>
GPO,

58790

Federal Register/Vol. 75, No. 185/Friday, September 24, 2010/ Notices

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare Medicaid
Services

[CMS-9060-N]

Medicare and Medicaid Programs;
Quarterly Listing of Program
Issuances—April Through June 2010

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

ACTION: Notice.

SUMMARY: This notice lists CMS manual
instructions, substantive and
interpretive regulations, and other
Federal Register notices that were
published from April through June
2010, relating to the Medicare and
Medicaid programs. This notice
provides information on national
coverage determinations (NCDs)
affecting specific medical and health
care services under Medicare.
Additionally, this notice identifies
certain devices with investigational
device exemption (IDE) numbers
approved by the Food and Drug
Administration (FDA) that potentially
may be covered under Medicare. This
notice also includes listings of all
approval numbers from the Office of
Management and Budget for collections
of information in CMS regulations and
a list of Medicare-approved carotid stent
facilities. Included in this notice is a list
of the American College of Cardiology’s
National Cardiovascular Data registry
sites, active CMS coverage-related
guidance documents, and special one-
time notices regarding national coverage
provisions. Also included in this notice
is a list of National Oncologic Positron
Emissions Tomography Registry sites, a
list of Medicare-approved ventricular
assist device (destination therapy)
facilities, a list of Medicare-approved
lung volume reduction surgery facilities,
a list of Medicare-approved clinical
trials for fluorodeoxyglucose positron
emissions tomogrogphy for dementia,
and a list of Medicare-approved
bariatric surgery facilities.

Section 1871(c) of the Social Security
Act requires that we publish a list of
Medicare issuances in the Federal
Register at least every 3 months.
Although we are not mandated to do so
by statute, for the sake of completeness
of the listing, and to foster more open
and transparent collaboration efforts, we
are also including all Medicaid
issuances and Medicare and Medicaid
substantive and interpretive regulations
(proposed and final) published during
this 3-month time frame.

FOR FURTHER INFORMATION CONTACT: It is
possible that an interested party may
need specific information and not be
able to determine from the listed
information whether the issuance or
regulation would fulfill that need.
Consequently, we are providing contact
persons to answer general questions
concerning these items. Copies are not
available through the contact persons.
(See Section III of this notice for how to
obtain listed material.)

Questions concerning CMS manual
instructions in Addendum III may be
addressed to Ismael Torres, Office of
Strategic Operations and Regulatory
Affairs, Centers for Medicare &
Medicaid Services, C4—26-05, 7500
Security Boulevard, Baltimore, MD
212441850, or you can call (410) 786—
1864.

Questions concerning regulation
documents published in the Federal
Register in Addendum IV may be
addressed to Terri Plumb, Office of
Strategic Operations and Regulatory
Affairs, Centers for Medicare &
Medicaid Services, C4—26-05, 7500
Security Boulevard, Baltimore, MD
21244-1850, or you can call (410) 786—
4481.

Questions concerning Medicare NCDs
in Addendum V may be addressed to
Patricia Brocato-Simons, Office of
Clinical Standards and Quality, Centers
for Medicare & Medicaid Services, C1—
09-06, 7500 Security Boulevard,
Baltimore, MD 21244-1850, or you can
call (410) 786—0261.

Questions concerning FDA-approved
Category B IDE numbers listed in
Addendum VI may be addressed to John
Manlove, Office of Clinical Standards
and Quality, Centers for Medicare &
Medicaid Services, C1-13—-04, 7500
Security Boulevard, Baltimore, MD
21244-1850, or you can call (410) 786—
6877.

Questions concerning approval
numbers for collections of information
in Addendum VII may be addressed to
Melissa Musotto, Office of Strategic
Operations and Regulatory Affairs,
Regulations Development and Issuances
Group, Centers for Medicare & Medicaid
Services, C5—-14—-03, 7500 Security
Boulevard, Baltimore, MD 21244-1850,
or you can call (410) 786—6962.

