the revising and recodification
of exijs*ing regulations, a new part 1005
was proposed to address various OIG
hearing procedures. Specifically,
proposed part 1005 was designed to
govern AL]J hearings and subsequent
appeals to the Secretary for all OIG
sanction cases.

Part 1005

A new part 1006 wss proposed to
address the implementation of the OIG's
testimonial subpoena authority for
investigations of cases under the CMP
aw,

Part 1007

Regulations addressing State MFCUs,
previously set forth in part 1002, subpart
C, were proposed to be recodified into a
new part 1007.

In response to the proposed
rulemaking, we received a total of 61
timely-filed public comments from
various provider groups, medical
facilities, professional and business
organizations and associations, medical
societies, State and local government
entities, private practitioners and
concerrned citizens. The comments
included both general concerns
regarding the impact of these
regulations, and specific comments on
those areas about which we requested
public input. A summary of the
comments received and our responses to
those comments follows,

I1I. General Comments on the Proposed
Rule

A. Definition of "Furnished"”

In the proposed rule, we invited
commernts on whether the definition of
the term “furnished” set forth in § 1001.2
should be revised to explicitly
encompass health care manufacturers
and other entities who do not receive
payments for items or services directly
from Medicare or State health care
programs, but rather supply items or
services to providers, practitioners or
suppliers who do receive payments from

these programs. We explained that if the
term “furnished” is defined narrowly, it
may inappropriately limit the effect of
an exclusion from Medicare and State
health care programs.

We received numercus comments on
this issue—some supporting and some
challenging our authority to revise the
definition of “furnished.” Wkile we
believe that the statute permits us to
include entities that "furnish” items
covered by the Medicare program but do
not receive program payment directly,
we huve decided not to provide for this
in regu.lations. Because the effect of
exclusion is denial of payment for items
or services furnished by an excluded
individual or entity, it would be difficult
to administer exclusions against entities
which the Secretary does not directly
reimburse. Thus, for the present time, to
the extent that manufacturers, suppliers
and distributors do not receive payment
directly from the Medicare and State
health care programs for the items they
supply, these regulations will not affect
them.

This clarification is in no way
intended to limit our exclusion authority
under section 1128(b){8) of the Act.
When this statutory provision is
applicakble, we can assure that no
payment is made for items or services
furnished by sanctioned persons
whether or not they directly receive
payments from Medicare and State
health care programs, since we can
exclude the entities they manage or
control which do receive such payments.

In this fical rule, we are retaining the
definition of “furnished” currently found
in § 1001.2 of the regulations with one
modification, and placing the definition
in § 1001.2 under General Definitions.
We have deleted the parenthetical
statement in the exizsting definition
which we Ltelieve is unnecessary in light
of the changes made in section 1862(e)
of the Act and reflected in § 1001.1901 of
these regulations. These provisions,
which explicitly incorporate the concept
that payment may not be made for items
and services provided under the
direction of or by prescription of an
excluded individual, render the
parenthetical statement redundant.

B. Constitutionality of Administrative
Exclusions Based on Criminai
Convictions

Comment: Several comments
expressed concern that exclusions
imposed by the Federal Government
based upon prior Federal or State
criminal convictions may constitute a
second “punishment” for a single
offense in violation of the double
jeopardy clause of the Fifth Amendment
of the Constitution.

Response: Exclusions based upon
criminal convictions do not constitute an
impermissible second punishment under
the double jeopardy clause. Exclusions
are civil sanctions, not criminal. Only in
rare cases will a civil sanction imposed
after a criminal sanction violate the
double jeopardy clause, ard even in
those rare cases, only where the
sanction may not fairly be characterized
as remedial, but only as a deterrent or
retribution (see United States v. Halper,
109 S.Ct. 1882, 1902 (1989)). Thus, under
Halper, whetker a civil sanction
constitutes punishment depends in large
part upon the goal served by the
sanction—if ihe secord civil sanction
can be said to serve a remedial purpose,
its imposition does not violate the
double jeopardy clause (Halper, 109
S.Ct. at 1902).

The primary purpose of an
exclusionary sanction is remedial, not
punitive. When the OIG imposes an
exclusion under section 1128 of the Act,
it is simply carrying out Congress’ intent
to protect the Medicare and Medicaid
programs from individuals or entities
who have already been tried and
convicted of a criminal offense (see
Dewayne Franzen v. The Inspector
General, Departmental Appeals Board
(DAB) decision, Docket No. 90-37 (June
13, 1990), page 11). Further, Congress has
made clear that the Department’s
exclusionary authority was expanded
by MMPPPA in 1887 to provide HHS
with sufficient authority to better protect
the integrity of the Medicare and
Medicaid programs and program
beneficiaries from providers who have
pled guilty to criminal charges. {see
Report of Committee on Energy and
Commerce, reprinted in 1886 U.S. Cong.
and Ad. News, pg. 3665; and 133 Cong.
Rec. S 10537 (daily ed. July 23, 1987)).
Thus, exclusions serve a remedial
purpose and therefore do not constitute
a second punishment under Halper.

Consistent with the above, courts
have held that exclusions do not amount
to a second punishment under Ha/per,
since “the Inspector General's goals are
clearly remedial and include protecting
beneficiaries, maintaining program
integrity, fostering public confidence in
the program, etc.” (see Greene v.
Sullivan, No. CIV-3-89-758 {E.D. Tenn.
Feb. 8, 1990), page 3; Matier of David
Cooper, R.Ph., AL] Decision, Docket No.
C-51 (July 24, 1890); Matter of Joyce
Faye Hughey), AL] Decision, Docket No.
C-201 (August 9, 1990)). In a number of
these cases, exclusions have been
compared to professional license
revocations for criminal convictions,
“which have the function of protecting
the public” {see DeWayne Franzen v.
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The Inspector General, Id. at page 11;
Greene v. Sullivan, Id. at 3). Further, it
has been held that remedial sanctions
that involve the revocation of a privilege
voluntarily granted are civil in nature
and do not invoke the double jeopardy
clause (see Helvering v. Mitchell, 303
U.S. 399 (1938)). Thus, Medicare and
Medicaid exclusions do not amount to
“punishment” for purposes of the double
jeopardy clause.

Further, even assuming, that
exclusions were penal in nature, the
double jeopardy clause would not be
implicated where the Federal
government imposes an exclusion based
upon a State conviction. Under the “dual
sovereignty doctrine,” double jeopardy
does not attach to a subsequent Federal
prosecution based on facts which led to
a State conviction (see United States v.
Anthony, 727 F. Supp. 792 (E.D.N.Y.
1989); Abbate v. United States, 359 U.S.
187 (1959); Chapman v. United States
Department of Health and Human
Services, 821 F.2d 523 (10th Cir. 1987);
and United States v. Lanza, 260 U.S. 377,
382 (1922)). Under this doctrine, States
are considered to be a “separate
sovereign” from the Federal government,
because a State's power to prosecute is
derived from its own inherent
sovereignty, and not from the powers of
the Federal government (see United
States v. Wheeler, 435 U.S. 313, 320
(1978)). Thus, under the dual sovereignty
doctrine, exclusions based upon prior
State convictions do not violate the
double jeopardy clause. In light of the
foregoing, we do not agree with the
comments on the question of the
constitutionality of our exclusion
authorities.

IV. Specific Comments on the Proposed
Regulations

A. Part 1001, Subpart A—Definitions

1. Professionally Recognized Standards
of Health Care

Comment: A few commenters
expressed the view that the proposed
definition of “professionally recognized
standards of health care” inadequately
defines the term, that is, it does not (i)
adopt traditional malpractice standards,
(ii) define “peer,” and (iii) take into
account differences of opinion among
physicians regarding practice standards.
Some commenters also felt that the
definition should specifically recognize
and make allowances for variations in
regiona!l or local community standards
of care, that is, different standards for
rural and urban areas.

Response: We recognize that the
proposed definition of "professionally
recognized standards of health care”
does not provide a litmus test which can

be easily applied in every case. It would
be very difficult to formulate a wholly
objective standard in the area of
medical practice, where a certain
amount of subjectivity in judgment is
inevitable. The OIG relies upon the
Utilization and Quality Control Peer
Review Organizations (PROs) and the
Medicare carriers to determine on a
case-by-case basis whether the quality
of items or services provided has failed
to meet professionally recognized
standards of health care. (PROs are also
required to take interventions other than
sanctions for confirmed quality
problems.) We do not feel that it is
necessary to define the term “peer,” but
would note that the dictionary defines a
peer as one's “equal,” and our
assessment of who qualifies as a
“professional peer” would be consistent
with that definition and with the view
expressed by Congress in enacting the
PRO statute that licensed physicians
“practicing in the area” are peers (see
House Conf. Rpt. 97-760).

Note: HCFA published a final rule on
February 27, 1984 (49 FR 7202} which defined
a PRO area to be a State.

With respect to the request that the
regulations specifically provide for
variations in standards for individual
localities and service areas, we have
decided not to modify the definition.
However, while the definition will
continue to provide that the standards
will be state or national ones, that does
not mean that those health care facilities
with minimal technical capability and
expertise will be evaluated as if they
were high-tech facilities. The quality of
the care provided will be assessed in
light of all of the surrounding
circumstances, including the capabilities
of the facility. For example, in a facility
with limited technical equipment or
expertise, we would assess whether a
patient who required more sophisticated
treatment than wag available at that
facility should have been transferred to
another facility, and whether
professionally recognized standards
were met in determining whether
transfer was appropriate and that
appropriate care was rendered to
facilitate the transfer.

Comment: One commenter pointed out
that the definition of "'professionally
recognized standards of health care” is
too narrowly drafted and should be
modified to encompass “professional
peers of the individual and entity.” This
commenter also raised a number of
related questions about the
interpretations and use of this definition
in evaluating the quality of care
provided by nursing homes where,
according to the commenter, the

standards governing the industry are
primarily regulatory, not peer-based.
The commenter asked, for example,
whether this definition meant to
encompass citations for “substandard
care” issued against nursing homes
under State and Federal survey and
certification guidelines. The commenter
states that citations by regulatory
agencies which require corrective
actions on the part of nursing homes are
extremely common and do not normatly
result in exclusion. The commenter
further suggested that nursing homes
could be deterred from seeking
voluntary accreditation from the Joint
Commission for Accreditation of
Healthcare Organizations (JCAHO) if
failure on the part of an accredited
nursing home to meet any of JCAHO's
standards, which differ in some respects
from state and federal regulatory
standards, could be taken as failure to
meet “professionally recognized”
standards.

Response: We agree that the
definition should be modified to include
the word “entity,” and we have
amended the regulations accordingly.
With respect to the commenter's
concerns about the application of this
definition to nursing homes and the
potential liability of nursing homes
under § 1001.701 of these regulations,
the following explanation may be
helpful. The Inspector General has the
legal authority to exclude all kinds of
health care providers, including nursing
homes, if they fail to furnish items or
services which meet “professionally
recognized standards of health care.”
However, in the case of nursing homes,
we anticipate that problems related to
quality of care would ordinarily be
investigated by HCFA which could, if
necessary, take action under its
authority to terminate provider
agreements. We would expect that the
vast majority of citations against
nursing homes for violations of quality
of care would be handled by the State
survey and certification agencies or by
HCFA, and the Inspector General would
not normally be involved. When the OIG
chooses to investigate quality of care
problems in a nursing home, hospital,
laboratory, or other entity, however, it
first needs to determine whether the
entity has failed to comply with
professionally recognized standards of
health care. In making such a
determination, the OIG would look to
Federal and State statutory and
regulatory standards and to those
standards established by voluntary
accrediting organizations such as
JCAHO. (The OIG would look to these
standards to determine whether the
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entity in question was accredited by
such an organization.) Previous citations
against the entity for violation of any of
these established standards, if serious
and substantial, could be evidence that
the entity has violated professionally
recognized standards of health care.
However, consistent with our practice in
developing cases under section
1128(b)(6)(B) of the Act, the OIG would
normally not propose an exclusion
based on an isolated instance, but
would look for a pattern of poor quality
care which might be evidenced by a
series of citations by standard-setting
agencies and monitoring organizations.
The OIG's exclusion authority under
section 1128(b)(6)(B) of the Actis a
permissive authority, and before the
Inspector General decides to exercise it.
the OIG would do an independent
evaluation of the care provided by the
entity rather than rely solely on prior
citations. (For further discussion of
OIG's practice in such cases, see
comment and response section in
section IV.C.2. of this preamble
regarding § 1001.701.)

