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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

Animal and Plant Health Inspection
Service

7 CFR Part 319

[Docket No. 03—002—-6]

RIN 0579-AC51

Importation of Nursery Stock;
Technical Amendment

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Final rule; technical
amendment.

SUMMARY: In a final rule that was
published in the Federal Register on
August 6, 2007, and effective on
September 5, 2007, we amended the
regulations governing the importation of
nursery stock by making several
changes, including allowing the
importation of restricted articles in
tissue culture medium that is not
transparent or translucent. It was our
intent that the amended regulations
only allow the use of agar or agar-like
tissue culture medium. In this
amendment, we are amending the
regulation to clarify that intent.
EFFECTIVE DATE: November 30, 2007.

FOR FURTHER INFORMATION CONTACT: Dr.
Arnold T. Tschanz, Senior Import
Specialist, Commodity Import Analysis
and Operations, PPQ, APHIS, 4700
River Road Unit 133, Riverdale, MD
20737-1236; (301) 734-5306.
SUPPLEMENTARY INFORMATION:

Background

In a final rule published in the
Federal Register on August 6, 2007, that
was effective September 5, 2007 (72 FR
43503-43524, Docket No. 03—002-3), we
amended the regulations governing the
importation of nursery stock by making
several changes, including allowing the
importation of restricted articles in

tissue culture medium that is not
transparent or translucent. Before the
effective date of the final rule, the
regulations in paragraph (c) of § 319.37—
8 had stated: ““A restricted article
growing solely in agar or in other
transparent or translucent tissue culture
medium may be imported established in
such growing media.” The final rule
removed the words “transparent or
translucent”” from this sentence.

It was our intent to remove this
restriction only for agar-like tissue
culture media. In the proposed rule and
final rule, we indicated that bacteria in
a tissue culture medium that was not
transparent or translucent would
quickly reproduce and form a large mass
that would be visible during inspection;
such a bacterial mass would only be
visible in agar-like tissue culture media.
Before the final rule became effective,
the restriction that any tissue culture
media other than agar must be
transparent or translucent had
effectively restricted the use of tissue
culture media other than agar to agar-
like tissue culture media.

In removing the requirement that the
tissue culture media be transparent or
translucent, we neglected to specify that
any tissue culture media other than agar
should be similar to agar if a restricted
article is intended to be imported
established in growing media. This has
created confusion among exporters.
Therefore, we are amending paragraph
(c) of §319.37-8 to read:

“A restricted article growing solely in
agar or in other agar-like tissue culture
medium may be imported established in
such growing media.”

List of Subjects for 7 CFR Part 319

Coffee, Cotton, Fruits, Imports, Logs,
Nursery stock, Plant diseases and pests,
Quarantine, Reporting and
recordkeeping requirements, Rice,
Vegetables.

m Accordingly, we are amending 7 CFR
part 319 as follows:

PART 319—FOREIGN QUARANTINE
NOTICES

m 1. The authority citation for part 319
continues to read as follows:

Authority: 7 U.S.C. 450, 7701-7772, and
7781-7786; 21 U.S.C. 136 and 136a; 7 CFR
2.22,2.80, and 371.3.

§319.37-8 [Amended]
m 2. In § 319.37-8, paragraph (c) is
amended by adding the word ‘‘agar-
like” before the word ‘‘tissue”.

Done in Washington, DG, this 26th day of
November 2007.
Kevin Shea,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. E7-23282 Filed 11-29-07; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 78
[Docket No. APHIS 2007-0097]

Brucellosis in Cattle; State and Area
Classifications; Idaho

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Affirmation of interim rule as
final rule.

SUMMARY: We are adopting as a final
rule, without change, an interim rule
that amended the brucellosis regulations
concerning the interstate movement of
cattle by changing the classification of
Idaho from Class A to Class Free. We
determined that Idaho met the standards
for Class Free status. The interim rule
relieved certain restrictions on the
interstate movement of cattle from
Idaho.

DATES: Effective on November 30, 2007,
we are adopting as a final rule the
interim rule published at 72 FR 40062—
40064 on ]uly 23, 2007.

FOR FURTHER INFORMATION CONTACT: Dr.
Debbi A. Donch, Senior Staff
Veterinarian, Ruminant Health
Programs, National Center for Animal
Health Programs, VS, APHIS, 4700 River
Road Unit 43, Riverdale, MD 20737—
1231; (301) 734-5952.

SUPPLEMENTARY INFORMATION:
Background

Brucellosis is a contagious disease
affecting animals and humans, caused
by bacteria of the genus Brucella.

The brucellosis regulations, contained
in 9 CFR part 78 (referred to below as
the regulations), provide a system for
classifying States or portions of States
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according to the rate of Brucella
infection present and the general
effectiveness of a brucellosis control and
eradication program. The classifications
are Class Free, Class A, Class B, and
Class C. States or areas that do not meet
the minimum standards for Class C are
required to be placed under Federal
quarantine.

In an interim rule ! effective and
published in the Federal Register on
]uly 23, 2007 (72 FR 40062—-40064,
Docket No. APHIS—-2007-0097), we
amended the regulations by changing
the classification of the State of Idaho
from Class A to Class Free. That action
relieved certain restrictions on the
interstate movement of cattle from

Idaho.

Comments on the interim rule were
required to be received on or before
September 21, 2007. We received one
comment by that date, from a private
citizen. This commenter did not,
however, address the action taken in the
interim rule (i.e., the change in Idaho’s
brucellosis classification).

Therefore, for the reasons given in the
interim rule and in this document, we
are adopting the interim rule as a final
rule without change.

This action also affirms the
information contained in the interim
rule concerning Executive Order 12866
and the Regulatory Flexibility Act,
Executive Orders 12372 and 12988, and
the Paperwork Reduction Act.

Further, for this action, the Office of
Management and Budget has waived its
review under Executive Order 12866.

List of Subjects in 9 CFR Part 78

Animal diseases, Bison, Cattle, Hogs,
Quarantine, Reporting and
recordkeeping requirements,
Transportation.

PART 78—BRUCELLOSIS

m Accordingly, we are adopting as a
final rule, without change, the interim
rule that amended 9 CFR part 78 and
that was published at 72 FR 40062—
40064 on July 23, 2007.

Done in Washington, DG, this 26th day of
November 2007.
Kevin Shea,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. E7—23254 Filed 11-29-07; 8:45 am]
BILLING CODE 3410-34-P

1To view the interim rule and the comment we
received, go to http://www.regulations.gov/
fdmspublic/component/
main?main=DocketDetail&d=APHIS-2007-0097.

DEPARTMENT OF COMMERCE

Bureau of Industry and Security

15 CFR Parts 730, 732, 734, 736, 738,
740, 742, 743, 744, 745, 746, 747, 748,
750, 752, 754, 756, 758, 760, 762, 764,
766, 768, 770, 772 and 774

[Docket No. 071114706-7725-01]
RIN 0694—-AE19

Updated Statements of Legal Authority
for the Export Administration
Regulations

AGENCY: Bureau of Industry and
Security, Commerce.

ACTION: Final rule.

SUMMARY: This rule updates the Code of
Federal Regulations (CFR) legal
authority citations for the Export
Administration Regulations (EAR) to:
Replace citations to the President’s
Notice of October 27, 2006—
Continuation of Emergency Regarding
Weapons of Mass Destruction with the
President’s Notice of November 8, 2007
on the same subject, replace public law
citations with United States Code
citations, and remove outdated citations
and to add one previously omitted
citation. BIS is making these changes to
keep the CFR legal authority citations
for the EAR current and to comply with
the Office of the Federal Register policy
of using United States Code citations for
statutory provisions that have been
encoded into the United States Code.
This rule makes no changes to the text
of the EAR.

DATES: Effective Date: November 30,
2007.

ADDRESSES: Comments concerning this
rule should be sent to
publiccomments@bis.doc.gov, fax (202)
482-3355, or to Regulatory Policy
Division, Bureau of Industry and
Security, Room H2705, U.S. Department
of Commerce, Washington, DC 20230.
Please refer to regulatory identification
number (RIN) 0694—AE19 in all
comments, and in the subject line of
email comments.

FOR FURTHER INFORMATION CONTACT:
William Arvin, Regulatory Policy
Division, Bureau of Industry and
Security, telephone: (202) 482—-2440.

SUPPLEMENTARY INFORMATION:

Background

On November 14, 1994, by Executive
Order 12938, the President declared a
national emergency with respect to the
unusual and extraordinary threat to the
national security, foreign policy and
economy of the United States posed by

the proliferation of weapons of mass
destruction. That emergency has been
continued in effect by successive annual
presidential notices. On November 8,
2007 the President issued a notice
continuing that emergency for one year
from November 14, 2007 (72 FR 63963,
November 13, 2007). This rule revises
the authority citations in the Code of
Federal Regulations for parts 730, 734,
736, 742, 744 and 745 of the EAR to cite
the notice of November 8, 2007 and to
remove the citation to the President’s
notice of October 27, 2006 on the same
topic.

This rule also revises the authority
citations for all parts of EAR by
removing citations to Presidential notice
of August 3, 2006—Continuation of
Emergency Regarding Export Control
Regulations, because that notice has
been superseded by a Presidential
notice of August 15, 2007 that is cited
in the authority citations for each part.

BIS is making the changes described
in the preceding two paragraphs to keep
the CFR authority citations for the EAR
current.

This rule replaces the citations to Sec.
901-911, Public Law 106-387 and Sec
221 Public Law 107-56 with citations to
22 U.S.C. 7201 et seq. and 22 U.S.C.
7210, respectively, in the authority
citations for parts 730, 738, 742, 744,
746 and 774. This rule replaces the
citation to Sec. 901-911, Public Law
106-387 with a citation to 22 U.S.C.
7201 et seq. in the authority citations for
part 740. This rule removes the citation
to Public Law 108-75 from the
authorities citations for part 730 because
that list of citations contains a citation
to 22 U.S.C. 2151 note, which is the
U.S.C. citation for the provisions of
Public Law 108-75 that provide
authority for part 730. BIS is making the
changes described in this paragraph to
comply with the Office of the Federal
Register policy of using United States
Code citations for statutory provisions
that have been encoded into the United
States Code.

This rule adds a previously
erroneously omitted citation to
Executive Order 13222 to the authorities
citations for part 743.

This rule makes no changes to the text
of the EAR.

Rulemaking Requirements

1. This rule has been determined to be
not significant for purposes of Executive
Order 12866.

2. Notwithstanding any other
provision of law, no person is required
to respond to, nor shall any person be
subject to a penalty for failure to comply
with, a collection of information subject
to the requirements of the Paperwork
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Reduction Act of 1995 (44 U.S.C. 3501
et seq.) (PRA), unless that collection of
information displays a currently valid
Office of Management and Budget
(OMB) Control Number. This rule does
not involve any collection of
information.

3. This rule does not contain policies
with Federalism implications as that
term is defined under Executive Order
13132.

4. The Department finds that there is
good cause under 5 U.S.C. 553(b)(B) to
waive the provisions of the
Administrative Procedure Act requiring
prior notice and the opportunity for
public comment because they are
unnecessary. This rule only updates
legal authority citations. This rule does
not alter any right, obligation or
prohibition that applies to any person
under the EAR. Because these revisions
are not substantive changes, it is
unnecessary to provide notice and
opportunity for public comment. In
addition, the 30-day delay in
effectiveness required by 5 U.S.C. 553(d)
is not applicable because this rule is not
a substantive rule. No other law requires
that a notice of proposed rulemaking
and an opportunity for public comment
be given for this rule. Because a notice
of proposed rulemaking and an
opportunity for public comment are not
required to be given for this rule under
the Administrative Procedure Act or by
any other law, the analytical
requirements of the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.) are
not applicable.

List of Subjects
15 CFR Part 730

Administrative practice and
procedure, Advisory committees,
Exports, Reporting and recordkeeping

requirements, Strategic and critical
materials.

15 CFR Parts 732, 740, 748, 750, 752
and 758

Administrative practice and
procedure, Exports, Reporting and
recordkeeping requirements.

15 CFR Part 734

Administrative practice and
procedure, Exports, Inventions and
patents, Research, Science and
technology.

15 CFR Parts 736, 738, 770 and 772

Exports.
15 CFR Part 742

Exports, Terrorism.

15 CFR Part 743

Administrative practice and
procedure, Reporting and recordkeeping
requirements.

15 CFR Part 744

Exports, Reporting and recordkeeping
requirements, Terrorism.

15 CFR Part 745

Administrative practice and
procedure, Chemicals, Exports, Foreign
trade, Reporting and recordkeeping
requirements.

15 CFR Part 746 and 774

Exports, Reporting and recordkeeping
requirements.

15 CFR Part 747

Administrative practice and
procedure, Exports, Foreign trade,
Reporting and recordkeeping
requirements.

15 CFR Part 754

Agricultural commodities, Exports,
Forests and forest products, Horses,
Petroleum, Reporting and recordkeeping
requirements.

15 CFR Part 756

Administrative practice and
procedure, Exports, Penalties.

15 CFR Part 760

Boycotts, Exports, Reporting and
recordkeeping requirements.

15 CFR Part 762

Administrative practice and
procedure, Business and industry,
Confidential business information,
Exports, Reporting and recordkeeping
requirements.

15 CFR Part 764

Administrative practice and
procedure, Exports, Law enforcement,
Penalties.

15 CFR Part 766

Administrative practice and
procedure, Confidential business
information, Exports, Law enforcement,
Penalties.

15 CFR Part 768

Administrative practice and
procedure, Exports, Reporting and
recordkeeping requirements, Science
and technology.

m Accordingly, parts 730, 732, 734, 736,
738, 740, 742, 743, 744, 745, 746, 747,
748, 750, 752, 754, 756, 758, 760, 762,
764, 766, 768, 770, 772 and 774 of the
EAR (15 CFR parts 700—-774) are
amended as follows:

[PART 730—AMENDED]

m 1. The authority citation for 15 CFR
part 730 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 10 U.S.C. 7420; 10 U.S.C.
7430(e); 22 U.S.C. 287c; 22 U.S.C. 2151 note;
22 U.S.C. 3201 et seq.; 22 U.S.C. 6004; 30
U.S.C. 185(s), 185(u); 42 U.S.C. 2139a; 42
U.S.C. 6212; 43 U.S.C. 1354; 46 U.S.C. app.
466¢; 50 U.S.C. app. 5; 22 U.S.C. 7201 et seq.;
22 U.S.C. 7210; E.O. 11912, 41 FR 15825, 3
CFR, 1976 Comp., p. 114; E.O. 12002, 42 FR
35623, 3 CFR, 1977 Comp., p. 133; E.O.
12058, 43 FR 20947, 3 CFR, 1978 Comp., p.
179; E.O. 12214, 45 FR 29783, 3 CFR, 1980
Comp., p. 256; E.O. 12851, 58 FR 33181, 3
CFR, 1993 Comp., p. 608; E.O. 12854, 58 FR
36587, 3 CFR, 1993 Comp., p. 179; E.O.
12918, 59 FR 28205, 3 CFR, 1994 Comp., p.
899; E.O. 12938, 59 FR 59099, 3 CFR, 1994
Comp., p. 950; E.O. 12947, 60 FR 5079, 3
CFR, 1995 Comp., p. 356; E.O. 12981, 60 FR
62981, 3 CFR, 1995 Comp., p. 419; E.O.
13020, 61 FR 54079, 3 CFR, 1996 Comp., p.
219; E.O. 13026, 61 FR 58767, 3 CFR, 1996
Comp., p. 228; E.O. 13099, 63 FR 45167, 3
CFR, 1998 Comp., p. 208; E.O. 13222, 66 FR
44025, 3 CFR, 2001 Comp., p. 783; E.O.
13224, 66 FR 49079, 3 CFR, 2001 Comp., p.
786; E.O. 13338, 69 FR 26751, May 13, 2004;
Notice of August 15, 2007, 72 FR 46137
(August 16, 2007); Notice of November 8,
2007, 72 FR 63963 (November 13, 2007).

[PART 732—AMENDED]

m 2. The authority citation for 15 CFR
part 732 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13026, 61 FR 58767,
3 CFR, 1996 Comp., p. 228; E.O. 13222, 66
FR 44025, 3 CFR, 2001 Comp., p. 783; Notice
of August 15, 2007, 72 FR 46137 (August 16,
2007).

[PART 734—AMENDED]

m 3. The authority citation for 15 CFR
part 734 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 12938, 59 FR 59099,
3 CFR, 1994 Comp., p. 950; E.O. 13020, 61
FR 54079, 3 CFR, 1996 Comp., p. 219; E.O.
13026, 61 FR 58767, 3 CFR, 1996 Comp., p.
228; E.O. 13222, 66 FR 44025, 3 CFR, 2001
Comp., p. 783; Notice of August 15, 2007, 72
FR 46137 (August 16, 2007); Notice of
November 8, 2007, 72 FR 63963 (November
13, 2007).