Questions concerning Medicare-
approved carotid stent facilities in
Addendum VIII may be addressed to
Sarah J. McClain, Office of Clinical
Standards and Quality, Centers for
Medicare & Medicaid Services, C1-09—
06, 7500 Security Boulevard, Baltimore,
MD 21244-1850, or you can call (410)
786—2994.

Questions concerning Medicare’s
recognition of the American College of

Cardiology-National Cardiovascular
Data Registry sites in Addendum IX may
be addressed to JoAnna Baldwin, MS,
Office of Clinical Standards and
Quality, Centers for Medicare &
Medicaid Services, C1-09-06, 7500
Security Boulevard, Baltimore, MD
21244-1850, or you can call (410) 786—
7205.

Questions concerning Medicare’s
active coverage-related guidance
documents in Addendum X may be
addressed to Beverly Lofton, Office of
Clinical Standards and Quality, Centers
for Medicare & Medicaid Services,
C1-09-06, 7500 Security Boulevard,
Baltimore, MD 21244-1850, or you can
call (410) 786—7136.

Questions concerning one-time
notices regarding national coverage
provisions in Addendum XI may be
addressed to Beverly Lofton, Office of
Clinical Standards and Quality, Centers
for Medicare & Medicaid Services,
C1-09-06, 7500 Security Boulevard,
Baltimore, MD 21244-1850, or you can
call (410) 786-7136.

Questions concerning National
Oncologic Positron Emission
Tomography Registry sites in
Addendum XII may be addressed to
Stuart Caplan, RN, MAS, Office of
Clinical Standards and Quality, Centers
for Medicare & Medicaid Services,
C1-09-06, 7500 Security Boulevard,
Baltimore, MD 21244-1850, or you can
call (410) 786—8564.

Questions concerning Medicare-
approved ventricular assist device
(destination therapy) facilities in
Addendum XIII may be addressed to
JoAnna Baldwin, MS, Office of Clinical
Standards and Quality, Centers for
Medicare & Medicaid Services, C1-09-
06, 7500 Security Boulevard, Baltimore,
MD 21244-1850, or you can call (410)
786-7205.

Questions concerning Medicare-
approved lung volume reduction
surgery facilities listed in Addendum
XIV may be addressed to JoAnna
Baldwin, MS, Office of Clinical
Standards and Quality, Centers for
Medicare & Medicaid Services, C1-09—
06, 7500 Security Boulevard, Baltimore,
MD 21244-1850, or you can call
(410) 786-7205.

Questions concerning Medicare-
approved bariatric surgery facilities
listed in Addendum XV may be
addressed to Kate Tillman, RN, MA,
Office of Clinical Standards and
Quality, Centers for Medicare &
Medicaid Services, C1-09-06, 7500
Security Boulevard, Baltimore, MD
21244-1850, or you can call
(410) 786-9252.

Questions concerning
fluorodeoxyglucose positron emission
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tomography for dementia trials listed in
Addendum XVI may be addressed to
Stuart Caplan, RN, MAS, Office of
Clinical Standards and Quality, Centers
for Medicare & Medicaid Services,
C1-09-06, 7500 Security Boulevard,
Baltimore, MD 21244-1850, or you can
call (410) 786—8564.

Questions concerning all other
information may be addressed to
Annette Brewer, Office of Strategic
Operations and Regulatory Affairs,
Regulations Development Group,
Centers for Medicare & Medicaid
Services, C4—26—05, 7500 Security
Boulevard, Baltimore, MD 21244—-1850,
or you can call (410) 786—6580.