Comment: One commenter objected to
what it termed a “conclusive
presumption” set forth in this definition.
that is, when the Food and Drug
Administration (FDA), PHS or HCFA
have declared a treatment modality not
to be safe and effective, those who
employ it will be deemed not to meet
professionally recognized standards of
health care. The commenter suggested
that this might unfairly restrict
practitioners from using a treatment
modality which has been declared not
safe and effective for one purpose, even
though the practitioner might want to
use it for a different purpose about
which FDA, PHS and HCFA have taken
no position.

Response: We disagree with the
comment and have retained this portion
of the definition intact. If a practitioner
can show that none of the specified
agencies found the treatment modality
in question to be unsafe or ineffective
for the purpose for which the
practitioner used it, the usage of the
treatment modality would not cause the
practitioner to be deemed to have
violated professionally recognized
standards of health care.

2. Convicted

Comment: Several commenters
questioned the use of the word
“dismissed” in paragraph {a}(2) of the
definition of “convicted" as an
unwarranted diversion from the
statutory definition, and because
dismissal of charges typically occurs
either before judgment or upon acquittal.
not subsequent to a conviction. These

commenters also objected to defining a
judgment as a conviction when & post-
trial motion is pending, since the motion
could result in the overturning of the
judgment.

Response: We agree that the term
“dismissed’’ was not the appropriate
term, and have changed the regulatory
language to ‘‘otherwise removed” to
clarify that this is meant to apply only to
actions that are equivalent in effect to
expungement, but called something
different. With respect to applying the
definition even when a post-trial motion
is pending, we disagree with the
comment. Just as Congress did not
intend to tie our hands postponing
exclusions while appeals are pending,
we are similarly not constrained to
delay exclusions while post-trial
motions are pending. Any post-trial
motion which is resolved quickly will, as
a practical matter, be resolved prior to
any exclusion, since there is some lag
time before the OIG is made aware of
convictions and can take action to
impose an exclusion. If the post-trial
motion is not able to be resolved
quickly, then the exclusion will be
imposed, but the individual or entity will
be retroactively reinstated if the motion
results in the conviction being vacated
or reversed. {See § 1001.3005 of these
regulations for further discussion.)

3. Entity

Comment: Several commenters
requested that we add a definition of the
term “entity” to the regulations that
would limit the scope of the term to the
“actual offender” who holds the
provider number, and would specifically
exclude from the definition a parent
corporation when one of its subsidiary
facilities (such as a laboratory, nursing
home, or dialysis center) is excluded.

Response: We have decided not to
define “entity” in these regulations. In
our view, the OIG has the discretion to
exclude any offender, and the corporate
structure of an entity or group of entities
will be one factor to consider when
determining who or what the offender is.
Depending upon the nature of the
offense and the scope of involvement by
various parties, the OIG could elect to
exclude the parent corporation, the
subsidiary, or both. Even if the offense
itself was committed by just one of the
facilities owned by a parent corporation,
if the parent corporation was convicted
of the offense along with its subsidiary,
and if it was aware of the practices of
its subsidiary, or encouraged them, the
OIG might elect to exclude both the
parent and the subsidiary. However,
absent some evidence of involvement or
knowledge on the parent of the parent
corporation, the OIG would normally

exclude only the offending facility rather
than an entire chain of facilities. {See
discussion of § 1001.1001 below in
section IV.C.2. of this preamble.) Of
course, with respect to all of the OIG's
derivative exclusion authorities

(§§ 1001.101, 1001.201, 1001.301, 1001.401,
1001.501, 1001.601, 1001.1401, and
1001.1501), the OIG has authority to
exclude only those entities against
whom action has previously been taken
by a court, licensing board. or other
agency.

4. Sole Community Physician

Comment: Some commenters
suggested that the proposed definition
was unnecessarily limited to designated
health manpower shortage areas, and
failed to address the specific need for
access by Medicare and Medicaid
beneficiaries to providers and
practitioners who will accept such
beneficiaries.

Response: We agree with these
comments. Accordingly, we have
revised the definition to eliminate the
health manpower shortage area
limitation, and to ensure that even if
other physicians or providers in the
community provide the same services as
an excluded physician or provider, if the
excluded party is the only one practicing
in a recognized service area who
participates in either Medicare or
Medicaid, that individual will meet the
terms of the definition and be eligible
for waiver on those grounds.

For purposes of both this definition
and the definition of “sele source of
essential specialized services in the
community,” the OIG will look at the
services offered by providers and
physicians in a recognized service area
to determine whether other individuals
or entities are providing the same
services. The OIG will consider any
relevant information regarding the scope
of the service area, which in some cases
may be comprised of an entire town and
in other cases may only consist of a
small community within a much larger
city. In determining what constitutes the
service area, the OIG will give a great
weight to objective measures where
available, such as a breakdown by zip
code area of patients served or a
demonstration of geographic boundaries
that self-define a service area. Where
the service area is in dispute, the OIG
will also seek advice from the State
health agency in making its final
determination.

5. Criminal Offense Related to the
Delivery of an Item or Service

Comment: One commenter requested
that we define by regulation the phrase
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“criminal offense related to the delivery
of an item or service” as used in

§ 1001.101 of these regulations. The
commenter expressed the view that the
phrase, which serves as the basis for
mandatory exclusions, is too ambiguous,
particularly in light of the mandatory 5-
year exclusion.

Response: We have decided not to
define this term. This term has served as
the basis for exclusions from Medicare
and Medicaid for many years and the
absence of a definition of the term has
not posed any serious problems. The
OIG assesses each conviction on a case-
by-case basis to determine whether it
falls within the ambit of the statutory
language—that is, whether it is related
to the delivery of an item or service
under one of the programs—and each of
those determinations is quite fact-
specific. We believe that it will continue
to be more effective to make these

"determinations on a case-by-case basis
than to attempt to define the phrase
further.

B. Part 1001, Subpart B—Mandatory
Exclusions

Comment: Some commenters believe
that mandatory minimum five-year
exclusions may violate the Eighth

- Amendment bar against cruel and
unusual punishment because they may
be disproportionate to the underlying
crimes committed.

Response: We do not agree.
Exclusions, whether mandatory or
permissive, do not invoke the Eighth
Amendment prohibition against
“excessive bail, excessive fines, and
cruel and unusual punishment.” As
discussed earlier in this preamble, it is
well-established that exclusions are
remedial sanctions that serve a remedial
purpose. The Eighth Amendment applies
only to criminal punishments and not to
civil sanctions (see Ingraham v. Wright,
430 U.S. 651 (1977); Bell v. Wolfish, 441
U.S. 520, 99 S. Ct. 1861 (1979); Stamp v.
Commissioner of Internal Revenue. 579
F.Supp. 168, 171 (N.D. Iil. 1984); Popow v.
City of Margate, 476 F.Supp. 1237
(1979)). Further, at least one court has
held that civil sanctions disqualifying
individuals from receiving certain
benefits based on prior convictions do
not violate the Eighth Amendment, even
when they apply automatically to all
offenders without regard to the
circumstances of the offense (see Blout
v. Smith, 440 F.Supp. 528 (M.D. Pa.
1977)). Finally, in enacting section
1128(a) of the Act, Congress has
required the OIG to exclude individuals
or entities convicted of certain offenses
for at least five years, and § 1001.101
merely implements that provision. For

*

all of the foregoing reasons, the OIG is
not accepting this comment.

Comment: One commenter expressed
concern that the language of § 1001.101
gives the OIG independent authority to
review criminal convictions to
determine whether such convictions
resulted in patient abuse or neglect. This
commenter believes that a body such as
a licensing board or a peer review
organization, rather than the OIG,
should conduct a medical-type review to
determine whether a conviction entailed
patient abuse or neglect.

Response: Section 1001.101 simply
parrots the language of section
1128(a)(2) of the Act. As is evidenced by
its legislative history, Congress intended
for section 1128(a)(2) to give the
Secretary the authority to protect
Medicare and the State health care
program beneficiaries from individuals
or entities that have already been tried
and convicted of offenses “which the
Secretary concludes entailed or resulted
in neglect or abuse of other
patients * * * .” (emphasis added) (see
S. Rep. No. 100-109, 100th cong., 1st
Sess. 6). Thus, whether or not an
individual or entity has been convicted
of a criminal offense *relating to neglect
or abuse of patients in connection with
the delivery of a health care item or
service"” is a legal determination to be
made by the Secretary based on the
facts underlying the conviction. Further,
the offense that is the basis for the
exclusion need not be couched in terms
of patient abuse or neglect, For example,
an individual convicted of embezzling a
nursing home's funds may be excluded if
the OIG determines that the offense
resulted in the abuse or neglect of
patients, i.e., that as a result of the
offense, the facility was underfinanced
to the point that the residents could not
be properly cared for. Further, it is clear
from the language of the statute and its
legislative history that the OIG may
exclude an individual convicted of an
offense related to patient abuse or
neglect irrespective of whether the
individual intended to harm patients.

Comment: Several commenters were
confused as to what offenses are
included in the phrase “criminal
offenses related to the neglect or abuse
of a patient” within the meaning of
§ 1001.101, and requested that we define
the phrase or give examples. These
commenters said their confusion was
compounded by additional language in
§ 1001.101 requiring an exclusion where
a conviction “entailed, or resulted in,
neglect or abuse of patients.”

Response: Section 1128(a)(2) of the
Act authorizes the Secretary to exclude '
“any individual or entity that has been

convicted, under Federal or State law, of
a criminal offense relating to neglect or
abuse of patients in connection with the
delivery of a health care item or
service.” Section 1001.101 states that an
offense “related to the neglect or abuse
of patients” includes “any offense that
the OIG concludes entailed, or resulted
in, neglect or abuse of patients.” This
language is the same language used by
Congress in the legislative history of
section 1128(a)(2) of the Act. We have
chosen to put this language in the
regulation because we believe it makes
it clear that it is in the OIG's discretion
to determine whether a conviction is
related to patient abuse or neglect, as
discussed above. We also believe that
Congress used this language in the
legislative history to expand upon the
types of offenses it meant to include in
enacting section 1128(a)(2).

We have chosen not to define which
offenses “relate to" or “entail or result
in” neglect or abuse of patients. Since a
determination as to whether an offense
related to patient abuse or neglect is
fact-intensive, we feel it is most
appropriate for the OIG to exercise its
authority to make such determinations
on a case-by-case basis.

C. Part 1001, Subpart C—Permissive
Exclusions

1. General Comments

Comment: Commenters indicated that
the regulations should include a list of
factors that the OIG will use in
determining whether to impose a
permissive exclusion.

Response: Our experience has shown
that situations which could result in the
imposition of a permissive exclusion are
extremely varied and must be evaluated
on a case-by-case basis. Some of these
factors include controlled substance
abuse history, criminal history, and prior
experience with the programs. However,
the statute vests the Secretary with
complete discretion, and does not
require us to set forth the precise criteria
which will be used in determining
whether to impose a permissive
exclusion.

Comment: Several commenters stated
that, prior to imposing a permissive
exclusion, the OIG should have to prove
that allowing continued program
participation would harm beneficiaries.

Response: The purpose of these
permissive authorities is to protect
Federal and State health care programs
and their beneficiaries. The OIG always
congiders whether continued
participation presents a risk to the
programs or their beneficiaries in
deciding whether an exclusion is
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warranted. However, this determination
is within the OIG's discretion. Further, it
is not necessary for the OIG to prove
that allowing continued program
participation would harm beneficiaries
since that is not the only basis for the
imposition of an exclusion.

Comment: A number of commenters
stated that §§ 1001.201, 1001.301,
1001.401, 1001.701 and 1001.801 should
not include a 5-year “benchmark” length
for an exclusion. In contrast to the
mandatory exclusions, where Congress
expressly set forth a minimum 5-year
term, Congress did not set a minimum
exclusion length for the permissive
authorities. The commenters argued that
Congress indicated that these kinds of
offenses should not be treated as
harshly as the mandatories since
Congress did not require the Secretary
to exclude providers in these
circumstances.