[PART 736—AMENDED]

m 4. The authority citation for 15 CFR
part 736 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 22 U.S.C. 2151 note; E.O.
12938, 59 FR 59099, 3 CFR, 1994 Comp., p.
950; E.O. 13020, 61 FR 54079, 3 CFR, 1996
Comp., p. 219; E.O. 13026, 61 FR 58767, 3
CFR, 1996 Comp., p. 228; E.O. 13222, 66 FR
44025, 3 CFR, 2001 Comp., p. 783; E.O.
13338, 69 FR 26751, May 13, 2004; Notice of
August 15, 2007, 72 FR 46137 (August 16,
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2007); Notice of November 8, 2007, 72 FR
63963 (November 13, 2007).

[PART 738—AMENDED]

m 5. The authority citation for 15 CFR
part 738 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 10 U.S.C. 7420; 10 U.S.C.
7430(e); 22 U.S.C. 287c; 22 U.S.C. 3201 et
seq.; 22 U.S.C. 6004; 30 U.S.C. 185(s), 185(u);
42 U.S.C. 2139a; 42 U.S.C. 6212; 43 U.S.C.
1354; 46 U.S.C. app. 466¢; 50 U.S.C. app. 5;
22 U.S.C. 7201 et seq.; 22 U.S.C. 7210; E.O.
13026, 61 FR 58767, 3 CFR, 1996 Comp., p.
228; E.O. 13222, 66 FR 44025, 3 CFR, 2001
Comp., p. 783; Notice of August 15, 2007, 72
FR 46137 (August 16, 2007).

[PART 740—AMENDED]

m 6. The authority citation for 15 CFR
part 740 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 22 U.S.C. 7201 et seq.;
E.O. 13026, 61 FR 58767, 3 CFR, 1996 Comp.,
p- 228; E.O. 13222, 66 FR 44025, 3 CFR, 2001
Comp., p. 783; Notice of August 15, 2007, 72
FR 46137 (August 16, 2007).

[PART 742—AMENDED]

m 7. The authority citation for 15 CFR
part 742 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 22 U.S.C. 3201 et seq.;
42 U.S.C. 2139a; 22 U.S.C. 7201 et seq.; 22
U.S.C. 7210; Sec 1503, Pub. L. 108-11, 117
Stat. 559; E.O. 12058, 43 FR 20947, 3 CFR,
1978 Comp., p. 179; E.O. 12851, 58 FR 33181,
3 CFR, 1993 Comp., p. 608; E.O. 12938, 59
FR 59099, 3 CFR, 1994 Comp., p. 950; E.O.
13026, 61 FR 58767, 3 CFR, 1996 Comp., p.
228; E.O. 13222, 66 FR 44025, 3 CFR, 2001
Comp., p. 783; Presidential Determination
2003-23 of May 7, 2003, 68 FR 26459, May
16, 2003; Notice of August 15, 2007, 72 FR
46137 (August 16, 2007); Notice of November
8, 2007, 72 FR 63963 (November 13, 2007).

[PART 743—AMENDED]

m 8. The authority citation for 15 CFR
part 743 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq; Pub.
L. 106-508; 50 U.S.C. 1701 et seq; E.O.
13222, 66 FR 44025, 3 CFR, 2001 Comp., p.
783; Notice of August 15, 2007, 72 FR 46137
(August 16, 2007).

[PART 744—AMENDED]

m 9. The authority citation for 15 CFR
part 744 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 22 U.S.C. 3201 et seq.;
42 U.S.C. 2139a; 22 U.S.C. 7201 et seq.; 22
U.S.C. 7210; E.O. 12058, 43 FR 20947, 3 CFR,
1978 Comp., p. 179; E.O. 12851, 58 FR 33181,
3 CFR, 1993 Comp., p. 608; E.O. 12938, 59
FR 59099, 3 CFR, 1994 Gomp., p. 950; E.O.
12947, 60 FR 5079, 3 CFR, 1995 Comp., p.
356; E.O. 13026, 61 FR 58767, 3 CFR, 1996

Comp., p. 228; E.O. 13099, 63 FR 45167, 3
CFR, 1998 Comp., p. 208; E.O. 13222, 66 FR
44025, 3 CFR, 2001 Comp., p. 783; E.O.
13224, 66 FR 49079, 3 CFR, 2001 Comp., p.
786; Notice of August 15, 2007, 72 FR 46137
(August 16, 2007); Notice of November 8,
2007, 72 FR 63963 (November 13, 2007).

[PART 745—AMENDED]

m 10. The authority citation for 15 CFR
part 745 is revised to read as follows:

Authority: 50 U.S.C. 1701 et seq.; E.O.
12938, 59 FR 59099, 3 CFR, 1994 COInp., p.
950; Notice of October 27, 2006, 71 FR 64109
(October 31, 2006).

[PART 746—AMENDED]

m 11. The authority citation for 15 CFR
part 746 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 22 U.S.C. 287c; Sec 1503,
Pub. L. 108-11, 117 Stat. 559; 22 U.S.C. 6004;
22 U.S.C. 7201 et seq.; 22 U.S.C. 7210; E.O.
12854, 58 FR 36587, 3 CFR, 1993 Comp., p.
614; E.O. 12918, 59 FR 28205, 3 CFR, 1994
Comp., p. 899; E.O. 13222, 3 CFR, 2001
Comp., p. 783; Presidential Determination
2003-23 of May 7, 2003, 68 FR 26459, May
16, 2003; Presidential Determination 2007-7
of December 7, 2006, 72 FR 1899 (January 16,
2007); Notice of August 15, 2007, 72 FR
46137 (August 16, 2007).

[PART 747—AMENDED]

m 12. The authority citation for 15 CFR
part 747 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; Sec 1503, Pub. L. 108—
11, 117 Stat. 559; E.O. 12918, 59 FR 28205,

3 CFR, 1994 Comp., p. 899; E.O. 13222, 3
CFR, 2001 Comp., p. 783; Presidential
Determination 2003-23 of May 7, 2003, 68
FR 26459, May 16, 2003; Notice of August 15,
2007, 72 FR 46137 (August 16, 2007).

[PART 748—AMENDED]

m 13. The authority citation for 15 CFR
part 748 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13026, 61 FR 58767,
3 CFR, 1996 Comp., p. 228; E.O. 13222, 66
FR 44025, 3 CFR, 2001 Comp., p. 783; Notice
of August 15, 2007, 72 FR 46137 (August 16,
2007).

[PART 750—AMENDED]

m 14. The authority citation for 15 CFR
part 750 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; Sec 1503, Pub. L. 108—
11, 117 Stat. 559; E.O. 13026, 61 FR 58767,
3 CFR, 1996 Comp., p. 228; E.O. 13222, 66
FR 44025, 3 CFR, 2001 Comp., p. 783;
Presidential Determination 2003-23 of May
7, 2003, 68 FR 26459, May 16, 2003; Notice
of August 15, 2007, 72 FR 46137 (August 16,
2007).

[PART 752—AMENDED]

m 15. The authority citation for 15 CFR
part 752 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13020, 61 FR 54079,
3 CFR, 1996 Comp., p. 219; E.O. 13222, 66
FR 44025, 3 CFR, 2001 Comp., p. 783; Notice
of August 15, 2007, 72 FR 46137 (August 16,
2007).

[PART 754—AMENDED]

m 16. The authority citation for 15 CFR
part 754 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 10 U.S.C. 7420; 10 U.S.C.
7430(e); 30 U.S.C. 185(s), 185(u); 42 U.S.C.
6212; 43 U.S.C. 1354; 46 U.S.C. app. 466c¢;
E.O. 11912, 41 FR 15825, 3 CFR, 1976 Comp.,
p- 114; E.O. 13222, 66 FR 44025, 3 CFR, 2001
Comp., p. 783; Notice of August 15, 2007, 72
FR 46137 (August 16, 2007).

[PART 756—AMENDED]

m 17. The authority citation for 15 CFR
part 756 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
15, 2007, 72 FR 46137 (August 16, 2007).

[PART 758—AMENDED]

m 18. The authority citation for 15 CFR
part 758 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
15, 2007, 72 FR 46137 (August 16, 2007).

[PART 760—AMENDED]

m 19. The authority citation for 15 CFR
part 760 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
15, 2007, 72 FR 46137 (August 16, 2007).

[PART 762—AMENDED]

m 20. The authority citation for 15 CFR
part 762 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
15, 2007, 72 FR 46137 (August 16, 2007).

[PART 764—AMENDED]

m 21. The authority citation for 15 CFR
part 764 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
15, 2007, 72 FR 46137 (August 16, 2007).

[PART 766—AMENDED]

m 22. The authority citation for 15 CFR
part 766 is revised to read as follows:
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Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
15, 2007, 72 FR 46137 (August 16, 2007).

[PART 768—AMENDED]

m 23. The authority citation for 15 CFR
part 768 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
15, 2007, 72 FR 46137 (August 16, 2007).

[PART 770—AMENDED]

m 24. The authority citation for 15 CFR
part 770 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
15, 2007, 72 FR 46137 (August 16, 2007).

[PART 772—AMENDED]

m 25. The authority citation for 15 CFR
part 772 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
15, 2007, 72 FR 46137 (August 16, 2007).

[PART 774—AMENDED]

m 26. The authority citation for 15 CFR
part 774 is revised to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 10 U.S.C. 7420; 10 U.S.C.
7430(e); 22 U.S.C. 287c, 22 U.S.C. 3201 et
seq., 22 U.S.C. 6004; 30 U.S.C. 185(s), 185(u);
42 U.S.C. 2139a; 42 U.S.C. 6212; 43 U.S.C.
1354; 46 U.S.C. app. 466¢; 50 U.S.C. app. 5;
22 U.S.C. 7201 et seq.; 22 U.S.C. 7210; E.O.
13026, 61 FR 58767, 3 CFR, 1996 Comp., p.
228; E.O. 13222, 66 FR 44025, 3 CFR, 2001
Comp., p. 783; Notice of August 15, 2007, 72
FR 46137 (August 16, 2007).

Dated: November 26, 2007.
Matthew S. Borman,

Deputy Assistant Secretary for Export
Administration.

[FR Doc. E7-23249 Filed 11-29-07; 8:45 am]
BILLING CODE 3510-33-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 310 and 369

[Docket No. 1976N-0052T (formerly Docket
No. 76N-052T)]

RIN 0910-AF33

Cold, Cough, Allergy, Bronchodilator,
and Antiasthmatic Drug Products for
Over-the-Counter Human Use; Final
Rule for Over-the-Counter Antitussive
Drug Products; Technical Amendment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule, technical
amendment.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
regulations (exemption for certain drugs
limited by new-drug applications to
prescription sale, and warning and
caution statements required by
regulations for drugs) by removing the
entries for carbetapentane citrate. This
action is associated with FDA’s
determination that carbetapentane
citrate has not been shown to be
effective at the over-the-counter (OTC)
doses stated in the exempting
regulation. FDA made this
determination in 1987 as part of its
ongoing review of OTC drug products.
DATES: This rule is effective November
30, 2007.

FOR FURTHER INFORMATION CONTACT:
Gerald M. Rachanow, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 22, rm. 5496,
Silver Spring, MD 20993, 301-796—
2090.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of September
13, 1957 (22 FR 7315), FDA proposed to
exempt carbetapentane citrate
preparations from the prescription-
dispensing requirements of section
503(b)(1)(C) of the Federal Food, Drug,
and Cosmetic Act (the act) (formerly 21
U.S.C. 353(b)(1)(C); currently 21 U.S.C.
353(b)(1)(B)). FDA stated:

¢ Evidence now available through
investigation and marketing experience
shows that drug products containing
this ingredient can be safely used by the
laity in self-medication if they are used
in accordance with the proposed
labeling and

e The restriction to prescription sale
is no longer necessary for the protection
of the public health.

FDA did not receive any comments on
this proposal and published a final
order (final rule) in the Federal Register
of November 1, 1957 (22 FR 8812). FDA
amended § 130.102 (21 CFR 130.102) by
adding new paragraph (a)(20) with
marketing conditions for OTC drug
products containing carbetapentane
citrate labeled for the temporary relief of
cough. FDA subsequently recodified
§130.102(a)(20) as § 310.201(a)(20) (21
CFR 310.201(a)(20)).

As part of FDA’s OTC drug review,
the Advisory Review Panel on OTC
Cold, Cough, Allergy, Bronchodilator,
and Antiasthmatic Drug Products (the
Panel) evaluated carbetapentane citrate
and found it safe but lacking adequate
effectiveness data for OTC antitussive
use (41 FR 38312 at 38345, September
9, 1976). In the tentative final
monograph for OTC antitussive drug
products (48 FR 48576 at 48580,
October 19, 1983), one comment
objected to the Panel’s effectiveness
determination. FDA responded that it
agreed with the Panel’s conclusions that
the data were insufficient to establish
effectiveness. FDA did not receive any
additional effectiveness data on
carbetapentane citrate. In the final rule
for OTC antitussive drug products (52
FR 30042, August 12, 1987), FDA
classified carbetapentane citrate as
nonmonograph (not generally
recognized as safe and effective) for
OTC antitussive use.

II. The Technical Amendment

Because carbetapentane citrate had
not been shown to be effective at the
OTC dosages stated in § 310.201(a)(20),
FDA should have removed that
paragraph from §310.201 in 1987. The
current final rule corrects that oversight
by removing paragraph (a)(20) from
§310.201 and reserving paragraph
(a)(20) for future use. In addition, the
entry for “CARBETAPENTANE
CITRATE PREPARATIONS” in § 369.21
(21 CFR 369.21) states: ““(See Cough-
Due-to-Cold Preparations.)” The entry
for ““COUGH-DUE-TO-COLD’
PREPARATIONS” entry states:
“(CARBETAPENTANE CITRATE). (See
§310.201(a)(20) of this chapter.) ‘Keep
out of reach of children. In case of
overdose, get medical help or contact a
Poison Control Center right away.””’
Both of those entries also should have
been removed in 1987, and the current
final rule removes them.

III. Analysis of Impacts

FDA has examined the impacts of this
final rule under Executive Order 12866,
the Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (2 U.S.C. 1501 et
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seq.). Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity).

Under the Regulatory Flexibility Act,
if a rule has a significant economic
impact on a substantial number of small
entities, an agency must analyze
regulatory options that would minimize
any significant impact of the rule on
small entities. Section 202(a) of the
Unfunded Mandates Reform Act of 1995
requires that agencies prepare a written
statement of anticipated costs and
benefits before proposing any rule that
may result in an expenditure in any 1
year by state, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
(adjusted annually for inflation).

FDA has determined that this final
rule is consistent with the principles set
out in Executive Order 12866 and in
these two statutes. The final rule is not
a significant regulatory action as defined
by the Executive order and so is not
subject to review under the Executive
order. As explained later in this
document, the final rule will not have
a significant economic impact on a
substantial number of small entities.
The Unfunded Mandates Reform Act
does not require FDA to prepare a
statement of costs and benefits for this
final rule, because the rule is not
expected to result in any 1-year
expenditure that would exceed $100
million adjusted for inflation. The
current inflation adjusted statutory
threshold is about $127 million using
the most current (2006) Implicit Price
Deflator for the Gross Domestic Product.

The purpose of this final rule is to
remove the exemption in
§310.201(a)(20) for carbetapentane
citrate from the prescription-dispensing
requirements of section 503(b)(1)(B) of
the act and to remove two entries for
carbetapentane citrate in § 369.21. FDA
has reviewed its Drug Listing System
and determined that there currently are
no marketed OTC drug products that
contain carbetapentane citrate.
Therefore, FDA certifies that this final
rule will not have a significant
economic impact on a substantial
number of small entities. No further
analysis is required under the
Regulatory Flexibility Act (5 U.S.C.
605(b)).

IV. Paperwork Reduction Act of 1995

This final rule contains no collections
of information. Therefore, clearance by

the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required.

V. Environmental Impact

FDA has determined under 21 CFR
25.31(a) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VI. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that this rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Any effect on the
States, on the relationship between the
National Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government occurred in 1987
when FDA classified carbetapentane
citrate as not generally recognized as
safe and effective for OTC antitussive
use. States had the opportunity to
comment at the time that final rule was
published (52 FR 30042, August 12,
1987). Accordingly, FDA has concluded
that this rule does not contain policies
that have federalism implications as
defined in the Executive order and,
consequently, a federalism summary
impact statement is not required.

List of Subjects
21 CFR Part 310

Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and recordkeeping
requirements.

21 CFR Part 369

Labeling, Medical devices, Over-the-
counter drugs.
m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 310
and 369 are amended as follows:

PART 310—NEW DRUGS

m 1. The authority citation for 21 CFR
part 310 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360b—360f, 360j, 361(a), 371, 374,
375, 379e; 42 U.S.C. 216, 241, 242(a), 262,
263b—263n.