SUPPLEMENTARY INFORMATION:

1. Program Issuances

The Centers for Medicare & Medicaid
Services (CMS) is responsible for
administering the Medicare and
Medicaid programs. These programs pay
for health care and related services for
39 million Medicare beneficiaries and
35 million Medicaid recipients.
Administration of the two programs
involves the following: (1) Furnishing
information to Medicare beneficiaries
and Medicaid recipients, health care
providers, and the public; and
(2) maintaining effective
communications with regional offices,
State governments, State Medicaid
agencies, State survey agencies, various
providers of health care, all Medicare
contractors that process claims and pay
bills, and others. To implement the
various statutes on which the programs
are based, we issue regulations under
the authority granted to the Secretary of
the Department of Health and Human
Services under sections 1102, 1871,
1902, and related provisions of the
Social Security Act (the Act). We also
issue various manuals, memoranda, and
statements necessary to administer the
programs efficiently.

Section 1871(c)(1) of the Act requires
that we publish a list of all Medicare
manual instructions, interpretive rules,
statements of policy, and guidelines of
general applicability not issued as
regulations at least every 3 months in
the Federal Register. We published our
first notice June 9, 1988 (53 FR 21730).
Although we are not mandated to do so
by statute, for the sake of completeness
of the listing of operational and policy
statements, and to foster more open and
transparent collaboration, we are
continuing our practice of including
Medicare substantive and interpretive
regulations (proposed and final)
published during the respective
3-month timeframe.

II. How To Use the Addenda

This notice is organized so that a
reader may review the subjects of
manual issuances, memoranda,
substantive and interpretive regulations,
national coverage determinations (NCD),
and FDA-approved investigational
device exemptions (IDE) published
during the subject quarter to determine
whether any are of particular interest.
We expect this notice to be used in
concert with previously published
notices. Those unfamiliar with a
description of our Medicare manuals
may wish to review Table I of our first
three notices (53 FR 21730, 53 FR
36891, and 53 FR 50577) published in
1988, and the notice published March
31,1993 (58 FR 16837). Those desiring
information on the Medicare NCD
Manual (NCDM, formerly the Medicare
Coverage Issues Manual (CIM)) may
wish to review the August 21, 1989,
publication (54 FR 34555). Those
interested in the revised process used in
making NCDs under the Medicare
program may review the September 26,
2003, publication (68 FR 55634).

To aid the reader, we have organized
and divided this current listing into 11
addenda:

e Addendum I lists the publication
dates of the most recent quarterly
listings of program issuances.

¢ Addendum II identifies previous
Federal Register documents that
contain a description of all previously
published CMS Medicare and Medicaid
manuals and memoranda.

e Addendum III lists a unique CMS
transmittal number for each instruction
in our manuals or Program Memoranda
and its subject matter. A transmittal may
consist of a single or multiple
instruction(s). Often, it is necessary to
use information in a transmittal in
conjunction with information currently
in the manuals.

e Addendum IV lists all substantive
and interpretive Medicare and Medicaid
regulations and general notices
published in the Federal Register
during the quarter covered by this
notice. For each item, we list the
following;:

++ Date published;

++ Federal Register citation;

++ Parts of the Code of Federal
Regulations (CFR) that have changed
(if applicable);

++ Agency file code number; and

++ Title of the regulation.

e Addendum V includes completed
NCDs, or reconsiderations of completed
NCDs, from the quarter covered by this
notice. Completed decisions are
identified by the section of the NCDM
in which the decision appears, the title,

the date the publication was issued, and
the effective date of the decision.

¢ Addendum VI includes listings of
the FDA-approved IDE categorizations,
using the IDE numbers the FDA assigns.
The listings are organized according to
the categories to which the device
numbers are assigned (that is, Category
A or Category B), and identified by the
IDE number.

¢ Addendum VII includes listings of
all approval numbers from the Office of
Management and Budget (OMB) for
collections of information in CMS
regulations in title 42; title 45,
subchapter C; and title 20 of the CFR.

e Addendum VIII includes listings of
Medicare-approved carotid stent
facilities. All facilities listed meet CMS
standards for performing carotid artery
stenting for high risk patients.