Response: Upon careful consideration
of the comments and further research,
we have decided that a 3-year
benchmark for permissive exclusions is
more appropriate than the proposed 5-
year benchmark. A 3-year benchmark is
consistent with the period established
by regulation for government-wide
debarments and suspensions from
nonprocurement contracts, grants and
the like, including those debarments and
suspensions imposed by HHS (see 45
CFR 76.320). {It is also consistent with
longstanding regulations governing the
period of debarments in the government
procurement context {see 48 CFR 9.406-
4)).

Periods of debarment and suspension
from HHS programs under 45 CFR 76.320
are determined much the way exclusion
periods for permissive exclusions will
be determined under these final
reguiations. Section 76.320 provides the
“[d}ebarment shall be for a period
commensurate with the seriousness of
the cause(s). Generally, a debarment
should not exceed three yeuars. Where
circumstances warrant, a longer period
of debarment may be imposed * * *.”
Similarly, the 3-year benchmark concept
established in these exclusion
regulations requires the Secretary to
evaluate the seriousness of the violation
upon which the exclusion is based by
considering whether there are mitigating
or aggravating circumstances which
should serve to shorten or lengthen the
exclusion period and permitting the
Secretary to adjust the period
accordingly. In practice, this means that
no permissive exclusion period will
exceed 3 years unless aggravating
circumstances exist to justify a longer
exclusion period.

Both the 3-year benchmark and the
process for adjusting it are consistent

7

with the methods already in use by the
Department for determining debarment
and suspension periods, and we believe
that it is reasonable for our regulations
to take the same approach. We have,
therefore, modified these regulations
accordingly.

Comment: Some commenters
expressed the opinion that the OIG will
never use these authorities to exclude a
hospital, thus making the regulations
applicable only to certain types of
providers. :

Response: A hospital can and will be
excluded if the circumstances warrant
that exclusion. However, the OIG must
consider all the circumstances in
determining whether an exclusion is
appropriate in any case, including cases
involving hospitals. Certain factors, such
as access of program beneficiaries to
services, may weigh against imposing an
exclusion on hospitals but may be less
significant in evaluating possible
exclusions of other types of providers.

Comment: A number of commenters
indicated that exclusions which relate to
Medicare billing violations should be
withdrawn because Medicare billing
rules are so complex.

Response: 1t is the obligation of
anyone doing business with the
Medicare prngram to understand
relevant Medicare rules of
reimbursement. However, these
authorities are permissive, and OIG
does not iniend to impese exclusions in
cases involving isolated, legitimate
confusion with the Medicare rules.

2. Permissive Exclusions
s Section 1001.201

Section 1001.201 implements the OIG’s
authority to exclude an individual or
entity convicted of, among other things,
a criminal cffease in connection with
the delivery of any health care item or
service. We have clarified that this
authority allows the OIG to exclude a
person who was convicted of an offense
involving the pe:formance of
management or administrative services
relating to the delivery of such items or
services.

Comment: Commenters indicated that
the regulations should state that the OIG
may exclude anyone who enters a pre-
trial diversion program, regardless of
whether there was an admission of guilt.

Response: The statute permits the
imposition of an exclusion on any
individual or entity that has been
“convicted.” Section 1128(i) of the Act
contains a broad definition of
“convicted,” and we are bound by this
definition. (See discussion regarding
§ 1001.102 in section IV.C.1. of this
preamble.) “Pre-trial diversion” is

defined differently in different States. If
a “pre-trial diversion program" satisfies
the statutory definition of “convicted”,
then a party who enters into a pre-trial
diversion program may be excluded.

¢ Section 1001.301

No comments specific to this
provision were received.

¢ Section 1001.401

This section permits the OIG to
exclude anyone who has been convicted
of a criminal offense relating to a
controlled substance. We have modified
this regulation to clarify that the
operative definition of the term
“controlled substance” will be the
definition that applies to the law that
forms the basis for the conviction. For
example, if an individual is convicted of
a Federal offense, the operative ]
definition would be the definition of a
controlled substance under Federal law.
If the individual was convicted, for
example, of a criminal offense under
New York State law, the determination
of whether the conviction related to a
controlled substance will be determined
by whether the substance is defined as
controlled under the New York criminal
code.

Comment: Some commenters atated
that the regulations should be expanded
to permit the OIG to exclude someone
for illegal possessicn of a controlled
substance.

Response: Section 1128(b)(3) of the
Act sets forth the types of convictions
relating to controlled substances that
may serve as the grounds for an
exclusion. Since section 1128(L)(3) of the
Act does not state that the OIG may
exclude someone based on a conviction
for possession, expanding the regulation
as suggested is beyond the scope of our
statutory authority.

o Sections 1001.501 and 1001.601

These regulations implement sections
1128 (b)(4) and (b)(5) of the Act. Both of
these authorities permit exclusion of an
individua!l or entity on the basis of the
actions of another agency, e.g.. where a
State medical society revoked a
practitioner's license, or where a
provider was suspended from a State
health care program. We consider these
agencies to be "derivative agencies,”
since we derive the right to impose an
exclusion from their actions. We have
modified § 1001.501 to provide that
exclusions may be imposed for periods
of time shorter than the period for which
the license was lost and to allow for
early reinstatement, in cases where
another State, fully apprised of the
circumstances surrounding the loss of
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the license, grants the practitioner a new
license or takes no significant adverse
action as to a current license. We have
also revised § 1001.501 to state that loss
of a license includes the loss of the right
to apply for or renew a license, as
provided in section 6411{d) of the
Omnibus Budget Reconciliation Act of
1989. We have modified § 1001.601 to
provide that exclusions will be for a
period of 3 years unless specified
aggravating or mitigating factors form a
basis for lengthening or shortening that
period. We have also clarified § 1001.601
to state that the OIG will normally not
consider a request for reinstatement
until the period of exclusion imposed by
the OIG has expired. Once the OIG has
reinstated the party, the Federal or State
health care program that originally
imposed the sanction will be free to
reinstate the party.

Comment: Commenters stated that the
regulations provide that the OIG may
impose an exclusion for a longer length
of time than the penalty imposed by the
derivative agency. One commenter
argued that it is inappropriate to allow
for an exclusion to be longer than that
imposed by the original sanctioning
body, especially since a provider cannot
collaterally attack the basis for the first
action.

Response: We anticipate that in the
vast majority of cases, the length of the
exclusion imposed by the OIG will
parallel the length of time imposed by
the original sanctioning body. However,
there may be circumstances where the
OIG finds that the derivative body did
not adequately consider the potential
harm that the individual's or entity’s
actions could have on Medicare or the
State health care programs. In those
cases, the OIG must have the discretion
to extend an exclusion so as to
adequately protect the programs and
their beneficiaries. Section 1128(c) of the

~ Act, which governs the length of
exclusions, does not restrict exclusions
imposed under sections 1128 (b){4) or
{b}(5) to the length imposed by the
derivative body.

Comment: Several commenters stated
that §§ 1001.501 and 1001.601 should
provide that someone who suffers a
license revocation, exclusion, or other
action covered by these provisions will
automatically be excluded from
Medicare and the State health care
program,

Response: In contrast to the
mandatory exclusions, Congress vested
the Secretary with the discretion and the
responsibility to determine whether it is
appropriate, based on the particular
circumstances, to exclude the
sanctioned individual or entity from
Medicare and the State health care

programs. To treat these exclusions as
automatic, i.e., as mandatory exclusions,
would be inconsistent with that
authority.

Comment: A number of commenters
indicated that § 1001.501 should allow
for an exclusion where restrictions are
imposed that curtail use but do not
result in the license being lost entirely,
such as prohibiting a physician from
performing surgery except under
supervision.

Response: Section 1128({b}(4) of the
Act specifies that someone may be
excluded because a license has been
suspended, revoked, surrendered or
otherwise lost. We do not have the
statutory authority to expand this
regulation as suggested by this
comment.

Comment: Commenters pointed out
that it is not necessary to provide for an
exclusion where someone has
surrendered his or her license since the
individual or entity would automatically
be precluded from rendering services.

Response: An individual or entity may
lose a license in one State, but that
alone would not preclude that individual
or entity from rendering services in
another State, if licensed there. An
exclusion from Medicare or Medicaid,
for example, would have nationwide
applicability, so that individual or entity
could not receive payment from
Medicare or Medicaid for rendering
services to any program beneficiary,
regardless of where that beneficiary is
located.

Comment: One commenter stated that
an individual or entity that surrenders a
license should not have to go through
the procedures of requesting
reinstatement if and when the license is
regained.

Response: In granting the Secretary
the authority to exclude based on
surrender of a license, Congress
recognized that licenses are often
surrendered because of serious
underlying problems. Surrender does not
mean that the basis for the loss of the
license is any less serious than if the
license was revoked. Consequently, we
do not believe that cases of surrender
should be treated any differently than
other cases where a license was lost.

Comment: Several commenters
indicated that in cases of surrender, the
regulations exceed congressional intent
by allowing for exclusion where
someone surrenders a license for a
minor infraction while not allowing the
practitioner to challenge the
reasonableness of the disciplinary
action. Congressional intent shows that
the critical factor in determining
whether to exclude someone is not
merely surrender, but whether the

practitioner intended to evade scrutiny
by surrender. These commenters felt
that the regulations should set forth the
factors that will be used to determine
whether exclusion in surrender cases is
appropriate.

Response: These regulations,
consistent with the statute, do not
permit exclusion in all cases of
surrender, but only in those cases where
surrender occurs while a disciplinary
proceeding concerning professional
competence, professional performance
or financial integrity is pending. Thus,
exclusions will not be imposed in cases
where licenses are surrendered for
violations which do not fall in these
categories. To the extent a ministerial
violation arguably fall within these
categories—for example, one could
argue that failure to pay annual dues
relates to financial integrity—the OIG
will exercise its discretion as to whether
an exclusion is appropriate. We decline
to include a list of factors to be
considered in determining whether to
impose an exclusion in licensure cases
as this will vary depending on the
unique circumstances of a particular
case.

Comment: One commenter stated that
exclusions should not be imposed in:
cases where a license is lost until the
practitioner has the opportunity for
judicial review of the underlying action
which caused the loss of license.

Response: We disagree. The
regulations are consistent with statutory
authority. Often, judicial review occurs
a substantial period of time after the
original action. Since an independent
body has made a determination
regarding this practitioner, we believe it
is preferable to give controlling weight
to the derivative body's conclusions and
exclude the practitioner, to protect the
program and beneficiaries, consistent
with the purposes of the exclusion
authorities.

Comment: According to some
comments received, the definition of “or
otherwise sanctioned” that was
included in the preamble to the
proposed regulations should be
incorporated in § 1001.601.

Response: We agree and have
included a definition of this term in the
regulations to explain that it includes
any actions that limits the ability of a
person to participate in the program at
issue. We have also clarified that this
includes situations where an individual
or entity voluntarily withdraws from
program participation solely to avoid a
formal sanction, for example, by
agreeing to withdraw in order to avoid
presecution or exclusion.
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Comment: Commenters stated that the
OIG should not exclude an individual or
entity under § 1001.601 when the
original sanctioning agency did not itself
exclude the individual or entity. These
commenters indicated that the
regulations wrongly assume that the
basis of the derivative sanction was
serious when in reality a provider may
choose not to contest a minor sanction
simply to avoid further confrontation.

Response: We have clarified the scope
of § 1001.601 by incorporating in the
regulations a definition for the term “or
otherwise sanctioned” to cover all
actions that limit the ability of a person
to participate in the program. This
definition will ensure that OIG
exclusions will be based only on prior
sanctions that were significant in nature.

Comment: A number of individuals
indicated that the terms “professional
competence,” “professional
performance” and “financial integrity"”
are too vague. Commenters questioned
whether these terms would include, for
example, a deficiency in a facility's
conditions of participation.

Response: We decline to further
define these terms, and believe that
whether someone’s professional
competence, professional performance
or financial integrity are implicated must
be determined based on all the
circumstances. However, the fact that
this authority can only be used in cases
where someone's program participation
has been curtailed militates against the
concern that someone would be
excluded for insignificant violations. In
addition, this authority is permissive,
and the OIG can and will exercise its
discretion in determining whether a
particular viclation warrants the severe
penalty of exclusion.