§310.201 [Amended]

m 2.In §310.201 remove and reserve
paragraph (a)(20).

PART 369—INTERPRETATIVE
STATEMENTS RE WARNINGS ON
DRUGS AND DEVICES FOR OVER-
THE-COUNTER SALE

m 3. The authority citation for 21 CFR
part 369 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 371.

§369.21 [Amended]

m 4.1In § 369.21 remove the following

entries:

“CARBETAPENTANE CITRATE

PREPARATIONS. (See Cough-Due-to-

Cold Preparations.)”

““COUGH-DUE-TO-

COLD’PREPARATIONS

(CARBETAPENTANE CITRATE). (See

§310.201(a)(20) of this chapter.)

‘Keep out of reach of children. In case

of overdose, get medical help or contact

a Poison Control Center right away.””
Dated: November 26, 2007.

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. E7—23207 Filed 11-29-07; 8:45 am]|

BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 864
[Docket No. 2005N-0017]

Medical Devices; Hematology and
Pathology Devices: Reclassification of
Automated Blood Cell Separator
Device Operating by Centrifugal
Separation Principle

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is reclassifying
from class III to class II the automated
blood cell separator device operating by
centrifugal separation principle and
intended for the routine collection of
blood and blood components. FDA is
taking this action on its own initiative
based on new information. Elsewhere in
this issue of the Federal Register, FDA
is announcing the availability of a
guidance document that will serve as
the special controls for this device, as
well as the special controls for the
device with the same intended use but
operating on a filtration separation
principle.
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DATES: This rule is effective December
31, 2007. The reclassification date is
November 30, 2007.

FOR FURTHER INFORMATION CONTACT:
Nathaniel L. Geary, Center for Biologics
Evaluation and Research, Food and
Drug Administration (HFM-17), 1401
Rockville Pike, suite 200N, Rockville,
MD 20852-1448, 301-827-6210.

SUPPLEMENTARY INFORMATION:
I. Background

The Federal Food, Drug, and Cosmetic
Act (the act) (21 U.S.C. 301 et seq.), as
amended by the Medical Device
Amendments of 1976 (the 1976
amendments) (Public Law 94-295), the
Safe Medical Devices Act (SMDA)
(Public Law 101-629), the Food and
Drug Administration Modernization Act
(FDAMA) (Public Law 105-115), and
the Medical Device User Fee and
Modernization Act (Public Law 107—
250) established a comprehensive
system for the regulation of medical
devices intended for human use.
Section 513 of the act (21 U.S.C. 360c)
established three categories (classes) of
devices, depending on the regulatory
controls needed to provide reasonable
assurance of their safety and
effectiveness. The three categories of
devices are as follows:

¢ Class I (general controls),

e Class II (special controls), and

e Class III (premarket approval).

Under the 1976 amendments, class II
devices were defined as devices for
which there was insufficient
information to show that general
controls themselves would provide
reasonable assurance of safety and
effectiveness, but for which there was
sufficient information to establish
performance standards to provide such
assurance. SMDA broadened the
definition of class II devices to mean
those devices for which the general
controls by themselves are insufficient
to provide reasonable assurance of
safety and effectiveness, but for which
there is sufficient information to
establish special controls to provide
such assurance, including performance
standards, post-market surveillance,
patient registries, development and
dissemination of guidelines,
recommendations, and other
appropriate actions the agency deems
necessary (section 513(a)(1)(B) of the
act).

Under section 513 of the act, devices
that were in commercial distribution
before May 28, 1976 (the date of
enactment of the 1976 amendments),
generally referred to as preamendment
devices, are classified after FDA:

1. Receives a recommendation from a
device classification panel (an FDA
advisory committee);

2. Publishes the panel’s
recommendation for comment, along
with a proposed regulation classifying
the device; and

3. Publishes a final regulation
classifying the device.

FDA has classified most
preamendments devices under these
procedures.

1. Devices that were not in
commercial distribution before May 28,
1976, generally referred to as
postamendments devices, are classified
automatically by statute (section 513(f)
of the act) (21 U.S.C. 360c¢(f)) into class
I without any FDA rulemaking
process. Those devices remain in class
III and require premarket approval
unless and until FDA reclassifies the
device into class I or class II.

2. FDA issues an order classifying the
device into class I or II in accordance
with new section 513(f)(2) of the act, as
amended by FDAMA; or

3. FDA issues an order finding the
device to be substantially equivalent,

under section 513(i) of the act (21 U.S.C.

360c(i)), to a predicate device that does
not require premarket approval.

The agency determines whether new
devices are substantially equivalent to
previously offered devices by means of
premarket notification procedures in
section 510(k) of the act (21 U.S.C.
360(k)) and part 807 of the regulations
(21 CFR part 807).

A preamendments device that has
been classified into class III may be
marketed through premarket
notification procedures, without
submission of a premarket approval
application (PMA) until FDA issues a
final regulation under section 515(b) of
the act (21 U.S.C. 360e(b)) requiring
premarket approval.

Section 513(e) of the act governs
reclassification of classified
preamendments devices. This section
provides that FDA may, by rulemaking,
reclassify a device (in a proceeding that
parallels the initial classification
proceeding) based upon “new
information.” FDA can initiate a
reclassification under section 513(e) or
an interested person may petition FDA
to reclassify a preamendments device.
The term “new information,” as used in
section 513(e)(1) of the act, includes
information developed as a result of a
reevaluation of the data before the
agency when the device was originally
classified, as well as information not
presented, not available, or not
developed at that time. (See, e.g.,
Holland Rantos v. United States
Department of Health, Education, and

Welfare, 587 F.2d 1173, 1174 n.1 (D.C.
Cir. 1978); Upjohn v. Finch, 422 F.2d
944 (6th Cir. 1970); Bell v. Goddard, 366
F.2d 177 (7th Cir. 1966)).

Reevaluation of the data previously
before the agency is an appropriate basis
for subsequent regulatory action where
the reevaluation is made in light of
newly available regulatory authority
(see Bell v. Goddard, supra, 366 F.2d at
181; Ethicon, Inc. v. FDA, 762 F.Supp.
382, 389-91 (D.D.C. 1991)), or in light
of changes in “medical science.” (See
Upjohn v. Finch, supra, 422 F.2d at
951). Regardless of whether data before
the agency are past or new data, the
“new information” to support
reclassification under section 513(e)(1)
of the act must be “valid scientific
evidence,” as defined in section
513(a)(3) of the act and 21 CFR
860.7(c)(2). (See, e.g., General Medical
Co.v. FDA, 770 F.2d 214 (D.C. Cir.
1985); Contact Lens Assoc. v. FDA, 766
F.2d 592 (D.C. Cir.), cert. denied, 474
U.S. 1062 (1985)). FDA relies upon
“valid scientific evidence” in the
classification process to determine the
level of regulation for devices. To be
considered in the reclassification
process, the valid scientific evidence
upon which FDA relies must be
publicly available. Publicly available
information excludes trade secret and/or
confidential commercial information,
e.g., the contents of a pending PMA.
(See section 520(c) of the act (21 U.S.C.
360j(c)).

Section 510(m) of the act (21 U.S.C.
360(m)) provides that FDA exempt a
class II device from the premarket
notification requirements under section
510(k) of the act if FDA determines that
premarket notification is not necessary
to provide reasonable assurance of the
safety and effectiveness of the device.
FDA believes that an automated blood
cell separator device operating by
centrifugal separation principle should
not be exempt from premarket
notification under section 510(m) of the
act because premarket notification is
necessary to provide reasonable
assurance of the safety and effectiveness
of the device.

II. Regulatory History of the Device

The automated blood cell separator
device operating by centrifugal
separation principle intended for the
routine collection of blood and blood
components is a preamendments device
classified into class III.

In the Federal Register of March 10,
2005 (70 FR 11887), based on new
information with respect to the device,
FDA proposed, on its own initiative, to
reclassify from class III to class II the
automated blood cell separator device
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operating by centrifugal separation
principle, when the intended use of the
device is for the routine collection of
blood and blood components. Interested
persons were invited to comment on the
proposed rule by June 8, 2005. FDA
received one comment on the proposed
rule and draft guidance and that
comment was considered as the rule
and guidance were finalized.

Also, FDA is correcting a regulatory
citation in the proposed rule of March
10, 2005 (70 FR 11887), on page 11892,
in the first column, starting in the
second line; “21 CFR 803.50(b)(2)” is
corrected to read ““21 CFR
803.50(b)(3))”.

FDA also identified the draft guidance
entitled “Guidance for Industry and
FDA Staff: Class II Special Controls
Guidance Document: Automated Blood
Cell Separator Device Operating by
Centrifugal or Filtration Separation
Principle” as the proposed special
controls capable of providing reasonable
assurance of safety and effectiveness for
these devices.

III. Summary of Final Rule

Under section 513(e) of the act and
§860.130 (21 CFR 860.130), based on
new information and on its own
initiative, FDA is reclassifying from
class III to class II (special controls) the
automated blood cell separator device
operating by centrifugal separation
principle and intended for the routine
collection of blood and blood
components. The special controls in
conjunction with general controls will
provide reasonable assurance of the
safety and effectiveness of the device.
For all other uses, including therapeutic
apheresis, the device remains in its
current classification as class III. All
therapeutic apheresis (blood cell
separator) devices are regulated by the
Center for Devices and Radiological
Health and are not part of § 864.9245 (21
CFR 864.9245).

The automated blood cell separator
device operating by centrifugal
separation principle is assigned the
generic name, automated blood cell
separator. It is identified as a device that
automatically withdraws whole blood
from a donor, separates the blood into
components, retains one or more
components, and returns the remainder
of the blood to the donor. This final rule
removes reference in § 864.9245, to the
words that were in parentheses,
specifically, red blood cells, white blood
cells, plasma, and platelets. The
components obtained are transfused or
used for further manufacturing. The
separation bowls of centrifugal blood
cell separators may be reusable or

disposable, as specified by the device
manufacturer.

Also in this rule, we are removing
from § 864.9245(b), the list of special
controls for the class II automated blood
cell separator device operating by
filtration separation principle and
intended for the routine collection of
blood and blood components. The
special controls guidance entitled
“Guidance for Industry and FDA Staff:
Class II Special Controls Guidance
Document: Automated Blood Cell
Separator Device Operating by
Centrifugal or Filtration Principle”” will
provide the special controls for both
filtration- and centrifugal-based
automated blood cell separator devices
intended for the routine collection of
blood and blood components. The
availability of this guidance is
announced elsewhere in this issue of
the Federal Register.

The special controls guidance
document recommends that the
manufacturer file with FDA for 3
consecutive years an annual report on
the anniversary date of the final rule for
reclassification or on the anniversary
date of 510(k) clearance. Each annual
report should include, at a minimum,
the following information:

e A summary of anticipated and
unanticipated donor adverse events that
have occurred and that are not required
to be reported by manufacturers under
part 803 (21 CFR part 803) Medical
Device Reporting (MDR);

e Any subsequent change to the
device requiring the submission of a
premarket notification in accordance
with section 510(k) of the act;

¢ Any subsequent change to the
preamendments class III device
requiring a 30-day notice in accordance
with §814.39(f) (21 CFR 814.39(f)).

For this type of device, FDA has
determined that premarket notification
is necessary to provide reasonable
assurance of the safety and effectiveness
of the device and, therefore, the type of
device is not exempt from premarket
notification requirements. Prior to
marketing the device, persons must
submit to FDA a premarket notification
containing information about the
automated blood cell separator device
they intend to market. Following the
effective date of this final rule, any firm
submitting a 510(k) premarket
notification for an automated blood cell
separator device operating by filtration
or centrifugal separation principle and
intended for the routine collection of
blood and blood components will need
to address the issues covered in the
special controls guidance. However, the
firm need only show that its device
meets the recommendations of the

guidance or in some other way provides
equivalent assurance of safety and
effectiveness.

IV. Analysis of Comments on the
Proposed Rule and FDA’s Response

FDA received one comment on the
proposed rule. The comment supported
the reclassification of the automated
blood cell separator device operating by
centrifugal separation principle and
intended for the routine collection of
blood and blood components. In
addition, the comment provided
specific questions about the reporting
requirements in the special controls
guidance document and asked FDA to
clarify these reporting requirements.

We first provide a general response to
the comment and then respond to the
questions submitted in the comment. To
make it easier to identify the questions
provided in the comment and our
responses, the word “Comment,” in
parentheses, will appear before the
description of the question, and the
word “Response,” in parentheses, will
appear before our response. We
numbered the comments to distinguish
the questions.

When the device is reclassified, all
manufacturers of currently marketed
automated blood cell separators
operating by centrifugal separation
principle not approved under the
premarket approval process should file
annual reports for 3 consecutive years
on the anniversary date of
reclassification of the device from class
I1I to class II, or on the anniversary date
of the 510(k) clearance. Within the 3-
year reporting period, any subsequent
change to the device requiring a 510(k)
should be included in the annual report.
The criteria for reporting changes to the
device and its labeling under 510(k) are
delineated in FDA’s guidance ‘“‘Deciding
When to Submit a 510(k) for a Change
to an Existing Device,” January 10,
1997.

However, manufacturers of automated
blood cell separator devices operating
by filtration separation principle that
were classified into class II (68 FR 9530,
February 28, 2003) were subject to the
special controls of § 864.9245 issued in
2003, requiring 3 consecutive years of
submitting annual reports. These
devices are not required to initiate
another cycle of annual reports as a
result of the change of special controls
for those devices codified by this rule.

Under §§ 606.160(b)(1)(iii) and
606.170 (21 CFR 606.160(b)(1)(iii) and
606.170), the facility using the device to
collect blood and blood components is
required to keep records of donor
adverse reaction complaints and reports,
including results of all investigations
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and followup. Under § 803.50(b)(3),
manufacturers are responsible for
conducting an investigation of each
event and evaluating the cause of the
event. The special controls would have
the manufacturer summarize this
information and submit it to FDA in the
annual report.

Specific questions submitted in the
comment and FDA’s responses:

(Comment 1) Do you intend to request
3-year annual reporting only for the
initial 510(k) clearance for the
automated blood cell separator device?

(Response) Yes. The 3-year annual
reporting described in the special
controls guidance document
recommends annual reporting only for
the initial 510(k) clearance. Any
subsequent change to the device within
this 3-year reporting period requiring
the submission of a premarket
notification in accordance with section
510(k) of the act should be included in
the annual report. However, the
submission of this 510(k) information
concerning a change to the device
would not restart the 3-year reporting
period.

(Comment 2) Is it correct that for a
device originally approved under the
PMA process, then switched to a 510(k),
annual reporting would not be required?

(Response) Yes, this is correct, if an
automated blood cell separator device
intended for the routine collection of
blood and blood components was
originally approved under the PMA
process.

(Comment 3) Does this reporting
requirement apply to all automated
blood cell separator devices operating
by centrifugal or filtration separation
principle intended for the routine
collection of blood and blood
components regardless of when the
original clearance was granted? Would
any preamendments devices be
“grandfathered” in so that the reporting
would not be required?

(Response) The reporting
recommended in the special controls
guidance applies to currently marketed
products not approved under the PMA
process. The 3-year annual reporting for
these products should begin on the
anniversary date of the device
reclassification from class III to class II,
or, on the anniversary date of 510(k)
clearance.

In this rulemaking, we are
reclassifying the automated blood cell
separator device operating by
centrifugal separation principle from
class I to class II. Therefore, the
reclassification date from class III to
class II for the automated blood cell
separator device operating by

centrifugal separation principle and
intended for the routine collection of
blood and blood components is the date
of publication in the Federal Register of
this final rule (see DATES). The
reclassification date from class III to
class II for the automated blood cell
separator device operating by filtration
separation principle and intended for
the routine collection of blood and
blood components is February 28, 2003.
Devices in commercial distribution
before May 28, 1976, are also referred to
as preamendments devices. On
September 12, 1980 (45 FR 60643), FDA
issued a final rule classifying these
preamendment automated blood cell
separator devices as class III (premarket
approval). The 1976 amendments did
not immediately subject preamendment
devices classified in class III to the
preamendment process. In the
regulation (§ 864.9245), FDA did not set
a deadline for the submission of
premarket approval applications for the
device. That regulation is amended in
this rulemaking to reclassify the device
from class III to class II. Therefore,
preamendments devices are subject to
this rulemaking, and the special
controls guidance document as of the
anniversary date of device
reclassification from class III to class IL

V. FDA’s Conclusion

Therefore, under section 513 of the
act, FDA is adopting the summary of
reasons for the Panel’s recommendation
and the summary of data upon which
the Panel’s recommendation is based
(70 FR 11887 at 11890). FDA is also
adopting the risks to public health
stated in the proposed rule (70 FR 11887
at 11891). Furthermore, FDA is issuing
a final rule that revises § 864.9245,
thereby, reclassifying the generic type of
device, automated blood cell separator
operated by centrifugal separation
principle and intended for the routine
collection of blood and blood
components from class III into class II.