¢ Addendum IX includes a list of the
American College of Cardiology’s
National Cardiovascular Data registry
sites. We cover implantable cardioverter
defibrillators (ICDs) for certain
indications, as long as information
about the procedures is reported to a
central registry.

e Addendum X includes a list of
active CMS guidance documents. As
required by section 731 of the Medicare
Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA) (Pub.
L. 108-173, enacted on December 8,
2003), we will begin listing the current
versions of our guidance documents in
each quarterly listings notice.

e Addendum XI includes a list of
special one-time notices regarding
national coverage provisions. We are
publishing a list of issues that require
public notification, such as a particular
clinical trial or research study that
qualifies for Medicare coverage.

¢ Addendum XII includes a listing of
National Oncologic Positron Emission
Tomography Registry (NOPR) sites. We
cover positron emission tomography
(PET) scans for particular oncologic
indications when they are performed in
a facility that participates in the NOPR.

e Addendum XIII includes a listing of
Medicare-approved facitilites that
receive coverage for ventricular assist
devices used as destination therapy. All
facilities were required to meet our
standards in order to receive coverage
for ventricular assist devices implanted
as destination therapy.

¢ Addendum XIV includes a listing of
Medicare-approved facilities that are
eligible to receive coverage for lung
volume reduction surgery. Until May
17, 2007, facilities that participated in
the National Emphysema Treatment
Trial are also eligible to receive
coverage.
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¢ Addendum XV includes a listing of
Medicare-approved facilities that meet
minimum standards for facilities
modeled in part on professional society
statements on competency. All facilities
must meet our standards in order to
receive coverage for bariatric surgery
procedures.

e Addendum XVI includes a listing of
Medicare-approved clinical trials for
fluorodeoxyglucose positron emission
tomography (FDG-PET) for dementia
and neurodegenerative diseases.

II1. How To Obtain Listed Material

A. Manuals

Those wishing to subscribe to
program manuals should contact either
the Government Printing Office (GPO)
or the National Technical Information
Service (NTIS) at the following
addresses:

Superintendent of Documents,
Government Printing Office, ATTN:
New Orders, P.O. Box 371954,
Pittsburgh, PA 15250-7954,
Telephone (202) 512-1800, Fax
number (202) 512—-2250 (for credit
card orders); or

National Technical Information Service,
Department of Commerce, 5825 Port
Royal Road, Springfield, VA 22161,
Telephone (703) 487—4630.

In addition, individual manual
transmittals and Program Memoranda
listed in this notice can be purchased
from NTIS. Interested parties should
identify the transmittal(s) they want.
GPO or NTIS can give complete details
on how to obtain the publications they
sell. Additionally, most manuals are
available at the following Internet
address: http://cms.hhs.gov/manuals/
default.asp.

B. Regulations and Notices

Regulations and notices are published
in the daily Federal Register. Interested
individuals may purchase individual
copies or subscribe to the Federal
Register by contacting the GPO at the
address given above. When ordering
individual copies, it is necessary to cite
either the date of publication or the
volume number and page number.

The Federal Register is also available
on 24x microfiche and as an online
database through GPO Access. The
online database is updated by 6 a.m.
each day the Federal Register is
published. The database includes both
text and graphics from Volume 59,
Number 1 (January 2, 1994) forward.
Free public access is available on a
Wide Area Information Server (WAIS)
through the Internet and via
asynchronous dial-in. Internet users can
access the database by using the World

Wide Web; the Superintendent of
Documents home page address is
http://www.gpoaccess.gov/fr/
index.html, by using local WAIS client
software, or by telnet to
swais.gpoaccess.gov, then log in as guest
(no password required). Dial-in users
should use communications software
and modem to call (202) 512—-1661; type
swais, then log in as guest (no password
required).

C. Rulings

We publish rulings on an infrequent
basis. CMS Rulings are decisions of the
Administrator that serve as precedent
final opinions and orders and
statements of policy and interpretation.
CMS Rulings provide clarification and
interpretation of complex or ambiguous
provisions of the law or regulations
relating to Medicare, Medicaid,
Utilization and Quality Control Peer
Review, private health insurance, and
related matters. Interested individuals
can obtain copies from the nearest CMS
Regional Office or review them at the
nearest regional depository library. On
occasion, we publish rulings in the
Federal Register. Rulings, beginning
with those released in 1995, are
available online, through the CMS
Home Page. The Internet address is
http://www.cms.hhs.gov/rulings.