Comment: Commenters felt that the
OIG should consult with a sanctioning
agency before imposing an exclusion,
rather than providing notice after the
fact.

Response: By its delegated statutory
authority, the OIG has full discretion to
decide whether to impose a permissive
exclusion, and need not consult with
third parties including the original
sanctioning bodies. However, we would
note that in specific cases, the OIG may
decide to contact the original
sanctioning body to obtain relevant
information or guidance in deciding
whether to impose an exclusion.

® Section 1001.701

Comment: Several commenters
pointed out that the proposed regulatory
language in § 1001.701(a)(1) did not
comport with the statutory language
which specifies that the point of

reference is "'such individual's or
entity’s usual charges or costs.”

Response: We agree with these
concerns, and have amended the
regulatory provision accordingly.

Conunent: A number of commenters
suggested that the exception in
§ 1001.701(b}){2), permitting the
furnishing of items or services in excess
of the needs of individuals under certain
circumstances when such items or
services were ordered by a physician, is
too narrow and should be expanded to
include those situations where the item
or service was ordered by a health care
professional other than a physician,
such as a nurse practitioner or a clinical
psychologist.

Response: We agree, and have
amended the regulation to include a
physician or other authorized individual.

Comment: One commenter pointed out
that although current regulations specify
the sources of information that the OIG
will look to in making a determination
that items or services provided were in
excess of the needs of individuals or of
a quality that fails to meet
professionally recognized standards of
health care (§ 1001.101(b)), the proposed
rule did not include such a provision.
This commenter suggested that the final

_regulations should contain a similar list

of information sources.

Response: We agree. This provision
was inadvertently omitted from both
§§ 1001.701 and 1001.801 of the proposed
regulations. We have added provisions
specifying sources of information to
both sections in this final rule.

Comment: A number of commenters
asked that we define the phrase
“substantially in excess of the patient's
needs,” and one commenter suggested
that we adopt a definition from the
Home Health Agency manual. Along the
same line, some commenters suggested
that we amend the regulations to state
that liability under this section requires
a pattern of abuse, or a showing of
repetitive violations. One commenter
expressed the view that § 1001.701(a)(2)
should never be a basis for exclusion
since no standards exist for determining
whether care is substandard or
unnecessary.

Response: Section 1001.701{a){2)
implements section 1128(b}{6)(B) of the
Act, which is a recodification of an
authority which the Department has had
for many years (section 1862(d){1)(C) of
the Act). We have initiated a number of
cases under this authority and can
therefore speak from some experience.
In our opinion, it is unnecessary to
define the phrase “substantially in
excess of the patient's needs” or to limit
by regulations the OIG's discretion to
initiate cases that are not based on a

pattern of violations. Before we initiate
a case under this authority, the
Inspector General makes a
determination of liability based on all of
the facts available. This determination
is always made on the basis of expert
medical opinion, usually that of medical
reviewers from the Medicare carrier or
from the local PRO, and followed up by
a review by one of our own medical
officers. In fact, cases under this section
almost always originate with Medicare
carriers or other medical sources who
refer the case to'the OIG. Thus, on a
case-by-case basis, we are in a position
to determine whether the care provided
was substantially in excess of the needs
of the patient.

As evidenced by the legislative
history to this section, Congress did not
intend that the OIG automatically
exclude an individual or entity where
the violation was “an isolated or
inadvertent instance,” but to seek
corrective action in such cases.
Consistent with this intent, we would
rarely propose an exclusion for an
isolated and inadvertent instance.

However, if only one or two life-
threatening violations were brought to
our attention and we determined that
imposition of an exclusion under
§ 1001.701 was the most appropriate
remedy, we believe that it is consistent
with the intent of the statute for the OIG
to retain the discretion under these
regulations to initiate an exclusion
action, even absent a full-fledged
pattern of abuse.

Comment: A number of commenters
sought specific clarification of the scope
of § 1001.701(a)(2). Their concern related
to whether entities such as nursing
homes and home health agencies would
violate this section if they provided an
increased level of services to a patient
at the specific request of the patient and
at the patient’s own expense, e.g.,
private duty nurses, extra home health
services not reimbursable by Medicare,
or private rooms.

Response: Section 1001.701(a)(1) is not
intended to subject to liability those
who furnish an increased level of care to
a patient who has been informed that
such care is not medically necessary
and that neither Medicare nor a State
health care program will reimburse such
services, but who chooses to purchase
such services at his or her own expense.
For purposes of determining liability
under this provision, such services
would not be viewed as “substantially
in excess of the patient’s needs.”

Comment: Some commenters
requested clarification of the breadth of
the exception set forth § 1001.701(c)(2).
Specifically, they expressed concern
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about liability of laboratories and of
suppliers for items or services that are
provided and later determined to be
unnecessary or excessive.

Response: In general, the exception in
paragraph (c}(2) of this section will
protect such laboratories and suppliers
from liability. However, we are aware
that some suppliers have conspired with
physicians to obtain certificates of
necessity for items or services in order
to defraud the Medicare program. If, as
in that sort of situation, a supplier was
i a position to know that the items or
services were not necessary,

§ 1001.701(c){2) would provide no
protection from liability. With respect to
laboratories, although the exception
would normally protect a laboratory
from being subject to exclusion for
providing unnecessary tests ordered by
a physician or other authorized
individual, we wan: to make clear that
this does not mean that the laboratory is
entitled to be paid by Medicare or State
health care programs for such tests.
Notwithstanding the paragraph (b)(2)
exception, payments made to
taboratories for services later deemed to
be unnecessary may constitute
overpayments under HCFA regulations.

Comment: In the preamble to the
proposed rule, we requested comments
on whether to define by regulations the
terms “substantially in excess" and
“usual costs or charges” which are used
in § 1001.701(a). That provision
authorizes the exclusion of individuals
and entities that submit, or cause to be
submitted, bills or requests for payment
containing charges or costs that are
“substantially in excess of' the “usual
charges or costs” for such items or
services.

We received a number of comments in
response to our request, many from the
clinical laboratory industry. While most
commenters agreed that definitions
would be helpful, none were able to
suggest feasible ones. One commenter
suggested that any definition should
take account of the fact that it costs
laboratories more to deal with Medicare
than to deal with physicians, and should
permit Medicare to be charged more.
Another commenter suggested that we
consider such factors as the geographic
area in which the provider operates
(cost of overhead) and whether there is
a scarcity of practitioners in the area in
determining whether to permit higher
charges. One commenter felt that the
OIG should have to prove intent to
overbill Medicare in order to show
liability under this provision. Two
commenters noted that third-party
payors other than Medicare normally
allow the highest costs for laboratory

services, and suggested that the
appropriate comparison in charges is
between Medicare and other third-party
payors, not between Medicare and
physicians. One commenter objected to
the application of this provision to
laboratories at all.”

Response: Upon review of all the
comments and further consideration of
this issue, we have decided not to define
the terms “substantially in excess” and
“usual charges or costs" at this time. We
recognize that it would be helpful to the
public to have some additional guidance
on what standards the OIG intends to
apply in cases brought under
§ 1001.701(a)(1). However, in light of the
many different factors and variables
that may exist in the wide variety of
cases which could be investigated under
this provision, we have determined that
it is not feasible to define the terms by
regulation. Instead, the OIG will
continue to evaluate the billing patterns
of individuals and entities, including
clinical laboratories, on a case-by-case
basis.

* Section 1001.801

Comment: According to some
commenters, it was unclear what would
be considered a “substantial” failure to
provide medically necessary items or
services. These commenters indicated
that health maintenance organizations
(HMOs) should not be sanctioned for
denials because an enrollee did not seek
required prior approval or where the
HMO denies coverage for services
provided by a non-plan provider where
the HMO determines the services did
not meet “emergency” standards, or
where medical judgment to not provide
the services is made in accordance with
the HMQ's standard operating policies.
A commenter questioned whether this
would apply if there was a delay in
providing routine services.

Response: In determining whether an
exclusion should be imposed, legitimate
reasons for denying services will be
considered. However, HMOs may use
“procedures” as a pretext justification,
and it is the OIG's responsibility to
evaluate all circumstances to determine
whether the HMO properly or
improperly failed to provide medically
necessary items or services.

Comment: Some commenters believed
that the OIG lacks the expertise to
determine whether there is a substantial
failure to provide medically necessary
items or services, and stated that the
OIG's decision should be based on
medical review by the carrier or the
PRO. The comments indicated that the
OIG should defer to HCFA and the
States, which are primarily responsible

for regulation of HMOs, in determining ~
whether an exclusion is appropriate.

Response: We have included in the
final regulations the sources on which
the OIG’s decision to exclude under this
authority will be based. These are PROs,
State or local licensing or certification
authorities, fiscal agents or contractors,
private insurance companies, State or
local professional societies or other
sources deemed appropriate by the OIG.
Although the OIG may consider the
views of HCFA or a State, or any other
entity, the OIG has the delegated
authority to impose an exclusion under
these circumstances and it is the OIG
that must ultimately evaluate the facts
to determine if an exclusion is
appropriate.

Comment: One commenter asked
whether an HMO could be excluded if
an independent contractor failed to
provide medically necessary services.

Response: Section 1128(b)(6)(C) of the
Social Security Act provides that an
HMO can be excluded under these
circumstances. As a practical matter, we
intend to use this authority only where
the HMO had sufficient responsibility
for this act, e.g., if problems concerning
a physician’s professional competence
had been brought to the attention of the
HMO, but it failed to take any
appropriate action. Since the HMOs are
selecting the service providers, and
beneficiaries place their trust in the
HMO'’s ability to select qualified
providers, the HMOs must and should
take responsibility for their selection.
This provision will help assure that this
occurs.

Comment: A commenter pointed out
that these regulations should state that
an exclusion may occur for failure to
provide medically necessary services to
any persons regardless of whether those
persons are covered by Medicare or
Medicaid.

Response: Section 1128(b)(6)(C) of the
Act provides that this exclusion only
applies to a failure to provide medically
necessary items or services to
individuals who are covered under a
Medicaid plan, or a waiver under the
Medicaid program under section
1915(b)(1) of the Act, or to individuals
covered under a risk-sharing contract
under section 1876 of the Act. Thus, it
would be beyond our statutory authority
to expand this regulation as suggested.

* Section 1001.901

Comment: Commenters believed that
the statute does not authorize an
exclusion where a CMP is not imposed
or where a CMP proceeding is not
commenced.
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Response: Imposition of a CMP is not
a predicate to imposing an exclusion
under this authority; rather, exclusion is
an alternative remedy, to be used
instead of or in conjunction with a CMP
or criminal proceeding depending on the
circumstances. The legislative history to
section 1128(b)(7) of the Act states that
“[tlhe Secretary could exercise this
authority to exclude an individual or
entity without the necessity of imposing
a civil money penalty or obtaining a
criminal penalty or obtaining a criminal
conviction.” (House Report No. 100-85,
106th Cong,, 1st sess., 9.)

Comment: Some commenters
indicated that if someone successfully
defended against imposition of a CMP,
those same defenses should apply to bar
the imposition of an exclusion.

Response: We agree. If a respondent
successfully defends against imposition
of a CMP, we would not then impose an
exclusion under § 1001.901 based on the
conduct at issue in the CMP case.

Comment: One commenter felt that a
CMP, rather than an exclusion, should
be imposed for a first offense, since a
CMP gives the programs a chance to see
if corrective action will be taken.

Response: We reject this comment
since the OIG has the right and
responsibility to exercise its discretion
in all cases, including first offenses, to
determine whether an exclusion is
appropriate.

¢ Section 1001.851

Comment: One commenter urged that
the Inspector General recommend that
the exemption under section 1128B of
the Act for payments to employees be
revoked because outsiders cannot
compete for the services employees of
referring physicians provide.

Response: This issue was addressed
at length in the preamble to the OIG
“safe harbor" regulations. {See 58 FR
35952, July 29, 1991.)

Comment: One commenter questioned
whether violations of the anti-kickback
statute would depend on the kind of
health care provider involved in the
remuneration scheme.

Response: By its term, section 11288
of the Act applies to “whoever” engages
in a kickback. The term “whoever”
means any individual or entity,
regardiess of the kind of items or
services they provide.