VI. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is not a

significant regulatory action under the
Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. The reclassification of
automated blood cell separator devices
from class III to class II will relieve
manufacturers of the cost of complying
with the premarket approval
requirements in section 515 of the act.
Although the special controls guidance
document recommends that
manufacturers of these devices file with
FDA an annual report for 3 consecutive
years, this is less burdensome than the
current premarket approval
requirements, including the submission
of periodic reports (21 CFR 814.84). By
eliminating the need for premarket
approval applications, reclassification
will reduce regulatory costs with respect
to these devices, impose no significant
economic impact on any small entities,
and may permit small potential
competitors to enter the marketplace by
lowering their costs. The agency
therefore certifies that this final rule
will not have a significant impact on a
substantial number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $127
million, using the most current (2006)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

VII. Environmental Impact

The agency has determined under 21
CFR 25.34(b) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VIII. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that the rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
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Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, the
agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.

IX. Paperwork Reduction Act of 1995

This final rule contains no collections
of information. Therefore, clearance by
the Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (PRA) is not required. FDA
concludes that the special controls
guidance document contains
information collection provisions that
are subject to review and clearance by
OMB under the PRA. Elsewhere in this
issue of the Federal Register, FDA is
publishing a notice announcing the
availability of the guidance document
entitled ““Class II Special Controls
Guidance Document: Automated Blood
Cell Separator Device Operating by
Centrifugal of Filtration Separation
Principle.” The notice contains an
analysis of the paperwork burden for the
guidance.

List of Subjects in 21 CFR Part 864

Blood, Medical devices, Packaging
and containers.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 864 is
amended as follows:

PART 864—HEMATOLOGY AND
PATHOLOGY DEVICES

m 1. The authority citation for 21 CFR
part 864 continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360,
360j, 371.

m 2. Section 864.9245 is revised to read
as follows:

§864.9245 Automated blood cell
separator.

(a) Identification. An automated blood
cell separator is a device that uses a
centrifugal or filtration separation
principle to automatically withdraw
whole blood from a donor, separate the
whole blood into blood components,
collect one or more of the blood
components, and return to the donor the
remainder of the whole blood and blood
components. The automated blood cell
separator device is intended for routine
collection of blood and blood
components for transfusion or further
manufacturing use.

(b) Classification. Class II (special
controls). The special control for this
device is a guidance for industry and
FDA staff entitled “Class II Special
Controls Guidance Document:
Automated Blood Cell Separator Device
Operating by Centrifugal or Filtration
Separation Principle.”

Dated: November 26, 2007.

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. E7—-23285 Filed 11-29-07; 8:45 am]
BILLING CODE 4160-01-S

PENSION BENEFIT GUARANTY
CORPORATION

29 CFR Part 4022

Benefits Payable in Terminated Single-
Employer Plans

AGENCY: Pension Benefit Guaranty
Corporation.
ACTION: Final rule.

SUMMARY: This rule amends Appendix D
to the Pension Benefit Guaranty
Corporation’s regulation on Benefits
Payable in Terminated Single-Employer
Plans by adding the maximum
guaranteeable pension benefit that may
be paid by the PBGC with respect to a
plan participant in a single-employer
pension plan that terminates in 2008.
The amendment is necessary because
the maximum guarantee amount
changes each year, based on changes in
the contribution and benefit base under
section 230 of the Social Security Act.
The effect of the amendment is to advise
plan administrators, participants and
beneficiaries of the increased maximum
guarantee amount for 2008.

DATES: Effective Date: January 1, 2008.

FOR FURTHER INFORMATION CONTACT:
Catherine B. Klion, Manager, Regulatory
and Policy Division, Legislative and
Regulatory Department, Pension Benefit
Guaranty Corporation, 1200 K Street,
NW., Washington, DC 20005, 202—-326—
4024. (TTY/TDD users may call the
Federal relay service toll-free at 1-800—
877-8339 and ask to be connected to
202-326-4024.)

SUPPLEMENTARY INFORMATION: Section
4022(b) of the Employee Retirement
Income Security Act of 1974 provides
for certain limitations on benefits
guaranteed by the PBGC in terminating
single-employer pension plans covered
under Title IV of ERISA. One of the
limitations, set forth in section
4022(b)(3)(B), is a dollar ceiling on the
amount of the monthly benefit that may
be paid to a plan participant (in the
form of a life annuity beginning at age

65) by the PBGC. The ceiling is equal to
“$750 multiplied by a fraction, the
numerator of which is the contribution
and benefit base (determined under
section 230 of the Social Security Act)
in effect at the time the plan terminates
and the denominator of which is such
contribution and benefit base in effect in
calendar year 1974 [$13,200].” This
formula is also set forth in §4022.22(b)
of the PBGC’s regulation on Benefits
Payable in Terminated Single-Employer
Plans (29 CFR part 4022). Appendix D
to part 4022 lists, for each year
beginning with 1974, the maximum
guaranteeable benefit payable by the
PBGC to participants in single-employer
plans that have terminated in that year.

Section 230(d) of the Social Security
Act (42 U.S.C. 430(d)) provides special
rules for determining the contribution
and benefit base for purposes of ERISA
section 4022(b)(3)(B). Each year the
Social Security Administration
determines, and notifies the PBGC of,
the contribution and benefit base to be
used by the PBGC under these
provisions, and the PBGC publishes an
amendment to Appendix D to part 4022
to add the guarantee limit for the
coming year.

The PBGC has been notified by the
Social Security Administration that,
under section 230 of the Social Security
Act, $75,900 is the contribution and
benefit base that is to be used to
calculate the PBGC maximum
guaranteeable benefit for 2008.
Accordingly, the formula under section
4022(b)(3)(B) of ERISA and 29 CFR
4022.22(b) is: $750 multiplied by
$75,900/$13,200. Thus, the maximum
monthly benefit guaranteeable by the
PBGC in 2008 is $4,312.50 per month in
the form of a life annuity beginning at
age 65. This amendment updates
Appendix D to part 4022 to add this
maximum guaranteeable amount for
plans that terminate in 2008. (If a
benefit is payable in a different form or
begins at a different age, the maximum
guaranteeable amount is the actuarial
equivalent of $4,312.50 per month.)

General notice of proposed
rulemaking is unnecessary. The
maximum guaranteeable benefit is
determined according to the formula in
section 4022(b)(3)(B) of ERISA, and
these amendments make no change in
its method of calculation but simply list
2008 maximum guaranteeable benefit
amounts for the information of the
public.

The PBGC has determined that this
action is not a ‘“‘significant regulatory
action” under the criteria set forth in
Executive Order 12866.

Because no general notice of proposed
rulemaking is required for this
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regulation, the Regulatory Flexibility
Act of 1980 does not apply (5 U.S.C.
601(2)).

List of Subjects in 29 CFR Part 4022

Pension insurance, Pensions,
Reporting and recordkeeping
requirements.

m In consideration of the foregoing, 29
CFR part 4022 is amended as follows:

PART 4022—BENEFITS PAYABLE IN
TERMINATED SINGLE-EMPLOYER
PLANS

m 1. The authority citation for part 4022
continues to read as follows:

Authority: 29 U.S.C. 1302, 1322, 1322b,
1341(c)(3)(D), and 1344.
m 2. Appendix D to part 4022 is
amended by adding a new entry to the
end of the table to read as follows. The
introductory text is reproduced for the
convenience of the reader and remains
unchanged.

Appendix D to Part 4022—Maximum
Guaranteeable Monthly Benefit

The following table lists by year the
maximum guaranteeable monthly benefit
payable in the form of a life annuity
commencing at age 65 as described by
§4022.22(b) to a participant in a plan that
terminated in that year:

Maximum
guaranteeable
Year monthly
benefit
2008 ...ooiiieieeeee e $4,312.50

Issued in Washington, DC, this 27th day of
November, 2007.

Vincent K. Snowbarger,

Deputy Director, Pension Benefit Guaranty
Corporation.

[FR Doc. E7—-23267 Filed 11-29-07; 8:45 am]|
BILLING CODE 7709-01-P

PENSION BENEFIT GUARANTY
CORPORATION

29 CFR Part 4044

Allocation of Assets in Single-
Employer Plans; Valuation of Benefits
and Assets; Expected Retirement Age

AGENCY: Pension Benefit Guaranty
Corporation.
ACTION: Final rule.

SUMMARY: This rule amends the Pension
Benefit Guaranty Corporation’s
regulation on Allocation of Assets in
Single-Employer Plans by substituting a
new table that applies to any plan being

terminated either in a distress
termination or involuntarily by the
PBGC with a valuation date falling in
2008, and is used to determine expected
retirement ages for plan participants.
This table is needed in order to compute
the value of early retirement benefits
and, thus, the total value of benefits
under the plan.

DATES: Effective Date: January 1, 2008.

FOR FURTHER INFORMATION CONTACT:
Catherine B. Klion, Manager, Regulatory
and Policy Division, Legislative and
Regulatory Department, Pension Benefit
Guaranty Corporation, 1200 K Street,
NW., Washington, DC 20005, 202-326—
4024. (TTY/TDD users may call the
Federal relay service toll-free at 1-800—
877-8339 and ask to be connected to
202-326—4024.)

SUPPLEMENTARY INFORMATION: The
PBGC’s regulation on Allocation of
Assets in Single-Employer Plans (29
CFR part 4044) sets forth (in subpart B)
the methods for valuing plan benefits of
terminating single-employer plans
covered under Title IV of the Employee
Retirement Income Security Act of 1974.
Under ERISA section 4041(c),
guaranteed benefits and benefit
liabilities under a plan that is
undergoing a distress termination must
be valued in accordance with part 4044,
subpart B. In addition, when the PBGC
terminates an underfunded plan
involuntarily pursuant to ERISA Section
4042(a), it uses the subpart B valuation
rules to determine the amount of the
plan’s underfunding.

Under §4044.51(b) of the asset
allocation regulation, early retirement
benefits are valued based on the annuity
starting date, if a retirement date has
been selected, or the expected
retirement age, if the annuity starting
date is not known on the valuation date.
Sections 4044.55 through 4044.57 set
forth rules for determining the expected
retirement ages for plan participants
entitled to early retirement benefits.
Appendix D of part 4044 contains tables
to be used in determining the expected
early retirement ages.

Table I in appendix D (Selection of
Retirement Rate Category) is used to
determine whether a participant has a
low, medium, or high probability of
retiring early. The determination is
based on the year a participant would
reach ‘“‘unreduced retirement age” (i.e.,
the earlier of the normal retirement age
or the age at which an unreduced
benefit is first payable) and the
participant’s monthly benefit at
unreduced retirement age. The table
applies only to plans with valuation
dates in the current year and is updated

annually by the PBGC to reflect changes
in the cost of living, etc.

Tables II-A, II-B, and II-C (Expected
Retirement Ages for Individuals in the
Low, Medium, and High Categories
respectively) are used to determine the
expected retirement age after the
probability of early retirement has been
determined using Table I. These tables
establish, by probability category, the
expected retirement age based on both
the earliest age a participant could retire
under the plan and the unreduced
retirement age. This expected retirement
age is used to compute the value of the
early retirement benefit and, thus, the
total value of benefits under the plan.

This document amends appendix D to
replace Table I-07 with Table I-08 in
order to provide an updated correlation,
appropriate for calendar year 2008,
between the amount of a participant’s
benefit and the probability that the
participant will elect early retirement.
Table I-08 will be used to value benefits
in plans with valuation dates during
calendar year 2008.

The PBGC has determined that notice
of and public comment on this rule are
impracticable and contrary to the public
interest. Plan administrators need to be
able to estimate accurately the value of
plan benefits as early as possible before
initiating the termination process. For
that purpose, if a plan has a valuation
date in 2008, the plan administrator
needs the updated table being
promulgated in this rule. Accordingly,
the public interest is best served by
issuing this table expeditiously, without
an opportunity for notice and comment,
to allow as much time as possible to
estimate the value of plan benefits with
the proper table for plans with valuation
dates in early 2008.

The PBGC has determined that this
action is not a ‘“‘significant regulatory
action” under the criteria set forth in
Executive Order 12866.

Because no general notice of proposed
rulemaking is required for this
regulation, the Regulatory Flexibility
Act of 1980 does not apply (5 U.S.C.
601(2)).

List of Subjects in 29 CFR Part 4044

Pension insurance, Pensions.

m In consideration of the foregoing, 29
CFR part 4044 is amended as follows:

PART 4044—[AMENDED]
m 1. The authority citation for part 4044
continues to read as follows:

Authority: 29 U.S.C. 1301(a), 1302(b)(3),
1341, 1344, 1362.

m 2. Appendix D to part 4044 is
amended by removing Table I-07 and
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adding in its place Table I-08 to read as
follows:

Appendix D to Part 4044—Tables Used
to Determine Expected Retirement Age

TABLE [-08.—SELECTION OF RETIREMENT RATE CATEGORY
[(For Plans with valuation dates after December 31, 2007, and before January 1, 2009)]

Participant’s Retirement Rate Category is—

Low 1 if ; . . High 3 if
Participant reaches URA in year— monthly Medium? if moRt:';Iy benefit at mgnthly
benefit at benefit at
URA is less URA is greater
than— From To than—
536 536 2,264 2,264
549 549 2,320 2,320
563 563 2,376 2,376
576 576 2,430 2,430
589 589 2,486 2,486
602 602 2,544 2,544
616 616 2,602 2,602
630 630 2,662 2,662
645 645 2,723 2,723
660 660 2,786 2,786

1 Table II-A.
2 Table II-B.
3 Table II-C.
* * * * *

Issued in Washington, DG, this 27th day of
November, 2007.

Vincent K. Snowbarger,

Deputy Director, Pension Benefit Guaranty
Corporation.

[FR Doc. E7—23270 Filed 11-29-07; 8:45 am)]
BILLING CODE 7709-01-P

LIBRARY OF CONGRESS
Copyright Royalty Board

37 CFR Part 381
[Docket No. 2006—2 CRB NCBRA]

Noncommercial Educational
Broadcasting Statutory License

AGENCY: Copyright Royalty Board,
Library of Congress.

ACTION: Final rule.

SUMMARY: The Copyright Royalty Judges
are publishing final regulations setting
the royalty rates and terms under the
Copyright Act for the noncommercial
educational broadcasting statutory
license for the license period 2008—
2012.

DATES: Effective Date: January 1, 2008.
Applicability Date: The regulations
apply to the license period January 1,
2008 through December 31, 2012.
FOR FURTHER INFORMATION CONTACT:
Richard Strasser, Senior Attorney, or
Gina Giuffreda, Attorney-Advisor, by
telephone at (202) 707-7658 or e-mail at
crb@loc.gov.

SUPPLEMENTARY INFORMATION:

Background

Section 118 of the Copyright Act, title
17 of the United States Code, establishes
a statutory license for the use of certain
copyrighted works in connection with
noncommercial television and radio
broadcasting. The terms and rates for
this statutory license have been adjusted
periodically by the Librarian of
Congress and appear in 37 CFR part 253.
However, the Copyright Royalty and
Distribution Reform Act of 2004, Pub. L.
108—419, transferred jurisdiction over
these rates and terms to the Copyright
Royalty Judges (“Judges”). 17 U.S.C.
801(b)(1). This is a window year for the
establishment of new rates and terms for
the 2008-2012 license period.

On January 9, 2006, pursuant to 17
U.S.C. 803(b)(1)(A)({H)(V), the Copyright
Royalty Judges published a notice in the
Federal Register announcing the
commencement of proceedings under 17
U.S.C. 118 and requesting interested
parties to submit their petitions to
participate. 71 FR 1453 (January 9,
2006). Petitions to participate were
received from: The American Council
on Education (“ACE”); the National
Music Publishers Association, Inc.
(“NMPA”’); the Harry Fox Agency
(“HFA”’); the National Religious
Broadcasters Noncommercial Music
License Committee (“NRBNMLC”’);
Royalty Logic, Inc., the American
Society of Composers, Authors and
Publishers (““ASCAP”’); Broadcast
Music, Inc. (“BMI”’); SESAC, Inc.;
National Public Radio (“NPR”); the
Corporation for Public Broadcasting
(“CPB”); the Public Broadcasting
Service (“PBS”); and the Church Music

Publishers Association. The Judges set
the timetable for the three-month
negotiation period, see 17 U.S.C.
803(b)(3), and directed the participants
to submit their written direct statements
no later than January 20, 2007. Instead
of written direct statements, the parties
submitted notification of settlements
and proposed rates and terms for the
Judges to adopt.