D. CMS’ Compact Disk-Read Only
Memory (CD-ROM)

Our laws, regulations, and manuals
are also available on CD-ROM and may
be purchased from GPO or NTIS on a
subscription or single copy basis. The
Superintendent of Documents list ID is
HCLRM, and the stock number is 717—
139-00000-3. The following material is
on the CD-ROM disk:

e Titles XI, XVIII, and XIX of the Act.

e CMS-related regulations.

e CMS manuals and monthly
revisions.

e CMS program memoranda.

The titles of the Compilation of the
Social Security Laws are current as of
January 1, 2005. (Updated titles of the
Social Security Laws are available on
the Internet at http://www.ssa.gov/
OP_Home/ssact/comp-toc.htm.) The
remaining portions of CD-ROM are
updated on a monthly basis.

Because of complaints about the
unreadability of the Appendices
(Interpretive Guidelines) in the State
Operations Manual (SOM), as of March
1995, we deleted these appendices from
CD-ROM. We intend to re-visit this
issue in the near future and, with the
aid of newer technology, we may again
be able to include the appendices on
CD-ROM.

Any cost report forms incorporated in
the manuals are included on the CD—
ROM disk as LOTUS files. LOTUS
software is needed to view the reports
once the files have been copied to a
personal computer disk.

IV. How To Review Listed Material

Transmittals or Program Memoranda
can be reviewed at a local Federal
Depository Library (FDL). Under the
FDL program, government publications
are sent to approximately 1,400
designated libraries throughout the
United States. Some FDLs may have
arrangements to transfer material to a
local library not designated as an FDL.
Contact any library to locate the nearest
FDL.

In addition, individuals may contact
regional depository libraries that receive
and retain at least one copy of most
Federal Government publications, either
in printed or microfilm form, for use by
the general public. These libraries
provide reference services and
interlibrary loans; however, they are not
sales outlets. Individuals may obtain
information about the location of the
nearest regional depository library from
any library.

For each CMS publication listed in
Addendum III, CMS publication and
transmittal numbers are shown. To help
FDLs locate the materials, use the CMS
publication and transmittal numbers.
For example, to find the Medicare
National Coverage Determination
publication titled “New Medicare
Secondary Payer Insurer Type Codes
Valid Insurance Type Codes,” use CMS—
Pub. 100-03, Transmittal No. 74.

Authority: (Catalog of Federal Domestic
Assistance Program No. 93.773, Medicare—
Hospital Insurance; Program No. 93.774,
Medicare—Supplementary Medical
Insurance Program, and Program No. 93.714,
Medical Assistance Program)

Dated: September 16, 2010.
Jacquelyn Y. White,
Director, Office of Strategic Operations and
Regulatory Affairs.

Addendum I

This addendum lists the publication
dates of the most recent quarterly
listings of program issuances.

June 27, 2008 (73 FR 36596)
September 26, 2008 (73 FR 55902)
December 30, 2008 (73 FR 79982)
March 27, 2009 (74 FR 13516)
June 26, 2009 (74 FR 30689)
September 25, 2009 (74 FR 49076)
December 18, 2009 (74 FR 67310)
March 26, 2010 (75 FR 14906)
June 28, 2010 (75 FR 36786)


http://www.ssa.gov/OP_Home/ssact/comp-toc.htm
http://www.ssa.gov/OP_Home/ssact/comp-toc.htm
http://cms.hhs.gov/manuals/default.asp
http://cms.hhs.gov/manuals/default.asp
http://www.gpoaccess.gov/fr/index.html
http://www.gpoaccess.gov/fr/index.html
http://www.cms.hhs.gov/rulings
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Addendum II: Description of Manuals, supplemented in the September 22, brief description of the various
Memoranda, and CMS Rulings 1988 Federal Register (53 FR 36891) Medicaid manuals and memoranda that
) o and the December 16, 1988 Federal we maintain was published in the
An extensive descriptive listing of Register (53 FR 50577). Also, a complete October 16, 1992 Federal Register (57