Comment: One commenter proposed
that consideration of “[a]ny other facts
bearing on the nature and seriousness of
the individual’s or entity’s misconduct”
for purposes of determining the period of
exclusion was too vague to be evenly
applied and, therefore, should be
deleted throughout the regulations.

Response: The purpose of such a
“catch-ull" provision is to afford the
decisionmaker some leeway to consider
certain highly relevant facts which
relate to that particular exclusion.
Exactly what these facts might be, other
than the fact that they must relate to the
“nature and seriousness” of the
excluded party's conduct, depends
entirely on the particular circumstances
of the case. We believe that justice is
best served if such leeway is afforded
the decisionmaker.

Comment: One commenter suggested
that the financia! condition of the
excluded party should be considered
when determining the length of
exclusion under §§ 1001.901 and
1001.951.

Response: As we stated in the
proposed rule, financial condition is
relevant only to the amount of a penalty
or agsessment and not to the length of
an exclusion. For further discussion, see
section IV.D. of this preamble.

Comment: One commenter inquired as
to the reason why the aggravating and
mitigating factors present in other
exclusion authorities were not
incorporated in this authority.

Response: Generally, aggravating and
mitigating factors are applied to
situations where there is either a
benchmark period of exclusion or some
other specific period of time that would
otherwise set the exclusion period. Here,
as with § 1001.901, there are no such
periods so that it is appropriate to look
only at factors that would help
determine an appropriate period of
exclusion given the particular facts of
each case.

Comment: Many commenters objected
to § 1001.951(a)(2}{i) which provides that
any individual or entity that has offered,
paid, solicited or received remuneration
as described in section 1128B(b) of the
Act is subject to exclusion so long as
one of the purposes of such
remuneration is unlawful under the
statute—the so-called “one-purpose”
rule. That is, liability could not be
avoided by the fact that there may also
have been some additional, lawful
purpose for the remuneration. Some
commenters also asserted that the one-
purpose rule is unfairly broad because it
would include activities that are
nonabusive or beneficial to the
Medicare program.

Response: The focus of the inquiry is
whether an individual or entity has
deliberately and intentionally paid or
received remuneration to induce the
referral of program-related business. We
believe it, if the OIG has demonstrated
this conduct, the statute does not require
the OIG to further prove that the illegal
purpose was the primary factor

motivating the conduct. We believe that
this broad interpretation of the statute is
supported by the courts (see United
States v. Greber, 760 F.2d 68 (3d Cir.)
cert. denied, 474 U.S. 988 (1985); United
States v. Bay State Ambulance and
Hospital Rental Service, Inc., 874 F. 2d
20 (1st Cir, 1989); and United States v.
Kats, 871 £.2d 105 (8th Cir. 1989)).

With respect to conduct that may
technically constitute a violation but
that should nevertheless be protected,
Congress, in recognition of ihe broad
reach of the anti-kickback statute,
provided for the development of *safe
harbors.” These regulations describe
various business and payment practices
that, although they violate the anti-
kickback statute, will not be treated as
criminal offenses under section 1128B(b}
of the Act and will not serve as a basis
for a program exclusion under section
1128({b)(7) of the Act. (See section 14 of
Public Law 100-93.) For further
discussion on the reach of the anti-
kickback statute, we recommend that
individuals refer to the “'safe harbor”
regulations (56 FR 35952, July 28, 1991).

Comment: One commenter
recommended that we include in
§ 1001.951 a provision that proof that a
lawful purpose existed for an otherwise
unlawful kickback could provide a basis
for decreasing the length of exclusion.

Response: Although we suggested in
the preamble of the proposed rule that
there are circumstances where a lawful
purpose for the remuneration may lead
to a reduction in the proposed period of
exclusion, in most cases we believe that
it would not and should not.
Consequently, we believe that such
arguments are best considered under
§ 1001.951(b})(iv) which provides for
consideration of “[a]ny other facts
bearing on the nature and seriousness of
the individual's or entity's misconduct.”

* Section 1001.1001

This section permits the exclusion of
entities that are owned or controlled by
an individual who has been criminally
convicted, has had CMPs imposed on
him or her, or who has been excluded
from Medicare or a State health care
program.

Comment: One commenter suggested
that this provision violates the due
process requirements because there is
no rational relationship between the
acts of the individual and the entity.
One commenter expressed concern that
an entity could be excluded when it did
not even know that an individual was
sanctioned. Another commenter stated
that the entity should have an
opportunity to cure the problem prior to
exclusion, and one commenter



Federal Register / Vol. 57, No. 19 / Wednesday, January 29, 1992 / Rules and Regulations

3309
i

questioned whether an entity could do
this based on §§ 1001.3002(c) (1) and (2),
which provide that an entity will be
reinstated when it shows that it has
terminated its relationship with the
sanctioned individual. Another
commenter argued that if the individual
has not been excluded from Medicare or
the State health care programs, that the
entity should not be excluded either.

Response: In accordance with section
1128(b)(8) of the Act, the Secretary is
authorized to exclude any entity in
which a person with an ownership or
controlling interest, or an officer,
director, agent or managing employee,
has been sanctioned for certain
program-related offenses. The
regulations merely implement the OIG's
authority in accordance with section
1128(b)(8). The purpose of this provision
is to ensure that the programs do not
indirectly reimburse excluded
individuals through payments to entities
that they control or own or with which
they have any significant relationship.
Further, section 1128(b)(8) of the Act
should encourage entities to scrutinize
the background of individuals with
whom they plan to embark on a
significant relationship before they hire
the individual or grant him or her a
controlling interest. Thus, excluding an
employer who has a significant
relationship with any individual who
has been sanctioned for program-related
offenses is rationally related to the goal
of protecting the Medicare and Medicaid
programs,

Moreover, in these cases, the OIG will
always issue a letter prior to imposing
the exclusion that notifies an entity of
the OIG's intention to exclude it because
of its relationship with a sanctioned
individual. This letter states that the
entity may supply the OIG with any
mitigating information. Thus, the entity
is always given an opportunity to cure
the situation, such as by terminating its
relationship with the sanctioned
individual, and notifying the OIG of that
fact before the OIG makes a final
decision as to whether to exclude the
entity.

If an entity, after receiving the OIG's
notice of intent to exclude under
§ 1001.2001, can prove that it has
terminated or modified its relationship
with the sanctioned individual in
accordance with the conditions of
§§ 1001.1001(c) (1) or (2), that individual
would not be excluded by the OIG.
Similarly, the OIG will reinstate an
entity as soon as it determines that the
sanctioned individual no longer has the
proscribed relationship with the entity
(§8 1001.3001(c) (1) and (2)). Thus, it
would be extremely unlikely that the

OIG would exclude an entity which,
when notified of its problematic
relationship with a sanctioned
individual, promptly severed it.

Comment: Commenters expressed
concern about how the term “entity”
would apply to a corporation with many
subsidiaries. In a case where one
subsidiary had a relationship with a
sanctioned individual, commenters
questioned whether only the subsidiary
would be excluded, or whether all
parent and related corporations could
be excluded. Commenters argued that
this broad interpretation would simply
lead to unnecessary restructuring of
entire organizations to insulate the
entire entity. Commenters further
recommended that the exclusion be
limited to the corporate site involved, or
that the OIG should have to prove that
the entire entity actively encouraged or
knowingly tolerated the offending
behavior.

Response: The statute contemplates
excluding an entity that has a
substantial relationship with a
sanctioned individual. While it may
often be possible to target only one
offending subsidiary or site for
exclusion, we believe that there are
situations where an entire corporate
entity may be found to have a
substantial relationship with one
individual who deals primarily with one
of its subsidiaries. In deciding whether
to exclude an entire corporate network
or one isolated subsidiary, we intend to
evaluate the nature and extent of the
relationship and determine what parties
were actually at fault for engaging in a
relationship with a sanctioned
individual, as well as which entities the
sanctioned individual actually controls.
The OIG will always consider whether
the interests of the programs and their
beneficiaries are furthered by excluding
an entire corporate network.

Comment: The statute and regulations
provide for the exclusion of an entity
whose agent is a sanctioned individual.
Commenters expressed concern as to
whether “agent” includes even low-level
employees or independent contractors
and argued that, to trigger an exclusion,
the “agent” should have a substantial
relationship with the entity.

Response: We agree that the term
“agent” is vague and therefore have
included in the final regulations a
definition of “agent” essentially
modeled after a definition set forth in
HCFA regulations (42 CFR 455.100)
which implement section 1126 of the
Act, which is referenced in section
1128(b)(8)(A)(ii) of the Act. We are
defining “agent” as anyone who has the
express or implied authority to obligate

or act on behalf of an entity. We intend
for this to apply to agency relationships
where the agent has, or is able to have,
a significant role in the entity. For
example, this definition includes a
situation where an excluded individual
transferred control of an entity to his or
her spouse, but still, in fact, acts on
behalf of the entity or exercises some
control over the entity. In such a case,
the excluded individual would be an
agent because he or she would have, at
a minimum, the implied authority to act
on behalf of the entity. Of course, it is
not necessary to prove that someone is
an agent if that person falls into another
category of enumerated relationships.
Thus, in the example cited above, ifa -
State has community property laws, it
may be possible to exclude the entity
because the excluded spouse still has a
legal ownership interest in the business,
regardless of whether that spouse meets
the definition of “agent.”

Comment: Some commenters stated
that this provision is overly broad and
should be restricted to only those cases
where the sanctioned individual
exercises control over the day-to-day
operations of the entity.

Response: We disagree with this
comment. The regulations are a proper
interpretation of statutory authority, and
the legislative history establishes that
Congress thought ownership alone, or
one of the other relationships alone, was
enough of a substantial relationship to
warrant exclusion. (House Report 100-
85, supra at 10.)

Comment: One commenter expressed
concern that an entity could be excluded
because of its relationship with an
individual who had to pay a minimal
monetary penalty, and suggested that
the regulations set forth a minimum
penalty that would have to have been
imposed before the entity could be
excluded.

Response: We take into account the
amount of the penalty in determining
whether an exclusion is appropriate.
However, we believe the most important
factor to consider in determining
whether to exclude an entity because of
its relationship with a sanctioned
individual is the circumstances
surrounding, rather than merely the
amount of, the penalty.

Comment: One commenter questioned
whether prohibitions on the various
ownership or control relationships set
forth in proposed paragraphs
(a)(1)(iii)(A)~(F) of § 1001.1001 apply
only to individuals who were excluded,
or to all sanctioned individuals who
were criminally convicted or subject to
a CMP, as defined in proposed
§§ 1001.1001(a)(1} (i} through (iii).
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Response: We have revised the final
regulations to make it clear that entities
may be excluded for having any of the
specified relationships with any
sanctioned individual as defined in
§§ 1001.1001(a)(1) (i) through (iii). We
are also adding the word “ownership” to
the first factor in this list of
relationships. That term was
inadvertently omitted from the proposed
regulations and is consistent with
section 1124(a}{3) of the Act.

Comment: One commenter guestioned
our definition of “indirect ownership
interest.” The commenter stated that
since the proposed regulations provide
that indirect ownership interest includes
an ownership interest through any other
entities, use of the term “includes”
suggests that the term “indirect
ownership interest” covers other
relationships that are not specified in
the regulations. In addition, the
commenter questioned the example
given in the proposed regulation that
stated that an individual has a 10
percent ownership interest in the entity
at issue if he or she has a 20 percent
ownership interest in a corporation that
wholly owns a subsidiary that is a 50
percent owner of the entity in issue. The
commenter argued that the indirect
owner may have no control over the
actions of the target entity, and stated
that it is unclear how ownership would
be calculated in a situation which is
more complex.

Response: We have modified the final
regulations to replace the word
“includes” with “means.” The example
used in the proposed rule was merely
illustrative to show that an entity may
be excluded if a sanctioned individual
has even an indirect ownership
relationship, which is consistent with
the statute. We recognize that complex
situations will require an analysis of the
extent of the ownership interest, but this
must be determined on a case-by-case
basis.

* Sections 1001.1101 and 1001.1201

These provisions implement sections
1128(b) (9). (10) and {11) of the Act
which permit the exclusion of an
individual or entity that fails to disclose
certain information, including payment
information.