Section 801(b)(7)(A) allows for the
adoption of rates and terms negotiated
by “some or all of the participants in a
proceeding at any time during the
proceeding” provided they are
submitted to the Copyright Royalty
Judges for approval. This section
provides that in such event:

(i) The Copyright Royalty Judges shall
provide to those that would be bound by the
terms, rates, or other determination set by
any agreement in a proceeding to determine
royalty rates an opportunity to comment on
the agreement and shall provide to
participants in the proceeding under section
803(b)(2) that would be bound by the terms,
rates, or other determination set by the
agreement to comment on the agreement and
object to its adoption as a basis for statutory
terms and rates; and

(ii) the Copyright Royalty Judges may
decline to adopt the agreement as a basis for
statutory terms and rates for participants that
are not parties to the agreement, if any
participant described in clause (i) objects to
the agreement and the Copyright Royalty
Judges conclude, based on the record before
them if one exists, that the agreement does
not provide a reasonable basis for setting
statutory terms or rates.

17 U.S.C. 801(b)(7)(A). Accordingly, on
April 17, 2007, the Judges published a
Notice of Proposed Rulemaking
(“NPRM”) requesting comment on the
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proposed rates and terms, with certain
modifications, submitted to the Judges
as part of a joint proposal by the
following parties: ACE, ASCAP, BMI,
HFA, NMPA, NPR, NRBNMLC, PBS,
and SESAC. 72 FR 19138 (April 17,
2007). Comments were due by May 17,
2007.

In response to the NPRM, the Judges
received only one comment, which was
jointly submitted by NPR and PBS,
stating that there had been an
inadvertent error in the joint proposal
with respect to some of the NPR and
PBS proposed royalty rates, thereby
making the rates proposed in
§381.7(b)(1)(i) incorrect. Comments of
NPR and PBS, filed May 15, 2007, at 2.
They then set out the intended rates. Id.

Consequently, as required by section
801(b)(7)(A), the Judges published a
second NPRM requesting comment on
the rates correcting those previously
proposed in § 381.7(b)(1)(i). 72 FR
54623 (September 26, 2007) and 72 FR
57101 (October 5, 2007). Comments
were due by October 26, 2007. In
response to this NPRM, the Judges
received one comment from the
organization Students for a Democratic
Society. The comment stated that “in
some cases these royalties might be
restrictive”” and that royalties may be
paid “for something that (perhaps) is in
fact Fair Use.” Comment submitted by
Students for a Democratic Society on
September 26, 2007. However, there was
no indication that this organization
would be bound by the proposed rates
and terms or that it was prepared to
participate in further proceedings to
establish rates and terms for the section
118 license.

Having received no objections from a
party that would be bound by the
proposed rates and terms and that
would be willing to participate in
further proceedings, the Copyright
Royalty Judges, by this notice, are
adopting final regulations which set the
rates and terms for the section 118
statutory license for the period 2008—
2012.

Cost of Living Adjustment

The regulations adopted today require
that on December 1 of each year, starting
with 2007, the Judges publish a notice
of the change in the cost of living as
determined by the Consumer Price
Index (all consumers, all items) during
the period from the most recent Index
published prior to the previous notice,?
to the most recent Index published prior
to December 1 of that year. 37 CFR
381.10(a). The regulations also require

1The last cost of living adjustment was published
on December 1, 2006. See 71 FR 69486.

the Judges to publish a revised schedule
of rates for the public performance of
musical compositions in the ASCAP,
BMI, and SESAC repertoires by public
broadcasting entities licensed to
colleges and universities, reflecting the
change in the Consumer Price Index. 37
CFR 381.10(b). However, the rate for
SESAC set forth in § 381.5(c)(4) is the
rate, without any adjustment, to be paid
to SESAC for calendar year 2008. This
rate will be subject to an annual cost of
living adjustment each year thereafter
for calendar years 2009 through 2012.
See Joint Proposal of SESAC, Inc. and
the American Council of Education at 2
(filed January 26, 2007). Therefore, the
Copyright Royalty Judges are
announcing the change in the Consumer
Price Index and performing the required
cost of living adjustment only to the
rates for ASCAP and BMI set out in
§§381.5(c)(1) and (c)(2) in the April 17
NPRM. See 72 FR 19140.

The change in the cost of living as
determined by the Consumer Price
Index (all consumers, all items) during
the period from the most recent Index
published before December 1, 2006, to
the most recent Index published before
December 1, 2007, is 3.5% (2006’s figure
was 201.8; the figure for 2007 is
208.936, based on 1982-1984 = 100 as
a reference base). Rounding off to the
nearest dollar, the royalty rate for the
use of musical compositions in each of
the repertoires of ASCAP and BMI is
$287.

List of Subjects in 37 CFR Part 381

Copyright, Music, Radio, Television,
Rates.

Final Regulations

m For the reasons set forth in the
preamble, the Copyright Royalty Judges
are adding Part 381 to Chapter III of title
37 of the Code of Federal Regulations to
read as follows:

PART 381—USE OF CERTAIN
COPYRIGHTED WORKS IN
CONNECTION WITH
NONCOMMERCIAL EDUCATIONAL
BROADCASTING

Sec.

381.1 General.

381.2 Definition of public broadcasting
entity.

381.3 [Reserved]

381.4 Performance of musical compositions
by PBS, NPR, and other public
broadcasting entities engaged in the
activities set forth in 17 U.S.C. 118(c).

381.5 Performance of musical compositions
by public broadcasting entities licensed
to colleges and universities.

381.6 Performance of musical compositions
by other public broadcasting entities.

381.7 Recording rights, rates and terms.

381.8 Terms and rates of royalty payments
for the use of published pictorial,
graphic, and sculptural works.

381.9 Unknown copyright owners.

381.10 Cost of living adjustment.

381.11 Notice of restrictions on use of
reproductions of transmission programs.

Authority: 17 U.S.C. 118, 801(b)(1) and
803.

§381.1 General.

This part establishes terms and rates
of royalty payments for certain activities
using published nondramatic musical
works and published pictorial, graphic
and sculptural works during a period
beginning on January 1, 2008, and
ending on December 31, 2012. Upon
compliance with 17 U.S.C. 118, and the
terms and rates of this part, a public
broadcasting entity may engage in the
activities with respect to such works set
forth in 17 U.S.C. 118(c).

§381.2 Definition of public broadcasting
entity.

As used in this part, the term public
broadcasting entity means a
noncommercial educational broadcast
station as defined in section 397 of title
47 and any nonprofit institution or
organization engaged in the activities
described in 17 U.S.C. 118(c).

§381.3 [Reserved]

§381.4 Performance of musical
compositions by PBS, NPR and other public
broadcasting entities engaged in the
activities set forth in 17 U.S.C. 118(c).

The following schedule of rates and
terms shall apply to the performance by
PBS, NPR and other public broadcasting
entities engaged in activities set forth in
17 U.S.C. 118(c) of copyrighted
published nondramatic musical
compositions, except for public
broadcasting entities covered by
§§381.5 and 381.6, and except for
compositions which are the subject of
voluntary license agreements.

(a) Determination of royalty
rate. (1) For performance of
such work in a feature pres-
entation of PBS:

2008—2012 ...ccvvvvvvinriinnennnns

(2) For performance of such a
work as background or
theme music in a PBS pro-
gram:

2008—2012 ...covvvvvvnnriinnennnns

(3) For performance of such a
work in a feature presen-
tation of a station of PBS:

2008—2012 ...cvvvvvneiinneennns

(4) For performance of such a
work as background or
theme music in a program
of a station of PBS:

2008—2012 ...covvvvvvieiinnennnns

(5) For the performance of
such a work in a feature
presentation of NPR:

$227.58

$57.66

$19.45

$4.10
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2008-2012
(6) For the performance of
such a work as background
or theme music in an NPR
program:
2008-2012
(7) For the performance of
such a work in a feature
presentation of a station of
NPR:
2008-2012
(8) For the performance of
such a work as background
or theme music in a pro-
gram of a station of NPR:
2008-2012

$23.07

$5.59

$1.63

$.58

(9) For purposes of this schedule the
rate for the performance of theme music
in an entire series shall be double the
single program theme rate.

(10) In the event the work is first
performed in a program of a station of
PBS or NPR, and such program is
subsequently distributed by PBS or
NPR, an additional royalty payment
shall be made equal to the difference
between the rate specified in this
section for a program of a station of PBS
or NPR, respectively, and the rate
specified in this section for a PBS or
NPR program, respectively.

(b) Payment of royalty rate. The
required royalty rate shall be paid to
each known copyright owner not later
than July 31 of each calendar year for
uses during the first six months of that
calendar year, and not later than January
31 for uses during the last six months
of the preceding calendar year.

(c) Records of use. PBS and NPR shall,
upon the request of a copyright owner
of a published musical work who
believes a musical composition of such
owner has been performed under the
terms of this schedule, permit such
copyright owner a reasonable
opportunity to examine their standard
cue sheets listing the nondramatic
performances of musical compositions
on PBS and NPR programs. Any local
PBS and NPR station that shall be
required by the provisions of any
voluntary license agreement with
ASCAP, BMI or SESAC covering the
license period January 1, 2008, to
December 31, 2012, to provide a music
use report shall, upon request of a
copyright owner who believes a musical
composition of such owner has been

performed under the terms of this
schedule, permit such copyright owner
to examine the report.

(d) Terms of use. The fees provided in
this schedule for the performance of a
musical work in a program shall cover
performances of such work in such
program for a period of four years
following the first performance.

§381.5 Performance of musical
compositions by public broadcasting
entities licensed to colleges and
universities.

(a) Scope. This section applies to the
performance of copyrighted published
nondramatic musical compositions by
noncommercial radio stations which are
licensed to accredited colleges,
accredited universities, or other
accredited nonprofit educational
institutions and which are not affiliated
with National Public Radio. For
purposes of this section, accreditation of
institutions providing post-secondary
education shall be determined by a
regional or national accrediting agency
recognized by the Council for Higher
Education Accreditation or the United
States Department of Education; and
accreditation of institutions providing
elementary or secondary education shall
be as recognized by the applicable state
licensing authority.

(b) Voluntary license agreements.
Notwithstanding the schedule of rates
and terms established in this section,
the rates and terms of any license
agreements entered into by copyright
owners and colleges, universities, and
other nonprofit educational institutions
concerning the performance of
copyrighted musical compositions,
including performances by
noncommercial radio stations, shall
apply in lieu of the rates and terms of
this section.

(c) Royalty rate. A public broadcasting
entity within the scope of this section
may perform published nondramatic
musical compositions subject to the
following schedule of royalty rates:

(1) For all such compositions in the
repertory of ASCAP, $287 annually.

(2) For all such compositions in the
repertory of BMI, $287 annually.

(3) For all such compositions in the
repertory of SESAC, $116 annually.

(4) For the performance of any other
such compositions: $1.

(d) Payment of royalty rate. The
public broadcasting entity shall pay the
required royalty rate to ASCAP, BMI
and SESAC not later than January 31 of
each year.

(e) Records of use. A public
broadcasting entity subject to this
section shall furnish to ASCAP, BMI
and SESAC, upon request, a music-use
report during one week of each calendar
year. ASCAP, BMI and SESAC shall not
in any one calendar year request more
than 10 stations to furnish such reports.

§381.6 Performance of musical
compositions by other public broadcasting
entities.

(a) Scope. This section applies to the
performance of copyrighted published
nondramatic musical compositions by
radio stations not licensed to colleges,
universities, or other nonprofit
educational institutions and which are
not affiliated with NPR. In the event that
a station owned by a public
broadcasting entity broadcasts
programming by means of an in-band,
on-channel (“IBOC”) digital radio signal
and such programming is different than
the station’s analog broadcast
programming, then any such
programming shall be deemed to be
provided by a separate station requiring
a separate royalty payment.

(b) Voluntary license agreements.
Notwithstanding the schedule of rates
and terms established in this section,
the rates and terms of any license
agreements entered into by copyright
owners and noncommercial radio
stations within the scope of this section
concerning the performance of
copyrighted musical compositions,
including performances by
noncommercial radio stations, shall
apply in lieu of the rates and terms of
this section.

(c) Royalty rate. A public broadcasting
entity within the scope of this section
may perform published nondramatic
musical compositions subject to the
following schedule of royalty rates:

(1) For all such compositions in the
repertory of ASCAP, the royalty rates
shall be as follows:

Population count 2008 2009 2010 2011 2012
Level 1 0-249,999 ......cccent $ 550 $ 567 $ 583 $ 601 $619
Level 2 250,000-499,999 ...... 1,000 1,030 1,061 1,093 1,126
Level 3 500,000-999,999 ...... 1,500 1,545 1,591 1,639 1,688
Level 4 1,000,000-1,499,999 2,000 2,060 2,122 2,185 2,251
Level 5 1,500,000-1,999,999 2,500 2,575 2,652 2,732 2,814
Level 6 2,000,000-2,499,999 3,000 3,090 3,183 3,278 3,377
Level 7 2,500,000-2,999,999 3,500 3,605 3,713 3,825 3,939
Level 8 3,000,000 and above 5,000 5,150 5,305 5,464 5,628
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(2) For all such compositions in the
repertory of BMI, the royalty rates shall
be as follows:
Population count 2008 2009 2010 2011 2012
0-249,999 .....ccoeenue $ 550 $ 567 $ 583 $ 601 $ 619
250,000-499,999 ...... 1,000 1,030 1,061 1,093 1,126
500,000-999,999 ...... 1,500 1,545 1,591 1,639 1,688
1,000,000-1,499,999 2,000 2,060 2,122 2,185 2,251
1,500,000-1,999,999 2,500 2,575 2,652 2,732 2,814
2,000,000—-2,499,999 3,000 3,090 3,183 3,278 3,377
2,500,000-2,999,999 3,500 3,605 3,713 3,825 3,939
3,000,000 and above 5,000 5,150 5,305 5,464 5,628
(3) For all such compositions in the
repertory of SESAC, the royalty rates
shall be as follows:
Population count 2008 2009 2010 2011 2012

0-249,999 ..o $ 120 $124 $ 127 $ 131 $135
250,000-499,999 ...... 200 206 212 219 225
500,000-999,999 ...... 300 309 318 328 338
1,000,000-1,499,999 400 412 424 437 450
1,500,000-1,999,999 500 515 530 546 563
2,000,000-2,499,999 600 618 637 656 675
2,500,000-2,999,999 700 721 743 765 788
3,000,000 and above 1,000 1,030 1,061 1,093 1,126

(4) For the performance of any other
such compositions, in 2008 through
2012, $1.

(d) Payment of royalty rate. The
public broadcasting entity shall pay the
required royalty rate to ASCAP, BMI
and SESAC not later than January 31 of
each year. Each annual payment shall be
accompanied by a signed declaration
stating the Population Count of the
public broadcasting entity and the
source for such Population Count. An
exact copy of such declaration shall be
furnished to each of ASCAP, BMI and
SESAC. Upon prior written notice
thereof from ASCAP, BMI or SESAC, a
public broadcasting entity shall make its
books and records relating to its
Population Count available for
inspection.

(e) Records of use. A public
broadcasting entity subject to this
section shall furnish to ASCAP, BMI
and SESAC, upon request, a music-use
report during one week of each calendar
year. ASCAP, BMI and SESAC each
shall not in any one calendar year
request more than 10 stations to furnish
such reports.

(f) Definitions. As used in paragraphs
(c) and (d) of this section, the following
terms and their variant forms mean the
following:

(1) Population Count. The
combination of:

(i) The number of persons estimated
to reside within a stations Predicted 60
dBu Contour, based on the most recent
available census data; and

(ii) The nonduplicative number of
persons estimated to reside in the
Predicted 60 dBu Contour of any
Translator Station or Booster Station
that extends a public broadcasting
entity’s signal beyond the contours of a
station’s Predicted 60 dBu Contour.

(iii) In determining Population Count,
a station or a Translator Station or a
Booster Station may use and report the
total population data, from a research
company generally recognized in the
broadcasting industry, for the radio
market within which the station’s
community license is located.

(2) Predicted 60 dBu Contour shall be
calculated as set forth in 47 CFR 73.313.

(3) Translator Station and Booster
Station shall have the same meanings as
set forth in 47 CFR 74.1201.

§381.7 Recording rights, rates and terms.

(a) Scope. This section establishes
rates and terms for the recording of
nondramatic performances and displays
of musical works, other than
compositions subject to voluntary
license agreements, on and for the radio
and television programs of public
broadcasting entities, whether or not in
synchronization or timed relationship
with the visual or aural content, and for
the making, reproduction, and
distribution of copies and phonorecords
of public broadcasting programs
containing such nondramatic
performances and displays of musical
works solely for the purpose of
transmission by public broadcasting
entities. The rates and terms established
in this schedule include the making of
the reproductions described in 17 U.S.C.
118(c)(3).