Medi.care rpanuals and memoranda was description of the former CIM (now the  FR 47468).
published in the June 9, 1988 Federal NCDM) was published in the August 21,

. BILLING CODE 4120-01-P
Register (53 FR 21730) and 1989 Federal Register (54 FR 34555). A
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ADDENDUM III: Medicare and Medicaid Manual Instructions
April Through June 2010

Transmittal No. Manual/Subject/Publication Number

Medicare General Information
(CMS-Pub. 100-01)

63 October 2010 Update to the CMS Standard File for Reason Codes for the Fiscal
Intermediary Shared System (FISS)

Medicare Benefit Policy
(CMS-Pub. 100-02)

122 Claims Submitted for Items or Services Furnished to Medicare
Beneficiaries in State or Local Custody Under a Penal Authority and Examples of
Application of Government Entity Exclusion. This CR Rescinds and fully replaces
CR 6544.
Examples of Application of Government Entity Exclusion

123 Determining Self-Administration of Drug or Biological
Determining Self-Administration of Drug or Biological

124 Pulmonary Rehabilitation (PR) Services
Pulmonary Rehabilitation (PR) Program Services Furnished on or after
January 1, 2010

125  Ambulance Services - Joint Responses
Joint Responses

126  Cardiac Rehabilitation (CR) and Intensive Cardiac Rehabilitation (ICR) Services
Furnished on or after January 1, 2010

Medicare National Coverage Determination
(CMS-Pub. 100-03)

74 New Medicare Secondary Payer Insurer Type Codes
Valid Insurance Type Codes

Medicare Claims Processing
(CMS-Pub. 100-04)

1940 Extension of Reasonable Cost Payment for Clinical Lab Tests Furnished by Hospitals
with Fewer Than 50 Beds in Qualified Rural Areas
Method of Payment for Clinical Laboratory Tests - Place of Service Variation

1941 Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

1942 Update to the Medical Conditions List and Instructions
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1943
1944

1945

1946

1947

1948

1949

1950

1951

1952

1953

1955

1956

1957

1958

1959

1960

1961

April 2010 Update to the Ambulatory Surgical Center (ASC) Payment System
Claims Submitted for Items or Services Furnished to Medicare Beneficiaries in
State or Local Custody Under a Penal Authority and Examples of Application of
Government Entity Exclusion. This CR rescinds and fully replaces CR6544.
New Legislation to Allow Independent Laboratory Billing for the Technical
Component of Physician Pathology Services for Hospital Inpatients and
Outpatients

Billing and Processing Claims with Unlimited Occurrence Span Codes (OSCs)
Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

Issued to a specific audience, not posted to Internet/Intranet due to Confidentiality of
Instruction

Claim Adjustment Reason Code (CARC), Remittance Advice Remark Code (RARC),
and Medicare Remit Easy Print (MREP) Update

Removal of the Provider Reporting Requirement for Total Number of Therapy
Visits using Value Codes 50-53

Reporting of Service Units With HCPCS

Enhancements to Home Health (HH) Consolidated Billing

Home Health Prospective Payment System (HH PPS) Consolidated Billing
Responsibilities of Provider/Supplies of Services Subject to Consolidated
Billing

Home Health Consolidated Billing Edits in Medicare Systems

Nonroutine Supply Editing

Therapy Editing

Use of 12X Type of Bill (TOB) for Billing Colorectal Screening Services
Billing Requirements for Claims Submitted to Fls

Update to the HCPCS Codes for Payment of Surgical Dressing in Indian Health Service
(IHS) Providers

Prosthetics/Orthotics and Supplies Billed to the A/B MAC

Remittance Advice Coding to Identify Claims Subject to the Limitation on
Home Health Prospective Payment System (HH PPS) Outlier Payments
Adjustments of Episode Payment - Outlier Payments