Comment: One commenter argued
that exclusions should be imposed only
after the subject individual or entity has
an opportunity for a hearing before an
ALJ.
Response: We do not believe that due
process requires a hearing before an AL]J
before an exclusion under these
regulations is imposed, for the reasons
discussed in section IV.F.1. of this
preamble. However, § 1001.2001

provides that, prior to exclusion, an
individual will receive notice of intent to
exclude describing the payment or other
information that was not disclosed as
requested by the Department, and gives
the individual 30 days to comply with
the request before the exclusion is
implemented. In this way, exclusions
will not be imposed for inadvertent
failures to comply with statutory or
regulatory disclosure requirements,
since the subject individual or entity
will have an opportunity to cure the
problem prior to imposition of exclusion.

Comment: One commenter contended
that the regulations give no criteria as to
what constitutes a failure to provide
information, and that there is no
requirement that the request for the
information be reasonable, relevant, or
that specific information requested be
identified. The commenter argued that
these regulations violate constitutional
rights, and that the regulations should
state that the exclusion is applicable
only if there is some probable cause or
reasonable basis for the disclosure
through the OIG’s subpoena power.

Response: These regulations provide
for exclusion where information is not
provided which is already required by
statute or regulation, or information
which is necessary to determine
appropriate program reimbursement.
The successful operation of the
programs is based, in large part, on the
government having access to
information. As noted above, an
individual will have 30 days to respond
before an exclusion is imposed.

Comment: Several commenters
expressed concern that an individual or
entity would be excluded for declining
to provide the information for legitimate
reasons, such as the physician-patient
privilege.

Response: Much of the information
required to be provided in §§ 1001.1101
and 1001.1201 relates to ownership
interests or significant business
transactions which will not implicate
patient records. Moreover, to the extent
that patient records are sought, the
Federal government's interest in such
records supercedes State confidentiality
privileges, as discussed later in this
preamble. With respect to § 1001.1201,
the information being requested is
limited to that necessary to determine
whether payments should be made and
the amount thereof, information that is
fundamental to the proper
administration of the programs.
However, as stated above, an individual
will have 30 days to comply prior to
imposition of an exclusion
(8 1001.2001{a}). If an individual or
entity believes it is unable to provide
the requested information, whether on

the basis of privilege or other reason, it.
should notify the OIG of that fact during
this 30 day period, and the OIG will
consider this information in determining
whether an exclusion is appropriate.

Comment: One commenter expressed
concern that excluding an individual in
accordance with § 1001.1101 for giving a
government representative incorrect
information is an extraordinary
punishment when the individual was
unaware that the information was
incorrect. Another commenter suggested
that the regulations should include a
statement made in the preamble to the
proposed regulations that the OIG does
not intend to take action based on
isolated or unintentional failures unless
such failures have a significant impact
on the program or beneficiaries.

Response: As stated in the preamble
to the proposed regulations, the proper
administration of the programs depends
upon the Department having access to
information that is required by statute.
However, the OIG does not expect to
take action based on isolated or
unintentional failures to supply
information unless such failures have a
significant impact on the programs or
their beneficiaries. We believe it is
unnecessary to include a statement in
the regulations as to the circumstances
when the exclusion would be imposed,
because it is within the OIG's discretion
to determine what failures will have a
significant impact on the program or
beneficiaries, and when an exclusion is
appropriate.

e Section 1001.1301

This authority permits the exclusion
of individuals or entities who fail, when
a proper request has been made, to
grant immediate access to the Secretary,
State survey agency or other entity for
the purpose of conducting surveys and
other reviews, or who fail to grant
immediate access to the OIG or State
MFCUs for the purpose of reviewing
documents to determine if a statutory or
regulatory violation has occurred.

Comment: Commenters contended
that the searches authorized by the
regulations are unconstitutional. They
argued that warrants should be
required, and that the regulations should
require that the OIG and MFCUs have
probable cause to believe that there is &
violation of statutory or regulatory
requirements, rather than “information
to suggest™ a violation.

Response: This Department can
request through appropriate channeis
that a search warrant be obtained. In
granting survey agencies, the OIG and
MFCUs the authority to gain immediate
access to documents or to an institution
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by threatening exclusion, Congress
plainly intended to grant these entities
broader and additional authority that is
not subject to the restrictions suggested
in the comments. Administrative
warrantless searches have heen upheld
by the Supreme Court (see New York v.
Burger, 482 U.S. 691 (1987); United
States v. Biswell, 406 U.S. 311 (1972})). In
Burger, the Court set forth the three
criteria that must be met in order for
such searches to be constitutional: (1)
There must be a substantial government
interest that informs the regulatory
scheme in accordance with the
inspection made; (2) the warrantless
searches must be necessary to further
that scheme; and (3) the statutory
scheme must provide an adequate
substitute for a warrant. To meet this
third eriterion, the statutory scheme
must be sufficiently comprehensive and
defined so that the subject cannot help
but know that his or her property will be
subject to periodic inspections
undertaken for specific purposes, and
the statutory scheme must limit the
discretion of the government inspectors
in terms of time, place and scope. We
believe each of these criteria is met
through the statute and implementing
regulations that are published today.

First, the government interest in the
administration of its health care
programs is obvious. The government
must be able to protect the health and
welfare of the beneficiaries of its
programs, and must be able to assure
that government payments are lawful
and appropriate. Quality of care is
critical to every program beneficiary,
and proper government reimbursement
is essential given the escalation of
health care costs in our nation and the
need for the proper distribution of
limited public funds.

Second, warrantless searches are
necessary to further the statutory
schemes of Medicare and State heaith
care programs. With regard to searches
by survey facilities, it is critical that the
programs have the ability to evaluate
conditions of these facilities to be
certain that appropriate care is given.
With regard to searches by the OIG and
MFCUs, these searches are limited to
review of documents necessary to
determine if good care is being provided
and if government payments are proper.
In all of these situations, the process of
getting a warrant might alert health care
providers of the investigation, and
thwart the investigation’s goals.

Third, the statutory schemes of
Medicare, Medicaid and other programs
covered by these regulations are
sufficiently comprehensive such that
providers can reasonably expect

administrative searches, and the
restrictions on the discretion of those
seeking immediate access in terms of
time, place and scope are also
reasonable. With regard to searches by
survey agencies, all facilities subject to
such searches have, by their
participation, consented to such surveys,
and should reasonably be aware that
surveys are part of the statutory scheme.
We agree that it is reasonable to limit
the scope of a survey to ordinary
business hours, but facilities such as
hospitals and nursing facilities are open,
and are caring for benefictaries, 24 hours
a day, and therefore, must be subject to
searches at any time. For example, it
may be necessary to conduct a survey in
the middle of the night to determine if
nighttime staffing is truly adequate.

The places of such inspeetions are
also specified. Inspections may only be
made of entities that represent
themselves to be apecific types of
institutions—such as a hospital, home
health agency or laboratory—and the
types of institutions subject to
inspection are clearly delineated in the
regulations. Finally, the scope of such
searches are also defined, that is, the
inspectors may examine the premises
and documents that are necessary to
allow a survey agency to determine
whether that facility meets statutory
standards that are specified in the
regulations.

With regard to searches by the OIG or

'MFCUSs, by regulation the scope of the

searches are narrowly tailored in that
they are limited to searches for
documents. Everyone who participates
in the government health care programs
is, or should be, aware by the nature of
the detailed statutory and regulatory
schemes governing such programs, and
the fact that they are entering into a
business arrangement with the
government, that the government can
and must review records relating to their
participation in the health care
programs. In some cases, this will
involve review of records for patients
not covered by government programs,
but those who participate are aware of
the need for government review of the
provider’s quality of care. Further, the
regulatory scheme imposes proper
limitations. The regulations provide that
the request must be made during
reasonable business houra. The searches
are limited in place, since they only
involve review of records rather than
inspections of premises, and they are
limited in scope as only involving
searches which are necessary for the
OIG or MFCUs to fulfill their statutory
and regulatory functions.

Requiring access in cases where the
O1G or 8 MFCU has reason to suggest
there is a statutory or regulatory
violation is a proper implementation of
the statute. As the legislative history
states, Congrese intended that requests
for immediate access by the OIG
MFCUs “only apply to situations where
there is information te suggest that the
individual or entity has violated
statutory or regulatory requirements
under titles V, XI, XVIII, XIX or XX."
(House Report 100-85, supra at 10.)
Moreover, searches where there are
“reasonable grounds” to believe a
violation of law has occurred have been
upheld where they meet reasonable
legislative or administrative standards,
as is the case here (see Griffin v.
Wisconsin, 483 U.S. 868 (1986)).

Comment: A number of commenters
believed that the regulations should
state that individuals or entities will not
be excluded under § 1001.1301 due to
clerical errors in failing to provide
information.

Response: Whether exclusion is
appropriate will depend on the
circumstances surrounding the failure to
provide information, and there may be
differing views on whether a failure to
provide information was truly
inadvertent. We decline te include the
limitation suggested by the comments in
the regulations, but, as a practical
matter, the OIG does not intend to use
this authority in cases where the failure
to provide information was inadvertent.
Moreover, a provider can avoid this
problem by simply giving the
information that was erroneously not
provided to the requesting agency at the
time the request for immediate access is
made.

Comment: Commenters pointed out
that any request for immediate access
should be based on information that
suggests a serious violation of sectiens
1128A or 1128B of the Act.

Response: Section 1128{b)(12} of the
Act does not limit this authority to use
only in cases of suspected violations of
sections 1128A or 1128B.

Comment: One commenter questioned
the Secretary's authority to authorize
searches by MFCUs.

RBesponse: The commenter is
mistaken. Section 1128{b)(12)(D) of the
Act specifically authorizes immediate
access to MFCUs. However, by
regulation we are requiring that written
requests for documents made by MFCUs
be signed by the IG or his or her
designee.

Comment: Commenters felt that
MFCUs should be given immediate
access in the same way State survey
agencies are.
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Response: State survey agencies are
not only reviewing documents, but need
access to a facility to determine current
conditions. Although there is always a
risk that documents will be destroyed or
altered, the regulations provide that in
cases where the MFCU has reason to
believe that such destruction or
alteration will occur, the MFCU can
have on the spot access. Otherwise, we
believe it is reasonable to allow
providers some period of time to
compile and review records. Of course,
if it is later determined that a provider
altered or destroyed records, the
provider may be subject to sanctions,
for example, for obstruction of an
investigation.

Comment: Commenters stated that
while the regulations require access to
detlermine if laboratories meet the
requirements of sections 1861(s) {12) and
(13) of the Act, these sections do not
relate to laboratories.

Response: We have corrected these
statutory references in the final
regulations.

Comment: According to several
commenters, when requesting
immediate access, the OIG should
provide the individual or entity with a
written statement of the subject’s rights,
and obligations, and this statement
should include the definitions of
“reasonable request” and “immediate
access.”

Response: We agree, and have
incorporated this in the final regulations.
This statement, which will be in the
form of a letter requesting immediate
access, will set forth the nature of the
request such as the documents sought,
the authority for it, and will also serve
as the notice of intent to exclude and
opportunity to response (in lieu of any
such notice and opportunity under
§ 1001.2001), explaining the potential
exclusion sanction and the length of the
potential exclusion.

Comment: A number of commenters
indicated that the regulations should set
forth the OIG’s statutory functions that
can be the basis for a request for
immediate access.

Response: The OIG's authority is
derived from 5 U.S.C. App. 3. We do not
believe it is necessary to include this in
the regulations, but the authority for the
request for immediate access will be
included in the letter requesting access.

Comment: Commenters pointed out
that a party should be allowed to know
what information the OIG or a MFCU
has that leads the OIG or the MFCU to
believe the party has violated a
statutory and regulatory requirement at
the time access is requested, rather than
having this information told only to an
AL] at an exclusion hearing.

Response: In advising a party of the
documents requested, the statutory
authority for the request, and the name
of the official authorizing the request, a
party has enough protections by which
to verify the legitimacy of the request. A
party has no right to know the nature of
the underlying investigation. It is not
appropriate for the OIG or a MFCU to
reveal sources of information or the
nature of the investigation, since a party
is obligated to comply regardless of the
nature of the investigation, and since
providing such knowledge could impede
the investigation.

Comment: In requests for immediate
access by survey agencies under
§§ 1001.1301(a)(1) (i) and (ii), some
commenters believed that it is unclear
whether access to documents or to the
physical premises is permitted. Where
access to the physical plant is sought,
commenters felt that the regulations
should provide for access that will not
unduly interfere with patient privacy
and treatment.