(b) Royalty rate. (1)(i) For uses
described in paragraph (a) of this
section of a musical work in a PBS-
distributed program, the royalty fees
shall be calculated by multiplying the
following per-composition rates by the
number of different compositions in that
PBS-distributed program:

2008-2012
(AN T R=T= LU= SO SP PRSP $114.09
(B) CoNcert fEAtUrE (PEI MUNULE) ...cueiiiitiiiiiteet ettt e e a e bbb bt e bt h e et e b e e et ehe e et e sheeh e e e bt ea e e bt ehe e bt eb e et e ne e e e e nneennenneennens 34.26
[(O I 22211 e Lo U oo TSR PR USRS 57.66
(D) Theme:
(1) Single program OF firSt SEIES PrOGIAIM .......ciiiiiiieiiiit ettt sa et b et e bt e saee et e e ss st e abe e sabeeaseeeabeeabeeenneenaneeneenane 57.66
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2008-2012

(2) Oth

er series program

23.41

(ii) For such uses other than in a PBS-
distributed television program, the

royalty fee shall be calculated by
multiplying the following per-

composition rates by the number of
different compositions in that program:

2008-2012
(AN B R=T= LU= OSSPSR $9.43
(B) Concert feature (per minute) .. 2.48
(&)= 1e (e £o10] o o H T T TR P O TUU PR UPTOPTRPRPTOPRN 410
(D) Theme:
(1) Single program or first SErES Of PrOGIAIM .........oiiiiiiiiiii ettt e bt sttt e s st e b e s ar e e sbeesreeneneeas 410
(P2 IO (g T QYT (oY o] (T =T I PR OTUSPPRN 1.63

(iii) In the event the work is first
recorded other than in a PBS-distributed
program, and such program is
subsequently distributed by PBS, an
additional royalty payment shall be
made equal to the difference between
the rate specified in this section for

other than a PBS-distributed program
and the rate specified in this section for
a PBS-distributed program.

(2) For uses licensed herein of a
musical work in a NPR program, the
royalty fees shall be calculated by
multiplying the following per-
composition rates by the number of

different compositions in any NPR
program distributed by NPR. For
purposes of this schedule “National
Public Radio” programs include all
programs produced in whole or in part
by NPR, or by any NPR station or
organization under contract with NPR.

2008-2012
(1) FBALUIE ...ttt ettt et e e et e et e e teeeas e e aeeeaseeaseeeaseeseeaaseeeseeeaseeasseeabeeeReeeaseeeaseeReeanteeheeeaseeseeanbeeaseeeneeeaeeeareeaneeans $12.35
(i) Concert feature (per minute) ... 18.13
(LT I 22Tt (e [ (o]0 g T I PP PTOUPTUPRRPRTOPR 6.19
(iv) Theme:
(A) Single program Or firSt SEMES PrOGIAM  ........iiiiiiiiieieei ettt ettt ettt e e bt e as e e et e e sh e e e b e e aae e e beesaeeebeesaseeabeeeabeesbeesabeensneens 6.19
(=) IO (=TT T o] (T - Ty o SRS U PP UPTPRUPPO 2.47

(3) For purposes of this schedule, a
“Concert Feature” shall be deemed to be
the nondramatic presentation in a
program of all or part of a symphony,

concerto, or other serious work
originally written for concert
performance, or the nondramatic
presentation in a program of portions of

a serious work originally written for
opera performance.

(4) For such uses other than in an
NPR-produced radio program:

2008-2012
(i) Feature .....ccooeeveveeieieeeeeee $.79
(i) Feature (concert) (per half hour) .... 1.65
(LTI 522Ut (e [ (e 10 g T I TP U PP VPP UPPRPPPTO .40

(5) The schedule of fees covers use for
a period of three years following the
first use. Succeeding use periods will
require the following additional
payment: Additional one-year period—
25 percent of the initial three-year fee;
second three-year period—50 percent of
the initial three-year fee; each three-year
fee thereafter—25 percent of the initial
three-year fee; provided that a 100
percent additional payment prior to the
expiration of the first three-year period
will cover use during all subsequent use
periods without limitation. Such
succeeding uses which are subsequent
to December 31, 2012, shall be subject
to the royalty rates established in this
schedule.

(c) Payment of royalty rates. The
required royalty rates shall be paid to

each known copyright owner not later
than July 31 of each calendar year for
uses during the first six months of that
calendar year, and not later than January
31 for uses during the last six months

of the preceding calendar year.

(d) Records of use—(1) Maintenance
of cue sheets. PBS and its stations, NPR,
or other public broadcasting entities
shall maintain and make available for
examination pursuant to paragraph (e)
of this section copies of their standard
cue sheets or summaries of same listing
the recording of the musical works of
such copyright owners.

(2) Content of cue sheets or
summaries. Such cue sheets or
summaries shall include:

(i) The title, composer and author to
the extent such information is
reasonably obtainable.

(ii) The type of use and manner of
performance thereof in each case.

(ii1) For Concert Feature music, the
actual recorded time period on the
program, plus all distribution and
broadcast information available to the
public broadcasting entity.

(e) Filing of use reports with the
Copyright Royalty Judges. Deposit of cue
sheets or summaries. PBS and its
stations, NPR, or other television public
broadcasting entity shall deposit with
the Copyright Royalty Judges one
electronic copy in Portable Document
Format (PDF) on compact disk (an
optical data storage medium such as a
CD-ROM, CD-R or CD-RW) or floppy
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diskette of their standard music cue
sheets or summaries of same listing the
recording pursuant to this schedule of
the musical works of copyright owners.
Such cue sheets or summaries shall be
deposited not later than July 31 of each
calendar year for recordings during the
first six months of the calendar year and
not later than January 31 of each
calendar year for recordings during the
second six months of the preceding
calendar year. PBS and NPR shall
maintain at their offices copies of all
standard music cue sheets from which
such music use reports are prepared.

Such music cue sheets shall be
furnished to the Copyright Royalty
Judges upon their request and also shall
be available during regular business
hours at the offices of PBS or NPR for
examination by a copyright owner who
believes a musical composition of such
owner has been recorded pursuant to
this schedule.

§381.8 Terms and rates of royalty
payments for the use of published pictorial,
graphic, and sculptural works.

(a) Scope. This section establishes
rates and terms for the use of published

pictorial, graphic, and sculptural works
by public broadcasting entities for the
activities described in 17 U.S.C. 118.
The rates and terms established in this
schedule include the making of the
reproductions described in 17 U.S.C.
118(c).

(b) Royalty rate. (1) The following
schedule of rates shall apply to the use
of works within the scope of this
section:

(i) For such uses in a PBS-distributed
program:

2008-2012
(A) For featured diSPIAY OF @ WOTK .......cuiiiiiitieet ettt b ettt e e e bt e bt e ea et e ehe e ot e e b e e e s st e sae e eateeeas e e bt e saeeenneenateebeeaa $69.70
(B) For background and montage QiSPIAY .........cc.coiiiiiiiiiiiiie e et r e 33.99
(C) For use of a work for program identification or for themMatiC USE .........c.eoiiiiiiiiiiii e 137.40
(D) For the display of an art reproduction copyrighted separately from the work of fine art from which the work was reproduced
irrespective of whether the reproduced work of fine art is copyrighted so as to be subject also to payment of a display fee
under the terms Of the SChEAUIE ...ttt e e e e st b e e s eesaneas 45.14
(ii) For such uses in other than PBS-
distributed programs:
2008-2012
(A) For featured diSPlay Of @ WOTK ...........oiiiiiiii ettt st e e et e e s h e e s bt e e b e e e b e e s ae e st e e sae e e b e e s aeeesbeesaneebee e $45.14
(B) For background and mMONtAGE QISPIAY .......eeiueiiuiiiiieiiieeit ettt ettt et et a et et e e ea e e bt e a et e bt e et e bt e e b e n e e e ne e nae e e reenneeens 23.13
(C) For use of a work for program identification or for themMatiC USE .........cccoiiiiiiiiiiiiie e 92.27
(D) For the display of an art reproduction copyrighted separately from the work of fine art from which the work was reproduced
irrespective of whether the reproduced work of fine art is copyrighted so as to be subject also to payment of a display fee
under the terms Of this SCREAUIE ............oei et n e e e e ene e 23.14

(2) For the purposes of the schedule
in paragraph (b)(1) of this section the
rate for the thematic use of a work in an
entire series shall be double the single
program theme rate. In the event the
work is first used other than in a PBS-
distributed program, and such program
is subsequently distributed by PBS, an
additional royalty payment shall be
made equal to the difference between
the rate specified in this section for
other than a PBS-distributed program
and the rate specified in this section for
a PBS-distributed program.

(3) “Featured display”’ for purposes of
this schedule means a full-screen or
substantially full-screen display
appearing on the screen for more than
three seconds. Any display less than
full-screen or substantially full-screen,
or full-screen for three seconds or less,
is deemed to be a “‘background or
montage display”.

(4) “Thematic use” is the utilization
of the works of one or more artists
where the works constitute the central
theme of the program or convey a story
line.

(5) “Display of an art reproduction
copyrighted separately from the work of
fine art from which the work was

reproduced” means a transparency or
other reproduction of an underlying
work of fine art.

(c) Payment of royalty rate. PBS or
other public broadcasting entity shall
pay the required royalty fees to each
copyright owner not later than July 31
of each calendar year for uses during the
first six months of that calendar year,
and not later than January 31 for uses
during the last six months of the
preceding calendar year.

(d) Records of use. (1) PBS and its
stations or other public broadcasting
entity shall maintain and furnish either
to copyright owners, or to the offices of
generally recognized organizations
representing the copyright owners of
pictorial, graphic and sculptural works,
copies of their standard lists containing
the pictorial, graphic, and sculptural
works displayed on their programs.
Such notice shall include the name of
the copyright owner, if known, the
specific source from which the work
was taken, a description of the work
used, the title of the program on which
the work was used, and the date of the
original broadcast of the program.

(2) Such listings shall be furnished
not later than July 31 of each calendar

year for displays during the first six
months of the calendar year, and not
later than January 31 of each calendar
year for displays during the second six
months of the preceding calendar year.

(e) Filing of use reports with the
Copyright Royalty Judges. (1) PBS and
its stations or other public broadcasting
entity shall deposit with the Copyright
Royalty Judges one electronic copy in
Portable Document Format (PDF) on
compact disk (an optical data storage
medium such as a CD-ROM, CD-R or
CD-RW) or floppy diskette of their
standard lists containing the pictorial,
graphic, and sculptural works displayed
on their programs. Such notice shall
include the name of the copyright
owner, if known, the specific source
from which the work was taken, a
description of the work used, the title of
the program on which the work was
used, and the date of the original
broadcast of the program.

(2) Such listings shall be furnished
not later than July 31 of each calendar
year for displays during the first six
months of the calendar year, and not
later than January 31 of each calendar
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year for displays during the second six
months of the preceding calendar year.

(f) Terms of use. (1) The rates of this
schedule are for unlimited use for a
period of three years from the date of
the first use of the work under this
schedule. Succeeding use periods will
require the following additional
payment: Additional one-year period—
25 percent of the initial three-year fee;
second three-year period—50 percent of
the initial three-year fee; each three-year
period thereafter—25 percent of the
initial three-year fee; provided that a
100 percent additional payment prior to
the expiration of the first three-year
period will cover use during all
subsequent use periods without
limitation. Such succeeding uses which
are subsequent to December 31, 2012,
shall be subject to the rates established
in this schedule.

(2) Pursuant to the provisions of 17
U.S.C. 118(e), nothing in this schedule
shall be construed to permit, beyond the
limits of fair use as provided in 17
U.S.C. 107, the production of a
transmission program drawn to any
substantial extent from a published
compilation of pictorial, graphic, or
sculptural works.

§381.9 Unknown copyright owners.

If PBS and its stations, NPR and its
stations, or other public broadcasting
entity is not aware of the identity of, or
unable to locate, a copyright owner who
is entitled to receive a royalty payment
under this part, they shall retain the
required fee in a segregated trust
account for a period of three years from
the date of the required payment. No
claim to such royalty fees shall be valid
after the expiration of the three-year
period. Public broadcasting entities may
establish a joint trust fund for the
purposes of this section. Public
broadcasting entities shall make
available to the Copyright Royalty
Judges, upon request, information
concerning fees deposited in trust
funds.

§381.10 Cost of living adjustment.

(a) On or before December 1, 2007, the
Copyright Royalty Judges shall publish
in the Federal Register a notice of the
change in the cost of living as
determined by the Consumer Price
Index (all consumers, all items) during
the period from the most recent Index
published prior to December 1, 2006, to
the most recent Index published prior to
December 1, 2007. On each December 1
thereafter the Copyright Royalty Judges
shall publish a notice of the change in
the cost of living during the period from
the most recent index published prior to
the previous notice, to the most recent

Index published prior to December 1, of
that year.

(b) On the same date of the notices
published pursuant to paragraph (a) of
this section, the Copyright Royalty
Judges shall publish in the Federal
Register a revised schedule of rates for
§381.5 which shall adjust those royalty
amounts established in dollar amounts
according to the change in the cost of
living determined as provided in
paragraph (a) of this section. Such
royalty rates shall be fixed at the nearest
dollar.

(c) The adjusted schedule for rates for
§ 381.5 shall become effective thirty
days after publication in the Federal
Register.

§381.11 Notice of restrictions on use of
reproductions of transmission programs.

Any public broadcasting entity which,
pursuant to 17 U.S.C. 118, supplies a
reproduction of a transmission program
to governmental bodies or nonprofit
institutions shall include with each
copy of the reproduction a warning
notice stating in substance that the
reproductions may be used for a period
of not more than seven days from the
specified date of transmission, that the
reproductions must be destroyed by the
user before or at the end of such period,
and that a failure to fully comply with
these terms shall subject the body or
institution to the remedies for
infringement of copyright.

Dated: November 23, 2007.
James Scott Sledge,
Chief Copyright Royalty Judge.
[FR Doc. E7—23145 Filed 11-29-07; 8:45 am]
BILLING CODE 1410-72-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Part 409

[CMS-1545-CN2]

RIN 0938-AM46

Medicare Program; Prospective
Payment System and Consolidated

Billing for Skilled Nursing Facilities;
Corrections

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Final rule; correction notice.

SUMMARY: This document corrects
technical errors that appeared in the
August 3, 2007 Federal Register,
entitled ‘“Medicare Program; Prospective
Payment System and Consolidated

Billing for Skilled Nursing Facilities for
FY 2008; Final Rule.”

DATES: Effective Date: This correction is
effective January 1, 2008.

FOR FURTHER INFORMATION CONTACT: Bill
Ullman, (410) 786—5667.

SUPPLEMENTARY INFORMATION:
I. Background

On September 28, 2007, we published
a correction notice (FR Doc. E7—18732,
72 FR 55085) to correct a number of
technical errors that appeared in the FY
2008 Skilled Nursing Facility
Prospective Payment System (SNF PPS)
final rule on August 3, 2007 (FR Doc.
07-3784, 72 FR 43412). In this notice,
we are correcting certain technical
errors in the wage index values, which
have been recently identified.
Specifically, we have determined that in
the process of developing the most
recent hospital wage index, an inpatient
hospital provider was inadvertently
assigned to the wrong Core-Based
Statistical Area (CBSA). This provider
was incorrectly located in CBSA 16180
(Carson City, NV) instead of CBSA
39900 (Reno-Sparks, NV). Accordingly,
we are revising the wage index values
for CBSA 16180 Carson City, NV from
0.9353 to the corrected value of 1.0003.
Similarly, we are revising the wage
index value for CBSA 39900 Reno-
Sparks, NV from 1.0959 to the corrected
value of 1.0715. As we are revising the
entries for only these two particular
CBSAs, we are not republishing the
lengthy Table 8, “FY 2008 Wage Index
for Urban Areas Based on CBSA Labor
market Areas,” in its entirety in this
notice. We note that the corrected
version of this table is available online
on the SNF PPS website, at http://
www.cms.hhs.gov/SNFPPS/
04_Wagelndex.asp.

The corrections in this document
appear below in the “Correction of
Errors” section. The provisions in this
correction notice are effective as of
January 1, 2008.

II. Correction of Errors

In FR Doc. 07-3784 (72 FR 43412),
make the following corrections:

1. On page 43441, in column 3
(“Wage Index”) of Table 8, “Wage Index
for Urban Areas Based on CBSA Labor
Market Areas”, the entry “0.9353" for
CBSA 16180 Carson City, NV is
corrected to read ““1.0003”".

2. On page 43455, in column 3
(“Wage Index”) of Table 8, “Wage Index
for Urban Areas Based on CBSA Labor
Market Areas”, the entry “1.0959” for
CBSA 39900 Reno-Sparks, NV is
corrected to read “1.0715”.
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III. Waiver of Proposed Rulemaking

We ordinarily publish a notice of
proposed rulemaking in the Federal
Register to provide a period for public
comment before the provisions of a
notice take effect in accordance with
section 553(b) of the Administrative
Procedure Act (APA) (5 U.S.C. 553(b)).
However, we can waive the notice and
comment procedure if the Secretary
finds, for good cause, that a notice and
comment process is impracticable,
unnecessary or contrary to the public
interest, and incorporates a statement of
the finding and the reasons therefore in
the notice.