Update to the HCPCS Codes for Payment of Surgical Dressings in Indian
Health Service (IHS) Providers

Prosthetics/Orthotics and Supplies Billed to the A/B MAC

Skilled Nursing Facility (SNF) Health Insurance Prospective Payment System
(HIPPS) Coding Updates Effective October 1, 2010

Billing SNF PPS Services

Health Insurance Prospective Payment System (HIPPS) Rate Code

SNF PPS Rate Components

Decision Logic Used by the Pricer on Claims

Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

Payment for Replacement of Oxygen Equipment in Bankruptcy Situations
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1962

1963

1964
1965

1966

1967
1968

1969
1970

1971

1972
1973

1974

Payment for Replacement of Oxygen Equipment in Bankruptcy Situations

Discarded Drugs and Biologicals Updates

Discarded Drugs and Biologicals

Changes to the Laboratory National Coverage Determination (NCD) Edit

Software for July 2010

Instructions for Downloading the Medicare ZIP Code File for October 2010

Appeals Revisions - AIC Requirements

Steps in the Appeals Process: Overview

Amount in Controversy Requirements

Amount in Controversy General Requirements

Principles for Determining Amount in Controversy

Aggregation of Claims to Meet the Amount in Controversy

Pulmonary Rehabilitation (PR) Services

Pulmonary Rehabilitation Program Services Furnished on or after January 1, 2010
Coding Requirements for Pulmonary Rehabilitation (PR) Services Furnished on or after
January 1, 2010

Claims Processing Requirements for Pulmonary Rehabilitation (PR) Services Furnished
on or after January 1, 2010

Correct Place of Service (POS) Codes for PR Services on Professional Claims
Requirements for PR Services on Institutional Claims

Daily Frequency Edits for PR Claims

Edits for PR Services Exceeding 36 Sessions

July Quarterly Update for 2010 Durable Medical Equipment, Prosthetics,

Orthotics and Suppliers (DMEPOS) Fee Schedule

July Update to the 2010 Medicare Physician Fee Schedule Database (MPFSDB)

July 2010 Integrated Outpatient Code Editor (I/OCE) Specifications Version 11.2
Update Form CMS- 1500 Information

Health Insurance Claim Form CMS- 1500

Items 14-33 Provider of Service or Supplier Information

Miles/Times/Units/Services (MTUS)

Methodology for Coding Number of Services, MTUS COUNT AND MTUS

Indicator Fields

Quarterly Update to Correct Coding Initiative (CCI) Edits, Version 16.2,

Effective July 1, 2010

Quarterly HCPCS Code Changes - July 2010 Update

Internet Only Manual (IOM) Chapter 25 Revisions

Form Locators 1-15

Form Locators 16-30

Form Locators 31-41

Form Locator 42

Form Locators 43-81

Cardiac Rehabilitation and Intensive Cardiac Rehabilitation

Physician Specialty Codes

Claims Processing Requirements for Cardiac Rehabilitation (CR) and Intensive Cardiac
Rehabilitation (ICR) Services Furnished on or After January 1, 2010

Correct Place of Service (POS) Codes for CR and ICR Services on Professional Claims
Correct Place of Service (POS) Codes for CR and ICR Services on Professional Claims
Requirements for CR and ICR Services on Institutional Claims
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1975

1976

1977
1978

1979

1980
1981

1982
1983

1984

1985
1986

1987

Frequency Edits for CR and ICR Claims

Edits for CR Services Exceeding 36 Sessions

Edits for ICR Services Exceeding 126 Days and 72 Sessions

Supplier Specialty Code 31 Requirements for ICR Claims

Revisions and Re-issuance of Audiology Policies

Part B Outpatient Rehabilitation and Comprehensive Outpatient Rehabilitation
Facility (CORF) Services — General

Applicable Revenue Codes

Line Item Date of Service Reporting

Line Item Date of Service Reporting

Audiology Services

July 2010 Update of the Hospital Outpatient Prospective Payment System
(OPPS)