Response: Survey agencies have the
right to review both the physical plant
and documents. Congress intended for
this provisions to grant survey agencies
the ability to determine the extent of
compliance with relevant requirements;
both the physical plant and documents
are important sources of information.
Survey agencies need the flexibility to
be able to conduct surprise surveys, but
it is expected that any interference with
patient privacy or treatment would be
only that which is necessary to enable
the survey agencies to fulfill their
statutory functions.

Comment: Several commenters stated
that the regulations provide that a party
will not be considered to have failed to
provide immediate access if, in response
to a request by the OIG or a MFCU, a
party can provide a compelling reason
why documents cannot be produced.
According to the comments received,
this exception should also be included in
the regulations applicable to requests
for access by survey agencies under
§§ 1001.1301(a)(1) (i) and (ii).

Response: We agree and have
modified the final regulations
accordingly.

Comment: One commenter indicated
that the regulations should require that
the request be made to a person with
authority.

Response: We intend to make the
request to someone in control. With
respect to requests for documents, the
request will be addressed to the
custodian of records. With respect to
requests for access by survey agencies,
the request will be made to the owner,
administrator or other person

functioning in that capacity, or his or her
delegatee.

Comment: Numerous commenters
criticized the definition of “failure to
grant immediate access” in the context
of requests by the OIG or MFCUs. Many
commenters argued that a 24 hour
period is too short and would not give
the subject enough time to verify that
the request is genuine or to determine
whether it had custody of the requested
documents. Commenters suggested that
the time for compliance should be tolled
while the subject is verifying the
legitimacy of the request. Further, some
commenters felt that providing 24 hours
was too long a period of time and that
the information should be required on
the spot in all situations.

Response: We believe that 24 hours is
enough time for subjects to verify the
legitimacy of the request. We believe
that problems with identifying the
appropriate person to be called will be
alleviated because this information will
be included in the statement of rights
that will be provided to the subject. The
subject can compile the documents
while verifying the legitimacy of the
request at the same time. Moreover, the
regulations do not require that any
copies be made, but only that the
records be made available. Finally,
subjects will not be excluded if they can
provide a compelling reason why the
request cannot be satisfied.

Comment: Commenters believed that
it is not clear how the OIG can
determine that there are exigent
circumstances, i.e., risk of destruction,
that justify on the spot access in the
absence of probable cause. Commenters
argued that exigency must be
determined from an objective
perspective. Exigent circumstances
could always be deemed to occur in a
case involving fraud.

Response: We do not intend to use
this authority in every case, but we must
have an ability to obtain documents
immediately if there is a legitimate
concern that the documents will be
altered. We believe this will be resolved
by looking at the circumstances
surrounding a case. For example, if a
subject has been extremely recalcitrant
in providing information, or if the OIG
had previously been provided with
information from this subject that
included altered documents, that would
be reason to believe that this act may
occur again. We have revised the
regulations to clarify that exigent
circumstances apply where the OIG or
the MFCU reasonably believes that the
documents will be altered or destroyed.

Comment: Some commenters argued
that the regulations exceeded statutory
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authority in providing for an exclusion
longer than the length of time access
was denied up to 90 days. One
commenter suggested that the exclusion
should last at least one year from the
date access was denied.

Response: Section 1128{c}{3)(C]} of the
Act expressly limits the length of the
exclusien for an individual, but does not
impose any limitation on the length of
the exclusion for an entity. The
regulations, in setting an upper limit for
individuals but not for entities, properly
implement the statute. Moreaver, we
believe that the circumstances
surrounding the failure to provide
information can so vary that it weuld be
inappropriate to set forth a minimum
tength of exclusion period.

Comment: Some commenters telt that
the proposed regulations did not
sufficiently protect individual privacy
rights or the confidentiality of medical
records. Some commentiers felt that only
the records of program beneficiaries
should be made available to the
government. One commenter believed
that the final rule should affirmatively
state that patients do not waive their
privacy rights by participating in a
government health care program.

Response: We disagree with these
comments. All health care providers, as
a condition of their participation in the
Medicare and Medicaid programs, are
obligated to furnish to the government
any records or other confidential
information necessary to determine
appropriate reimbursement (see, for
example, sections 1815{(a) and 1833(e) of
the Act). Thus, under Federal law, the
government's interests in ensuring the
integrity of its health care programs
supercedes patients' privacy rights
under certain conditions. As part of the
mandate to investigate fraud and abuse
in the Medicare and State health care
programs (5 U.S.C. App. 3. 6{a}{(2])). the
Inspector General may need to review
health care providers' medical records
in order to determine whether there has
been a violation of one or more
authorities implemented under these
regulations. In deciding whether to seek
access to confidential information
during the course of an investigation, the
IG attempts, on a case by case basis, to
strike a fair balance between the
privacy rights of patients and the
Federal interest in obtaining and
safeguarding evidence. Whenever
confidential information is material to
an investigation, the IG's policy is to
assess whether the Federal interest in
the information outweighs the privacy
concerns of individuals involved. For
example, if there is evidence that a
psychiatrist sough$ Medicaid

reimbursement for individual therapy
sessions when he or she actually
provided group therapy {which is
reimbursed at a lesser rate}, obtaining
access to the psychiatrist's appointment
book may be essential to determine
whether the psychiatrist committed
fraud.

The IG’s approach fully accords with
established legal precedent in this area.
When the government seeks
confidential records in order to enforce
a statutory scheme enacted to protect
the public health or safety, the public
interest prevails over individual claims
of privacy (see United States v.
Westinghouse Electric Corporation, 638
F. 2d 570 (3d Cir. 1970)}. In particular,
there is a compelling public interest in
investigating fraud committed against
government health care programs, and
privacy protections afforded under State
law must succumb to that interest (see
St. Lukes Regional Medical Center, Inc.
v. United States, 717 F. Supp. 665, 666
(N.D. Iowa 1989)). We believe that these
regulations allow for lawful and
appropriate disclosure of confidential
information that is material to Medicare
and Medicaid fraud investigations. They
are not intended to protect unnecessary
invasions of privacy.

* Section 1001.1401

This provision permits the exclusion
of hospitals that fail to comply
substantially with corrective action
plans required by HCFA in accordance
with section 1886(f)(2)(B) of the Act,
which are imposed to correct practices
that circumvent the prospective
payment system.

Comment: One commenter questioned
that part of the preamble to the
proposed regulations that stated that
issues relating to the underlying
inappropriate admissions or practice
patterns may not be contested in an
exclusion hearing. The commenter was
concerned that there be an appeals
mechanism for the underlying issues.

Response: The OIG has the authority
to exclude a hospital that has failed to
comply substantially with a corrective
action plan under section 1886(f}(2] of
the Act. Section 1886(f)(2) provides that
the provisions of sections 1128(c)-(g)
apply to determinations made under
section 1886(f)(2). Sections 1128{c}{g)
set forth procedures relating to
implementation of exclusions, including
rights to appeal. A provider will,
therefore, have the rights to appeal
provided for in sections 1128(c)}-{g)} to
appea} the merits of the determination

that it has failed to comply suhstgntially

with a corrective actien plan.

» Section 1001.1561

This provision permits the exclusion
of individuals who default on health
education loans or scholarship
obligations.

Comment: Commenters stated that
there is little relationship between
failure to pay one’s scholarship
obligations and the right to participate
in Medicare. Moreover, these
commenters indicated that this section
seems extremely unfair to an entity,
which could be excluded under
§ 1001.1001 based on the actions of a
single individual who failed to pay
student loans.

Response: A physician reaps financial
benefits from participating in Medicare
and Medicaid. There is plainly a
connection between requiring a
physician who is benefitting from
government programs to meet his or her
financial obligations to the government,
by repayment of loans. These
regulations are a proper interpretation of
statutory authority (section 1128(b)(14)
of the Act). An entity will always have
an opportunity to terminate its
relationship with a sanctioned
individual before an exclusion will be
imposed.

Comment: Section 1128(b)(14)(B) of
the Act requires that the Secretary take
into account access of beneficiaries to
physician services in determining
whether to impose an exclusion, and
this should be included in the
regulations.

Response: We agree, and have
changed the final rule aceordingly. We
have also included in the regulations the
other limitation set forth in section
1128(b)}{14}A)}, which mandates that the
Secretary may not exclude a physician
who is the sole community physician or
the sole source of essential specialized
services in & community if a State
requests that the physician not be
excluded.

Comment: Some commenters stated
that although the regulation provides
that the OIG must determine that the
PHS has taken all reasonable
administrative steps to obtain payment
of the loans or other obligations before
imposing an exclusion, it fails to state
what steps are reasonable.

Response: The Secretary is expected
to use alternative administrative tools
whenever feasible. Whether it is
feasible or reasonable to use elternative
administrative means will depend on the
circumstances surrounding a particular
case.

We are, however, clarifying
§ 1003.1501{a)(2) to indicate that
whenever PHS has complied with the
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Medicare offset provisions of section
1892 of the Act, the OIG will find that
“all reasonable steps"” have been taken
and that no other administrative steps
are necessary. The basis for this policy
is that, in enacting an almost identical
exclusion authority in section
1892(a)(3)(B) shortly after it enacted the
exclusion authority in section
1128(b)(14}, Congress effectively defined
the term “all reasonable steps’™ as used
in section 1128(b)(14). Since section 1892
makes clear that no more is required of
the Secretary prior to excluding a
defaulter than to offer an offset
agreement, we believe that it would be
illogical to interpret section 1128(b)(14)
as requiring more, especially in light of
the fact that section 1892 is (1) the more
recently enacted statute and (2) an even
stricter statute in that it makes
exclusions mandatory and not
permissive.

¢ Section 1001.1601

This provision permits the exclusion
of physicians who violate the limitations
on physician charges under Medicare.
For services furnished during the period
January 1, 1987 to December 31, 1990,
the issue is whether the physician billed
in excess of the maximum allowable
charge determined in accordance with
section 1842(j)(1)(c) of the Act. Since
January 1, 1991, the issue is whether the
physician billed in excess of the limiting
charge determined in accordance with
section 1848(g)(2) of the Act. Based on
comments and our review of this
section, we have deleted the limitation
that was erroneously included in the
proposed regulations which stated that
an exclusion under this authority is
limited to the Medicare program. As
stated in the preamble to the proposed
regulations, Public Law 100-360
extended this exclusion to all programs.

Comment: According to several
comments received, beneficiary access
to alternative services should be
considered in determining whether to
impose an exclusion, rather than only
being a factor in determining the length
of the exclusion.

Response: We agree and have
modified the final rule accordingly. This
authority implements section 1842(j) of
the Act, and paragraph {j)(3)(B) of that
section of the law mandates that the
Secretary take into account access of
beneficiaries to physicians’ services in
determining whether to impose an
exclusion. We have also included in the
final regulations the requirement, set
forth in section 1842(j)(3)(A) of the Act,
that the Secretary may not exclude a
physician if that physician is a sole
community physician or the sole source

of essential specialized services in a
community.

Comment: Section 1842(j)(1)(B) of the
Act provides that an exclusion may only
be imposed in cases where a physician
knowingly and willfully bills on a
repeated basis in excess of the
maximum allowable charge. One
commenter felt that the regulations
should include the qualification that the
exclusion may only be imposed if the
act occurred repeatedly.

Response: We agree and have
modified this provision accordingly.

Comment: Some commenters
indicated that the regulations should set
forth a minimum monetary level
justifying the imposition of an exclusion,

Response: The decision of whether to
exclude someone is not based solely on
monetary consequences to the program.
The requirement that the excessive
billing be made on a repeated basis
before an exclusion will be imposed
counters any concern that an exclusion
will be imposed for a single or de
minimis violation.

Comment: Commenters pointed out
that the final regulations would clearly
define the term “knowingly and
willfully” as used in § 1001.1601 of the
regulations.

Response: We intend for these terms
to be interpreted according to their
accepted legal meaning in Federal law.

Comment: Some commenters
questioned why section 1842(j}{1)(B)(ii)
of the Act contains a sunset provision
on this authority, but that the
regulations does not.

Response: We have modified these
regulations to clarify that an exclusion
under section 1842(j}(1)(B) of the Act
only applies to services furnished
between the period January 1, 1987 and
December 31, 1990.