We find for good cause that it is

unnecessary to undertake notice and
comment rulemaking because this
notice merely provides technical
corrections to the regulations. We are
not making substantive changes to our
payment methodologies or policies, but
rather, are simply implementing
correctly the payment methodologies
and policies that we previously
proposed, received comment on, and
subsequently finalized. The public has
already had the opportunity to comment
on these payment methodologies and
policies, and this correction notice is
intended solely to ensure that the FY
2008 SNF PPS final rule accurately
reflects them. Therefore, we believe that
undertaking further notice and comment
procedures to incorporate these
corrections into the update notice is
unnecessary and contrary to the public
interest.
(Catalog of Federal Domestic Assistance
Program No. 93.773, Medicare—Hospital
Insurance; and Program No. 93.774,
Medicare—Supplementary Medical
Insurance Program)

Dated: November 19, 2007.

Ann C. Agnew,

Executive Secretary to the Department.

[FR Doc. E7—23219 Filed 11-29-07; 8:45 am]|
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Part 455

[CMS-2264-F]

RIN 0938—-A088

Medicaid Integrity Program; Limitation
on Contractor Liability

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.
ACTION: Final rule.

SUMMARY: The Medicaid Integrity
Program (the Program) provides that the
Secretary promote the integrity of the
Medicaid program by entering into
contracts with contractors that will
review the actions of individuals or
entities furnishing items or services
(whether fee-for-service, risk, or other
basis) for which payment may be made
under an approved State plan and/or
any waiver of the plan approved under
section 1115 of the Social Security Act;
audit claims for payment of items or
services furnished, or administrative
services furnished, under a State plan;
identify overpayments of individuals or
entities receiving Federal funds; and
educate providers of services, managed
care entities, beneficiaries, and other
individuals with respect to payment
integrity and quality of care. This final
rule will provide for limitations on a
contractor’s liability while performing
these services under the Program.

The final rule will, to the extent
possible, employ the same or
comparable standards and other
substantive and procedural provisions
as are contained in section 1157
(Limitation on Liability) of the Social
Security Act.

DATES: Effective Date: These regulations
are effective on December 31, 2007.

FOR FURTHER INFORMATION CONTACT:
Barbara Rufo, 410-786-5589 or Crystal
High, 410-786—-8366.

SUPPLEMENTARY INFORMATION:

I. Background

A. Current Law

States and the Federal Government
share in the responsibility for
safeguarding Medicaid program
integrity. States must comply with
Federal requirements designed to ensure
that Medicaid funds are properly spent
(or recovered, when necessary). The
Centers for Medicare & Medicaid
Services (CMS) is the primary Federal
agency responsible for providing
oversight of States’ activities and
facilitating their program integrity
efforts.

B. Medicaid Integrity Program

Section 6034 of the Deficit Reduction
Act (DRA) of 2005 (Pub. L. 109-171,
enacted on February 8, 2006) amended
title XIX of the Social Security Act (the
Act), (42 U.S.C. 1396 et seq.) by
redesignating the old section 1936 as
section 1937; and inserting the new
section 1936 to combat Medicaid fraud
and abuse. For the first time, the
Program authorizes the Federal
Government to directly identify,
recover, and prevent inappropriate
Medicaid payments. It will also support

the efforts of the State Medicaid
agencies through a combination of
oversight and technical assistance.

Although individual States work to
ensure the integrity of their respective
Medicaid programs, the Program
represents CMS’ first comprehensive
national strategy to detect and prevent
Medicaid fraud and abuse. The Program
will provide CMS with the ability to
more directly ensure the accuracy of
Medicaid payments and to deter those
who would exploit the program.

The new section 1936 of the Act states
that the Secretary shall promote the
integrity of the Medicaid program by
entering into contracts with eligible
entities to carry out the following
activities:

1. Review of the actions of individuals
or entities furnishing items or services
(whether on a fee-for-service, risk or
other basis) for which payment may be
made under a State plan approved
under title XIX (or under any waiver of
this plan approved under section 1115
of the Act) to determine whether fraud,
waste, and/or abuse has occurred, or is
likely to occur, or whether these actions
have any potential for resulting in an
expenditure of funds under title XIX in
a manner that is not intended under the
provisions of title XIX.

2. Audit of claims for payment for
items or services furnished, or
administrative services rendered, under
a State plan under title XIX, including
cost reports, consulting contracts; and
risk contracts under section 1903(m) of
the Act.

3. Identification of overpayments to
individuals or entities receiving Federal
funds under title XIX.

4. Education of providers of services,
managed care entities, beneficiaries, and
other individuals with respect to
payment integrity and quality of care.

Section 1936 of the Act also provides
that the Secretary will, by regulation,
provide for the limitation of a
contractor’s liability for actions taken to
carry out a contract under the Medicaid
Integrity Program.

II. Provisions of the Proposed
Regulation and Response to Comments

Limitations on Contractor Liability

Section 6034 of the Deficit Reduction
Act of 2005 amended title XIX of the
Act by establishing, under the new
section 1936, the Medicaid Integrity
Program to promote the integrity of the
Medicaid program by authorizing the
Centers for Medicare & Medicaid
Services (CMS) (on behalf of the
Secretary) to enter into contracts with
contractors that will (1) review the
actions of individuals or entities
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furnishing items or services (whether
fee-for-service, risk, or other basis) for
which payment may be made under an
approved State plan and/or any waiver
of the plan approved under section 1115
of the Social Security Act; (2) audit
claims for payment of items or services
furnished, or administrative services
rendered, under a State plan; (3)
identify overpayments to individuals or
entities receiving Federal funds under
title XIX; and (4) educate providers of
services, managed care entities,
beneficiaries, and other individuals
with respect to payment integrity and
quality of care. This final rule will set
forth limitations on a contractor’s
liability while performing these services
under the Program.

Contractors that perform activities
under the Program will be reviewing
activities of providers and others
seeking Medicaid payment for providing
services to Medicaid beneficiaries. In an
effort to reduce or eliminate the Program
contractors’ exposure to possible legal
action from entities they review, section
1936 of the Act requires that we, by
regulation, limit the Program
contractor’s liability for actions taken in
carrying out its contract. We must
establish, to the extent we find
appropriate, standards and other
substantive and procedural provisions
that are the same as, or comparable to,
those contained in section 1157 of the
Act.

Section 1157 of the Act provides that
any organization having a contract
(under Title XI, Part B of the Act) with
the Secretary, as well as its employees,
fiduciaries, and anyone who furnishes
professional services to such an
organization, is/are protected from civil
and criminal liability in performing its
duties under the Act or its contract,
provided these duties are performed
with due care.

In the July 20, 2007 Federal Register
(72 FR 39766), we published the
proposed rule entitled, ‘“Medicaid
Integrity Program; Limitation on
Contractor Liability,” and provided for
a 30-day public comment period. We
received a total of 1 timely comment
from a health care association. The
comment questioned the proposed
provisions and we responded with
further clarification in our response.
Brief summaries for each proposed
provision, a summary of the public
comments we received, and our
responses to comments, are set forth
below.

General Comments

Comment: A commenter expressed
concern that CMS has not provided the
health care community or the public

any information about the federal
government’s discussions on the
Program’s contractors, termed Medicaid
Integrity Contractor’s, (MIC) roles,
responsibilities, and qualifications. The
commenter also stated the MICs may not
understand state-specific payment
methodologies, resulting in a significant
learning curve. The commenter also
expressed concern that a lack of public
information about the capabilities of the
contractors prevents the transparency
which all federal government programs
should strive to achieve.

Response: We appreciate the
commenter’s concerns regarding
information sharing and transparency,
as well as the concern that the MICs
may face a significant learning curve in
developing a knowledge base and
experience regarding state-specific
practices. To address these concerns, we
have been working aggressively with
our state and federal partners and
stakeholders (State Medicaid Directors,
State Program Integrity Directors,
Medicaid Fraud Control Unit Directors,
the Federal Bureau of Investigation, and
HHS’ Office of Inspector General) to
share information and to obtain their
input on our planning efforts. We have
also presented information regarding
both the Program and MICs at
conferences of national and regional
associations, including the National
Association of State Medicaid Directors
and the National Association for
Medicaid Program Integrity. To address
the MICs’ potential learning curve, we
have engaged strategic development
contractors to help us build upon the
tools and expertise we already have.
These strategic contractors are assisting
by developing state program integrity
profiles, and developing audit protocols,
methodologies, and standards for the
MICs to use. These tools will establish
a solid knowledge baseline for the MICs,
enabling them to get off to an aggressive,
well-informed start. Moreover, we strive
to inform the public about our mission
and accomplishments, and encourage
interested parties to utilize CMS’
internet site to learn more about
Medicaid program integrity generally at:
http://www.cms.hhs.gov/
MCAIDFraudAbuseGenlInfo/, and more
specific information about the CMS’
Medicaid integrity implementation plan
and efforts at: http://www.cms.hhs.gov/
DeficitReductionAct/Downloads/
CMIPupdateaugust2007final.pdf.

Section 455.1 Basis and Scope

The proposed rule, in §455.1, Basis
and scope, added a new paragraph (c)
stating that subpart C implements
section 1936 of the Act. Section 1936 of
the Act establishes the Medicaid

Integrity Program under which the
Secretary will promote the integrity of
the program by entering into contracts
with eligible entities to carry out the
activities under subpart C. We did not
receive public comments on this
provision, therefore we adopt the
provision as final.

Subpart C—Medicaid Integrity Program
Section 455.200 Basis and Scope

In §455.200(a), we set forth the
proposed statutory basis which would
implement section 1936 of the Act,
which states that the Secretary will
promote the integrity of the Medicaid
program by entering into contracts with
eligible entities to carry out the
activities under subpart C. In
§455.200(b) we proposed the scope for
the limitation on a contractor’s liability
to carry out a contract under the
Medicaid Integrity Program as proposed
under new §455.202. We did not
receive public comments on this
provision; therefore we adopt the
provision as final.

Section 455.202 Limitation on
Contractor Liability

We proposed in § 455.202 to protect
Program contractors from liability in the
performance of their contracts provided
they carry out their contractual duties
with due care.

Comment: A commenter questioned
the proposed standard for the MICs
which states they will be protected from
civil and criminal liability in
performing their duties so long as they
perform these duties with “due care.”
The commenter expressed that under
such a standard, the Federal
Government cannot sufficiently ensure
that the MICs will be held adequately
accountable for their actions.

Response: As explained in the
proposed rule, we believe that the due
care standard specified in § 455.202 is
the only standard consistent with the
statutory mandate of the Act. Section
1936 of the Act require us to limit a
contractor’s liability by employing the
same or comparable standards and
provisions as are contained in section
1157 of the Act. Section 1157 of the Act
limits a contractor’s liability under a
due care standard. We believe that
applying this standard to the MICs
strikes a reasonable balance between the
concerns of the contractors and those
subject to the contractors’ review. We
further believe the MICs will operate
with due care to avoid liability, and
those being reviewed have the assurance
that they have legal recourse if a
contractor fails to abide by that
standard.
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Alternative Standards of Liability
Considered

In accordance with section 1936 of
the Act, we proposed to employ the
same standards for payment of legal
expenses as are contained in section
1157(d) of the Act. Therefore, in
§455.202(b) we proposed that we make
payment to Program contractors, their
members, employees, and anyone who
provides legal counsel or services to
them, for expenses incurred in the
defense of any legal action related to the
performance of the Program contract.
We also proposed that any and all
payment(s) and the amount of each
payment(s) if any, will be determined
exclusively by us, and conditioned
upon (1) the reasonableness of the
expense(s); (2) the amount of
government funds available for
payment(s); and (3) whether the
payment(s) is(are) allowable under the
terms of the contract.

In §455.202, we considered
employing a standard for the limitation
of liability other than the due care
standard. We considered whether it
would be appropriate to provide that a
contractor would not be civilly liable by
reason of the performance of any duty,
function, or activity under its contract
provided the contractor was not grossly
negligent in that performance. However,
section 1936 of the Act requires that we
employ the same or comparable
standards and provisions as are
contained in section 1157 of the Act.
This approach is consistent with a
similar approach taken in the Medicare
Integrity Program (72 FR 48870), which
has virtually identical statutory
limitations on contractor liability
language. Therefore, we did not believe
that it would be appropriate to expand
the scope of immunity to a standard of
gross negligence, as it would not be a
comparable standard to that set forth in
section 1157(b) of the Act.

II1. Provisions of the Final Rule

In this final rule we are adopting the
provisions as set forth in the July 20,
2007 proposed rule (72 FR 39776) as
final.

IV. Collection of Information
Requirements

This document does not impose
information collection and
recordkeeping requirements.
Consequently, it need not be reviewed
by the Office of Management and
Budget under the authority of the
Paperwork Reduction Act of 1995.

V. Regulatory Impact Statement

We have examined the impact of this
rule as required by Executive Order

12866 (September 1993, Regulatory
Planning and Review), the Regulatory
Flexibility Act (RFA) (September 19,
1980, Pub. L. 96—-354), section 1102(b) of
the Social Security Act, the Unfunded
Mandates Reform Act of 1995 (Pub. L.
104—4), and Executive Order 13132.

Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
if regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety effects, distributive impacts,
and equity). A regulatory impact
analysis (RIA) must be prepared for
major rules with economically
significant effects ($100 million or more
in any 1 year). This rule will not reach
the economic threshold and thus is not
considered a major rule.

The RFA requires agencies to analyze
options for regulatory relief of small
businesses. For purposes of the RFA,
small entities include small businesses,
nonprofit organizations, and small
governmental jurisdictions. Most
hospitals and most other providers and
suppliers are small entities, either by
nonprofit status or by having revenues
of $6 million to $29 million in any 1
year. Individuals and States are not
included in the definition of a small
entity. We are not preparing an analysis
for the RFA because we have
determined that this rule will not have
a significant economic impact on a
substantial number of small entities.

In addition, section 1102(b) of the Act
requires us to prepare a regulatory
impact analysis if a rule may have a
significant impact on the operations of
a substantial number of small rural
hospitals. This analysis must conform to
the provisions of section 604 of the
RFA. For purposes of section 1102(b) of
the Act, we define a small rural hospital
as a hospital that is located outside of
a Metropolitan Statistical Area and has
fewer than 100 beds. We are not
preparing an analysis for section 1102(b)
of the Act because we have determined
that this rule will not have a significant
impact on the operations of a substantial
number of small rural hospitals.

Section 202 of the Unfunded
Mandates Reform Act of 1995 also
requires that agencies assess anticipated
costs and benefits before issuing any
rule whose mandates require spending
in any 1 year of $100 million in 1995
dollars, updated annually for inflation.
That threshold level is currently
approximately $120 million. This rule
will have no consequential effect on
State, local, or tribal governments or on
the private sector.

Executive Order 13132 establishes
certain requirements that an agency
must meet when it promulgates a rule
that imposes substantial direct
requirement costs on State and local
governments, preempts State law, or
otherwise has Federalism implications.
Since this regulation will not impose
any costs on State or local governments,
the requirements of E.O. 13132 are not
applicable.

In accordance with the provisions of
Executive Order 12866, this regulation
was reviewed by the Office of
Management and Budget.

List of Subjects in 42 CFR Part 455

Fraud, Grant programs—health,
Health facilities, Health professions,
Investigations, Medicaid, Reporting and
recordkeeping requirements.

m For the reasons set forth in the
preamble, the Centers for Medicare &
Medicaid Services amends 42 CFR
chapter IV as set forth below:

PART 455—PROGRAM INTEGRITY;
MEDICAID

m 1. The authority citation for part 455
continues to read as follows:

Authority: Sec. 1102 of the Social Security
Act (42 U.S.C. 1302).

m 2.In §455.1, add new paragraph (c) to
read as follows:

§455.1 Basis and scope.
* * * * *

(c) Subpart C implements section
1936 of the Act. It establishes the
Medicaid Integrity Program under
which the Secretary will promote the
integrity of the program by entering into
contracts with eligible entities to carry
out the activities of subpart C.

m 3. New subpart C, consisting of
§455.200 and §455.202, is added to part
455 to read as follows:

Subpart C—Medicaid Integrity Program
Sec.

455.200 Basis and scope.
455.202 Limitation on contractor liability.

Subpart C—Medicaid Integrity Program

§455.200 Basis and scope.

(a) Statutory basis. This subpart
implements section 1936 of the Act that
establishes the Medicaid Integrity
Program under which the Secretary will
promote the integrity of the program by
entering into contracts with eligible
entities to carry out the activities under
this subpart C.

(b) Scope. This subpart provides for
the limitation on a contractor’s liability
to carry out a contract under the
Medicaid Integrity Program.
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§455.202 Limitation on contractor liability.