Comment: A number of commenters
felt that physicians excluded under this
authority should have a hearing prior to
imposition of the exclusion, since safety
of beneficiaries is not a concern.

Response: Because a CMP may also
be imposed for conduct sanctionable
under § 1001.1601, and because prior
hearings are available for all CMP
authorities, we are providing for a
hearing prior to an exclusion under this
section, This issue is discussed more
fully in section IV.F.1. of this preamble.

e Section 1001.170

This provision permits the exclusion
of physicians who bill for services of
assistants at surgery during cataract
operations.

Comment: Commenters specifically
pointed out that, although not cited in
the proposed rule, section 1842(k) of the
Act requires the Secretary to take into

account access of beneficiaries to
physicians’ services in determining
whether to impose an exclusion.

Response: We agree and have
modified the final regulations
accordingly. We have also included in
the regulations the statutory mandate
that the OIG may not exclude a
physician who is the sole community
physician or the sole source of essential
specialized services in the community
(section 1842(j)(3) of the Act).

Comment: One commenter argued
that a physician should have a hearing
before an ALJ prior to imposition of the
exclusion.

Response: We agree and have
modified the final regulations
accordingly.

Comment: One commenter stated that
exclusion for providing an assistant at
cataract surgery is too severe a penalty,
and stated that the PRO prior approval
program is adequate.

Response: Congress determined that
exclusion is an appropriate remedy for
this conduct. The OIG will exercise its
discretion to impose exclusions only in
those cases where it is the appropriate
remedy.

D. Part 1001, Subparts B and C—
Aggravating and Mitigating
Circumstances

Comment: Commenters stated that an
AL] should be free to consider any
factors whatsoever in determining
whether the length of an exclusion
should be reduced, and that the
mitigating factors included in the
regulations should be examples rather
than an exhaustive list.

Response: The legislative history
directs the Secretary to consider any
mitigating circumstances in setting the
period of exclusion. The Secretary has
the authority to determine what
circumstances are mitigating. Moreover,
these factors only relate to the length of
the exclusion. The OIG considers many
factors in deciding whether to impose an
exclusion in the first place.

Comment: Some commenters felt that
the regulations should give specific
guidance as to how aggravating and
mitigating factors will be weighted.

Response: We do not intend for the
aggravating and mitigating factors to
have specific values; rather, these
factors must be evaluated based on the
circumstances of a particular case. For
example, in one case many aggravating
factors may exist, but the subject’s
cooperation with the OIG may be so
significant that it is appropriate to give
that one mitigating factor more weight
than all of the aggravating. Similarly,
many mitigating factors may exist in a
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case, but the acts could have had such a
significant physical impact on program
beneficiaries that the existence of that
one aggravating factor must be given
more weight than all of the mitigating.
The weight accorded to each mitigating
and aggravating factor cannot be
established according to a rigid formula,
but must be determined in the context of
the particular case at issue.

Comment: Several commenters
expressed concern that certain
provisions, such as § 1001,102, provide
that it will be an aggravating factor if
the acts underlying the exclusion had an
impact on programs or individuals,
while other sections, such as § 1001.201,
provide that only if the acts had a
significant adverse impact will the
impact be considered aggravating.
Commenters believed that this factor
should be consistently stated in the
regulations. In addition, commenters
indicated that the mitigating factor in
§ 1001.701, stating that it will be
mitigating if the violations had no
adverse impact on individuals or the
programs, should be changed to make it
mitigating if the violations had no
significant adverse impact.

Response: An aggravating factor is
one that does not automatically exist in
every case, but when it does exist,
justifies a longer period of exclusion.
Every case resulting in an exclusion will
involve circumstances that had an
impact on the program or beneficiaries.
To be an aggravating factor, we agree
that the impact must be more than
minimal, that is, it must have been
significant, and we have modified the
regulations accordingly. With regard to
the mitigating factor set forth in
§ 1001.701, we have deleted that factor
since, on review, we do not think this
mitigating factor would ever apply: we
believe that there will be no case where
there is absolutely no adverse impact on
individuals or the programs. We believe
that the issue of the extent of the harm
caused by a violation under § 1001.701 is
addressed by the fact that it will be
considered mitigating if there were few
violations and they occurred over a
short period of time.

Comment: Sections 1001.102, 1001,201,
and 1001.301 provide that it will be
considered mitigating if someone had a
mental, emotional or physical condition,
before or during commission of the
offense, that reduced the individual's
culpability. A commenter questioned
whether it would be mitigating if such a
condition developed after commission of
the offense.

Response: This factor was intended to
take into account the factors that might
reduce the offender’s culpability in
committing the offense, and

development of a condition after the
commission of the offense would not be
relevant. We have also clarified that
such a condition will only be considered
if the court reached the conclusion that
such a factor existed which reduced the
offender’s culpability; the mere
appearance of such an allegation in the
pre-sentencing report would not be
enough. Moreover, this factor will not be
considered as mitigating if there is an
ongoing problem that has not been
resolved, such that the program and
their beneficiaries continue to be at risk.

Comment: Sections 1001.102, 1001.201,
1001.301, and 1001.401 state that an
individual's or entity’s cooperation is a
mitigating factor if the cooperation
resulted in others being convicted or
excluded from Medicare or a State
health care program. Commenters
contended that cooperation itself should
be considered mitigating, regardless of
whether another individual or entity
was sanctioned.

Response: As a practical matter, we
generally consider cooperation in
determining whether to impose a
permissive exclusion at all. We believe,
however, that only significant
cooperation should be considered
mitigating, and the imposition of a
sanction as a result of cooperation
establishes that the cooperation was
significant. We believe the significance
of cooperation is more properly
evaluated by those in a position to
utilize the information, rather than by an
AL]. We have, however, modified the
regulations to provide that cooperation
shall be a mitigating factor if it led to
imposition of a CMP, in addition to
whether it led to a conviction or
exclusion.

Comment: Commenters stated that
some aggravating factors, such as that
the acts resulted in loss of $1,500 or
more, were committed over a period of 1
or more years, and had a significant
impact on the programs or individuals,
will likely exist in every case, and thus
serve no purpose but to allow the OIG to
routinely increase the length of the
exclusion. Similarly, commenters
indicated that certain mitigating factors,
such as an individual or entity being
convicted of three or fewer
misdemeanors, and the loss to the
government or other individuals or
entities being less than $1,500
{§§ 1001.102 and 1001.201), will never
exist. These individuals felt that the
existence of 3 or fewer misdemeanors
should be mitigating by itself.

Response: We disagree with these
comments. Our experience has shown
that none of the aggravating factors
included in these final regulations are
present in every case. Moreover, we

believe the amount of the loss relates to
the degree of risk to the programs, and
we believe $1,500 is a reasonable
benchmark for distinguishing between
significant and less significant risk.

Comment: Proposed §§ 1001.102 and
1001.201 provided that it will be
considered aggravating if the total loss
exceeds $1,500, and stated that the total
amount of financial loss would be
considered, including any amounts
resulting from similar acts not
adjudicated. Commenters stated that
this factor should not be used since the
excluded party has not been given an
opportunity to contest these acts.

Response: Acts that have not been
adjudicated are not considered in
determining whether an exclusion must
or should be imposed. Other acts are
considered only in determining the
length of the exclusion. We are aware of
numerous cases where there is evidence
that an individual or entity committed
many similar acts but, as a condition for
entering into a plea agreement, only pled
guilty to one charge. It is part of the
OIG's responsibility to review all factors
surrounding a case to determine the
reasonable length of an exclusion. The
approach we have taken is not unlike
sentencing in the criminal context,
where a judge may consider many
different acts of the defendant in setting
the appropriate sentence, not just the
ones that form the basis for the
conviction. We have also modified this
factor so that, although $1,500 will be
the benchmark of significant loss to the
government, no specific monetary figure
is included for impact to program
beneficiaries or other individuals, since,
to those persons, a loss much less than
$1,500 may be significant. We have also
deleted “financial” from
§ 1001.201(b)(2)(iii) since the financial
impact is dealt with in paragraph
(b)(2)(i) of that section.

Comment: Some commenters
questioned whether the mitigating factor
relating to the loss to the programs being
less than $1,500 could apply if someone
pleads guilty to one offense which is
less than $1,500, where there is evidence
that the individual committed offenses
that total greater than $1,500.

Response: We are not concerned
about the applicability of this factor to
plea bargains, because the factor states
that it requires the consideration of not
only the acts that resulted in the
conviction, but also similar acts.

Comment: Proposed §§ 1001.201
through 1001.801 provided that it will be
a mitigating factor if alternative sources
of the type of health care items or
services furnished by the excluded
individual or entity are not available. A
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number of commenters believe that the
regulations should be medified to state
that it will be mitigating if alternative
sources are not reasonably available.

Response: We believe this is implicit
in the regulations. The purpose of this
mitigating factor is to protect program
beneficiaries, and if services are not
reasonably available to them then, as a
practical matter, they are not available.
Of course, in evaluating the factor, we
will look to whether there are service
praviders who accept Medicare and
Medicaid patients, rather than merely
whether services are available
generally.

Comment: Several commenters
pointed out that the unavailability of
alternative sources of the type of health
care items or services furnished by the
entity will never be a mitigating factor
for HMOs sanctioned under § 1001.801 if
non-plan providers are considered
alternative.

Response: An exclusion is remadial
and is designed to protect the program
and its beneficiaries. [t is not in the
interests of the beneficiaries to include
in the program an HMO that
substantially {ails to provide necessary
services. Thus, if another entity can
provide these services, the medical
needs of the beneficiaries are met and
there is no need to keep the HMO in the
program. There may be circumstances,
however, where unique services will
only be provided by physicians who are
part of the HMO, and this factor will, in
those situations, apply.

Comment: Commenters stated that the
regulations should be consistent in
identifying the parties on whom the
impact of the action will be evaluated
for purposes of determining the
existence of aggravating and mitigating
factors. For example, proposed
§ 1001.102 provided that it would be
aggravating if there was an adverse
impact on individuals, and § 1001.201
provided that it would be aggravating if
there was a significant adverse impact
on individuals or the program. One
commenter stated that these regulations
should be consistent, and that
considering effect on anyone besides
program beneficiaries is overly broad.

Response: We have modified the
regulations to provide that under all of
these provisions we will evaluate the
impact on the programs, program
beneficiaries and other individuals. It is
reasonable to consider the impact
conduct had on any and all persons in
determining whether program
beneficiaries are at risk.

Comment: According to the concerns
of some commennters, a priar sanction
record should serve as an aggravating
factor only if there was a pattern of

wrongdoing with respect to Medicare or
a State health care program.

Response: We believe that a prior
sanction record is an aggravating factor
because it shows an unwillingness to
comply with the law.

Comment: A number of commenters
indicated that the absence of a prior
record of convictions or other sanctions
should be a mitigating factor.

Respanse: We disagree. We do not
believe anyane deserves special credit
(in the form of a reduced period of
exclusion) for doing what is expected,
that is, obeying the law.

Comment: Proposed §§ 1001.501 and
1001.601 provided that it would be
aggravating if the period of license loss
or exclusion from participation set by
the derivative agency does not take into
account the impact that the sanctioned
party’'s conduct had or could have had
on Federal or State health care
programs. One commenter believed that
this factor is too speculative.

Response: 1t is the OIG's
responsibility to assess all
circumstances that reiate to the risk of
future participation in the health care
programs.

Comment: Proposed §§ 1001.501 and
1001.601 provided that mitigating factors
would only be considered if aggravating
factars justify lengthening the exclusion
beyond the time imposed by the
derivative agencies. Some commenters
felt that the regulations should allow for
consideration of mitigating
circumstances even in the absence of
aggravating circumstances.

Response: These exclusions rely on
the determination of another agency that
has had the opportunity to fully evaluate
a situation. In most cases, we will
accept the derivative agency's length of
exclusion as controlling for Medicare
purposes, and we do not believe it is
appropriate to focus on issues that have
already been considered in that other
forum. In cases where we exercise our
independent discretion to extend the
length of the exclusion, it is then
appropriate to allow new information to
be considered both in favar of
lengthening and reducing the period of
exclusion.

Comment: According to some
commenters' concerns, an individual's
financial condition is relevant and
sho