(a) A program contractor, a person, or
an entity employed by, or having a
fiduciary relationship with, or who
furnishes professional services to a
program contractor will not be held to
have violated any criminal law and will
not be held liable in any civil action,
under any law of the United States or of
any State (or political subdivision
thereof), by reason of the performance of
any duty, function, or activity required
or authorized under this subpart or
under a valid contract entered into
under this subpart, provided due care
was exercised in that performance and
the contractor has a contract with CMS
under this subpart.

(b) CMS pays a contractor, a person,
or an entity described in paragraph (a)
of this section, or anyone who furnishes
legal counsel or services to a contractor
or person, a sum equal to the reasonable
amount of the expenses, as determined
by CMS, incurred in connection with
the defense of a suit, action, or
proceeding, if the following conditions
are met:

(1) The suit, action, or proceeding was
brought against the contractor, person or
entity by a third party and relates to the
contractor’s, person’s or entity’s
performance of any duty, function, or
activity under a contract entered into
with CMS under this subpart.

(2) The funds are available.

(3) The expenses are otherwise

allowable under the terms of the
contract.
(Catalog of Federal Domestic Assistance
Program No. 93.778, Medical Assistance
Program)

Dated: September 27, 2007.

Kerry Weems,
Acting Administrator, Centers for Medicare
& Medicaid Services.
Approved: October 9, 2007.
Michael O. Leavitt,
Secretary.
[FR Doc. E7—-23217 Filed 11-29-07; 8:45 am]|
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Part 484
[CMS—1541-CN2]
RIN 0938-A032

Medicare Program; Home Health
Prospective Payment System

Refinement and Rate Update for
Calendar Year 2008; Corrections

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Final rule with comment period;
correction notice.

SUMMARY: This document corrects
typographical and technical errors that
appeared in the August 29, 2007
Federal Register, entitled “Medicare
Program; Home Health Prospective
Payment System Refinement and Rate
Update for Calendar Year 2008.”

EFFECTIVE DATE: This correction notice is
effective January 1, 2008.

FOR FURTHER INFORMATION CONTACT:
Sharon Ventura, (410) 786—1985.

SUPPLEMENTARY INFORMATION:

I. Background

FR Doc. 07-4184 of August 29, 2007
(72 FR 49762) contained several
typographical and technical errors that
this notice serves to identify and
correct.

II. Summary of Errors

On page 49773, in the second
paragraph of the third column, the
reference to the McCall report is
incomplete. We are correcting the error
by providing the complete reference.

In the first column on page 49774, we
are clarifying and correcting an
erroneous reference to certain V codes
in our response to a comment.

In the first full paragraph of the first
column on page 49775, we
inadvertently imply that a table is
included in the August 29, 2007 final
rule. However, the referenced table is
found in the May 4, 2007 proposed rule.
We are correcting this by referencing the
proposed rule.

On page 49780, the example in
column 1 is revised to reflect the
updates made to Table 2A in the final
rule with comment period.

On page 49789, in the fourth column
of Table 2B, the Short Descriptions of
ICD-9-CM codes 161, 162, 163, 164,
and 165 incorrectly contain asterisks.

On page 49793, in Table 2B, the ICD-
9-CM code 321.8, we inadvertently did

not include an ‘M’ next to it under the
column titled, “Manifestation codes” in
order to properly identify it as a
manifestation code.

To more accurately reflect ICD-9-CM
coding terminology, we are correcting
the Diagnostic Category titles for ICD-9—
CM codes V55.0 and V55.5 on page
49817 of Table 2B. In addition we are
correcting the Diagnostic Category titles
for ICD-9-CM codes V55.5, V55.0, and
V55.6 and the Short Descriptions for
ICD-9-CM codes V55.5 and V55.0 on
page 49855 of Table 10B.

During production of Table 4 on pages
49826 through 49827, the decimal
amounts were incorrectly rounded
when computing the scaled coefficients.
We are revising Table 4 to reflect the
corrected rounded amounts.

The average cost amounts in Table 5
on pages 49828 through 49832 were also
rounded incorrectly. Therefore, we are
revising Table 5 to reflect the average
cost of each case-mix group. There are
no changes to the relative weights in
Table 5.

On page 49833, second paragraph, a
negative sign was inadvertently placed
before 8.7 percent.”

On page 49844, we incorrectly stated
the acronym for the Health Insurance
Prospective Payment System (HIPPS)
code. The correct acronym is HIPPS. We
are correcting the acronym to HIPPS
wherever it appears.

On page 49853 the description for
Item #5 for selected skin conditions in
Table 10A incorrectly includes the
words “or other”. Also on page 49853,
in the first column of the Note section
for Table 10A, we are correcting
punctuation errors. Therefore, in the
second column of the Note section for
Table 10A, the reference to Table 12B
should refer to Table 10B. Lastly, we
inadvertently excluded a footnote to
Table 10A that clarified how points are
awarded for ulcer related conditions.

On page 49854, we are correcting the
short description of ICD—9—CM code
250.8x & 707.10-707.9 from
“(PRIMARY OR FIRST OTHER
DIAGNOSIS = 250.8x AND PRIMARY
OR FIRST OTHER DIAGNOSIS =
707.10-707.9).” to “(PRIMARY
DIAGNOSIS = 250.8x AND OTHER
DIAGNOSIS = 707.10-707.9).”

On page 49855, we inadvertently
omitted ICD-9—-CM code 948 from Table
10B under the traumatic wounds, burns
and post-operative complications
category. We are adding code 948 and
its short description to Table 10B.

Table 12 and 14 contain several
typographical errors. The CY 2007 per-
visit amount for the speech-language
pathology discipline found in the
second column of both Table 12 on page
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49868 and in Table 14 on page 49873
should be $121.32, and the speech-
language pathology per-visit amount for
CY 2008 in column 5 of Table 12 should
be $124.65. Similarly, on page 49873,
the speech-language pathology per-visit
amount for CY 2008 in column 5 of
Table 14 should be $122.23.

We are correcting errors in the outlier
example that begins on page 49870 and
continues on page 49871 as well as
providing clarifying narrative language.
Due to corrections being made to the
outlier example, noted below, the
utilization used in the outlier example
that was published in the final rule
would not allow the episode to qualify
for an outlier payment. Consequently,
we are increasing the number of skilled
nursing and home health aide visits in
the corrected outlier example of this
correction notice.

In addition, in Step 2, on page 49871,
in the calculation of the total wage-
adjusted fixed dollar loss amount, the
NRS amount was inadvertently
included as part of the calculation. We
are removing the language in Step 2 of
the outlier example that incorrectly
includes the NRS amount, in order to
reflect the correct outlier policy.

In Step 3 of the outlier example, near
the bottom of the second column and
the top of the third column on page
49871, we incorrectly refer to physical
therapy visits as home health aide visits
in three instances.

In Step 4 of the outlier example, on
page 49871, we incorrectly calculated
the costs absorbed by the Home Health
Agencies (HHAs) in excess of the outlier
threshold by subtracting only the
episode payment from the HHA’s
imputed costs. The sum of the episode
payment and the fixed dollar loss
amount, which together make up the
outlier threshold, should be subtracted
from the imputed costs. (This is
reflected in the corrected Step 4 of the
outlier example in Section III Correction
of Errors).

On page 49877, in Table 15 under the
impacts by “Type of Facility”, we are
correcting a typographical error in the
group name for the subtotal for
voluntary non-profit HHAs.

During our calculation of the hospital
wage index, wage data from two

inpatient hospital providers that belong
in the Hartford-West Hartford-East
Hartford, CT core-based statistical area
(CBSA) were inadvertently included in
rural Connecticut. Accordingly, in
Addendum A, we are revising the wage
index value for CBSA Code 07 (rural
Connecticut) from 1.1283 to 1.1711. We
are also correcting the wage index value
in Addendum C as well as correcting
the percentage change from CY 2007 to
CY 2008 for rural Connecticut to 0.02
percent.

In Addendum B, we are revising the
wage index value for CBSA Code 25540
(Hartford-West Hartford-East Hartford,
CT) from 1.0937 to 1.0930. We are also
correcting the wage index value in
Addendum C as well as correcting the
percentage change from CY 2007 to CY
2008 for CBSA 25540 to 0.33 percent.

During our calculation of the hospital
wage index, wage data from one IPPS
hospital was incorrectly assigned to
CBSA 16180 (Carson City, NV) and
should have been assigned to CBSA
39900 (Reno-Sparks, NV). Accordingly,
in Addendum B, we are revising the
wage index values for CBSA Code 16180
(Carson City, NV) from 0.9353 to 1.0003
and for CBSA Code 39900 (Reno-Sparks,
NV) from 1.0959 to 1.0715. We are also
correcting these two wage index errors
in Addendum C as well as correcting
the percentage change from CY 2007 to
CY 2008 for CBSA 16180 and CBSA
39900 to —0.22 percent and —10.43
percent respectively.

In addition, in the footnote of
Addendum A, at the end of the second
sentence, we are correcting the CY that
was referenced as CY 2007, instead of
CY 2008. Additionally, we inadvertently
left out the last two sentences which
more fully describe the wage index
values for Massachusetts and Puerto
Rico and are correcting the footnote by
adding those sentences at the end of the
footnote at the bottom of Addendum A.

In Addendum B, on page 49901, the
reference to the footnote for CBSA
25980 was incorrectly labeled as
footnote “2”, when there is only one
footnote for Addendum B. Footnote 2 on
page 49932 is also incorrectly labeled.
Consequently, the reference to the

footnote for CBSA 25980 and the actual
footnote should be “1”.

II1. Correction of Errors

In FR Doc. 07-4184 of August 29,
2007 (72 FR 49762), make the following
corrections:

1. On page 49773, in the third
column, in the second paragraph, in line
6, replace “(McCall et al., 2003)” with
“(N McCall et al., “Utilization of Home
Health Services before and after the
Balanced Budget Act of 1997: What
Were the Initial Effects?”” Health
Services Research, Feb. 2003:85-106.)"".

2. On page 49774, in the first column,
in the fifth full paragraph, in line 8,
revise “However, we have tested the
non-routine supplies for stoma
conditions for which we have added
appropriate ‘“‘status (V44) V-codes” and
“attention (V55) V-codes” to the
model.” to read “However, we have
tested both the case-mix model and the
non-routine supplies model for stoma
conditions, and as a result we have
added appropriate “attention to” V-
codes (selected codes within V55) to the
scoring systems”.

3. On page 49775, in the first column,
in the first full paragraph, in lines 13
and 14, revise “(please see Table 2A at
the end of section III.B.5)” to read
“(please see Table 2A in the May 4,
2007 HH PPS proposed rule)”.

4. On page 49780, in the first column,
in line 6, revise “Items 16 and 17" to
read ‘“Items 15, 16, and 17”. Also, in the
first column of page 49780, in line 7,
revise “both” to read “all three”.

5. On page 49789, in Table 2B, in the
fourth column, in lines 3 through 7,
remove the asterisk at the end of each
Short Description of ICD-9-CM codes
161, 162, 163, 164, and 165.

6. On page 49793, in the third column
of Table 2B, in line 6 from the bottom,
insert an “M” next to the ICD-9-CM
code “321.8”.

7. On page 49817, in the first column
of Table 2B, “Tracheostomy care” is
corrected to read ‘“Tracheostomy”.
Similarly, “Urostomy/Cystostomy care”
is corrected to read ‘“Urostomy/
Cystostomy™.

8. On pages 49826 and 49827, Table
4 is corrected to read as follows:

TABLE 4.—REGRESSION COEFFICIENTS FOR CALCULATING CASE-MIX RELATIVE WEIGHTS

Intercept (constant for all CASE MIX GIOUPS) .....c.uiiiuiiiiiiiie ittt ettt ettt b e e e bt e s et et e e e bt e e bt e s ane e e beesareeabeeesneesanesneenans

$1,322.92

342.36
722.64
201.15
391.18
608.45




67658 Federal Register/Vol. 72, No. 230/ Friday, November 30, 2007 /Rules and Regulations

TABLE 4.—REGRESSION COEFFICIENTS FOR CALCULATING CASE-MIX RELATIVE WEIGHTS—Continued

S8 (779 thEIAPY VISIES) ..eeuvereeitirtiete sttt ettt a et ea et ea e e bt eh e e b e b £ e s s e b e e s s e £ £ e as e bt ea s e ee e £ et e e b e eae e bt eh e e b e b e e bt e bt et e et e eaneneeeanes 1,083.40
S QL0 (oY =T o) Y 171 () TSRO SUPPR 1,5670.38
S5 (1113 thEIAPY VISIES) ...ueeiiiitiiteiti ettt ettt ea et ea e b e eb e e s s e b e e s s e b £ e as e b e eae e ee e e et e e b e e ae e bt eb e e b e e b e e bt e bt et e nbeennenaeeanes 1,970.41
1st and 2nd Episodes, 14 to 19 Therapy Visits

(0701 g1 £ o | AP O UPPPUUPTRRRRPPIRS 2,336.39
569.40

1,227.33

264.04

429.54

P2 QS I (3 LT =T o) VA ) TR OP SRR 353.49
S3 (1819 thEIAPY VISIES) ...eeeeiiiiiiiiiiiitie ittt ettt e et sa e et e e e b b e e bt e sas e et e e e e b e e bt e e as e e she e et e e ebe e e b e e s anesateesaneebeasane s 664.75

3rd+ Episodes, 0 to 13 Therapy Visits
(07014 ES1 ¢-1 o | S TP U P OP P URPTOPPROI 162.55
L2 SO TSRS PROR 131.91
[ T T PSPPSR PP PP URPTOPPROI 648.40
TSP P TSP P PR PPPPRORTN 304.00
SRS 592.10
S (SR (ATt =T o) Y ) - TP PSPPI OR 794.16
SR e R (g T=T =T o)A ) P TSP P RSO P OUPUPPPI 1,253.67
S QL0 (=T =T o A1 ) OSSR P PSP 1,755.87
S5 (11713 thEIAPY VISIES) ...eeutiiiutieitiiiitie ettt ettt h ettt s e st et e e ea st e b et oae e et e e ea b e e bt e e ae e e eh et et e e be e e bt e saeeebeeeaneeneeaane s 2,152.49
3rd+ Episodes, 14 to 19 Therapy Visits Constant
(07014 TS ¢- o | OSSP P PP RUPP 2,656.96
{72 USSP RPP 623.43
L TP 1,350.61
2 PP PRRPRRPRY 297.18
5 TP 681.32
S2 (16—17 thEIAPY VISIES) ....eeiiiiiiite ittt ettt sa et eh e b e b e s s e e b e e s b e b £ e as e bt eae e ne e e et e e b e e ae e bt eh e e b e e b e e bt e bt et e nbeenneneeeanes 263.13
S8 (1819 thEIAPY VISIES) ...eeueeiiutieiuiiitieeit ettt ettt a ettt ettt h ettt eoa et et e e e h et e b et oat e e b e e ea b e e b e e e as e e eh e e et e e beeen bt e eaeeeateeeaseebeesane s 617.98
All Episodes, 20+ Therapy Visits Constant

(070101 ¢- o | PSPPSR SOPP 4,465.27
72 USRS 485.17
L TSP PR PO 1,212.35
ettt ettt et e e heee e eabeeeeaateeeeaAteeeaAteeeeaeeeeeaaeteeeAteeeeateeeeeteeeeaateeeeaneeeeabeeeeateeeeateeeeaneeeeanneeeeaneeeeanreeeaanreeeaaneen 430.23
PRSPPSO 916.53

Note: Regression coefficients were scaled by a multiplier representing the ratio of the HH PS base payment level to the Abt Associates aver-
age resource cost level.

9. On pages 49828 through 49832,
Table 5 is corrected to read as follows:

TABLE 5.—CASE Mix GROUPS, AVERAGE COST, AND CASE MIX WEIGHT

Severity Level for Each Dimension
- : Service Average Case mix
Clinical Functional utilization cos'[g weight
1st and 2nd Episodes, 0 to 13 Therapy Visits

F1 St $1,322.92 0.5827
F1 S2 1,931.36 0.8507
F1 S3 2,406.31 1.0599
F1 S4 2,893.30 1.2744
F1 S5 3,293.33 1.4506
F2 S1 1,524.07 0.6713
F2 S2 2,132.51 0.9393
F2 S3 2,607.46 1.1485
F2 S4 3,094.45 1.3630
F2 S5 3,494.48 1.5392
F3 St 1,714.09 0.7550
F3 S2 2,322.54 1.0230
F3 S3 2,797.49 1.2322
F3 S4 3,284.47 1.4467
F3 S5 3,684.50 1.6229
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TABLE 5.—CASE MiX GROUPS, AVERAGE COST, AND CASE Mix WEIGHT—Continued
Severity Level for Each Dimension
. : Service Average Case mix
Clinical Functional utilization cos'[g weight
S1 1,665.28 0.7335
S2 2,273.73 1.00