Billing for Allogeneic Stem Cell Transplants

Collagen Meniscus Implant

Dermal Injections for Treatment of Facial Lipodystrophy Syndrome (LDS)
Dermal Injections for Treatment of Facial Lipodystrophy Syndrome (LDS) Policy
Billing Instructions

Hospital Billing Instructions

Practitioner Billing Instructions

Claims Processing System Editing

Issued to a specific, audience not posted to Internet/Intranet due to

Confidentiality Instruction

July 2010 Update of the Hospital Outpatient Prospective Payment System (OPPS)
Update-Inpatient Psychiatric Facilities Prospective Payment System (IPF PPS)
Rate Year 2011

July 2010 Integrated Outpatient Code Editor (I/OCE) Specifications Version 11.2
Clarification on Use of the SNFABN and Denial Letters Form CMS-10055 Skilled
Nursing Facility Advance Beneficiary Notice (SNFABN)

July 2010 Update to the Ambulatory Surgical Center (ASC) Payment System
Clarifications and Updates of Therapy Services Policies The Financial Limitation
Guidelines to Allow Contractors to Develop and Utilize Procedures for Accepting and
Processing Appeals Via Facsimile and/or Via a Secure Internet
Portal/Application

Filing a Request for Redetermination

Time Limit for Filing a Request for Redetermination

The Redetermination

The Redetermination Decision

Dismissals

Vacating a Dismissal

Dismissal Letters

Model Dismissal Notices

Medicare Redetermination Notice (For Partly or Fully Unfavorable Redeterminations)
Medicare Redetermination Notice (For Fully Favorable Redeterminations)
System and Processing Requirements for Use of Secure Internet
Portal/Application to Support Appeals Activities

Correction to the Claims Processing Internet Only Manual (IOM) to Reinstate Previous
Instructions Regarding Payment Jurisdiction for Reassigned Services Payment
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1988

1989

1990

1991
1992

00

167

168

169

170

59

334

Jurisdiction for Services Subject to the Anti-Markup Payment Limitation

Payment Jurisdiction for Reassigned Services

Interpretations Performed Off the Premises of the IDTF

Enhancements to Home Health (HH) Consolidated Billing

Home Health Prospective Payment System (HH PPS) Consolidated Billing
Responsibilities of Providers/Suppliers of Services Subject to Consolidated Billing
Home Health Consolidated Billing Edits in Medicare Systems

Nonroutine Supply Editing

Therapy Editing

October Quarterly Update to 2010 Annual Update of HCPCS Codes Used for Skilled
Nursing Facility (SNF) Consolidated Billing (CB) Enforcement

October 2010 Quarterly Average Sales Price (ASP) Medicare Part B Drug

Pricing Files and Revisions to Prior Quarterly Pricing Files

July 2010 Update to the Ambulatory Surgical Center (ASC) Payment System

July Update to the Medicare Physician Fee Schedule Database (MPFSDB)

Medicare Secondary Payer
(CMS-Pub. 100-05)

None

Medicare Financial Management
(CMS-Pub. 100-06)

Recovery Audit Contractors (RACs)

Adjusting the Claim

Tracking Appeals

Recovery Audit Contractors (RACs)

Communication with the RACs

Inputting Suppression and Exclusion Cases to the RAC Data Warehouse
Recovery Audit Contractors (RACs)

Providing Suppressed Cases to the RAC Data Warehouse

Cardiac Rehabilitation and Intensive Cardiac Rehabilitation

Medicare State Operations Manual
(CMS-Pub. 100-07)

Clarification of the Interpretive Guidelines for the Anesthesia Services
Condition of Participation

Medicare Program Integrity
(CMS-Pub. 100-08)

Update to Site Verification Process

Site Verifications to Determine Operational Status

Site Verifications to Determine if a Provider or Supplier Meets or
Continues to Meet the Regulatory Requirements for Their Provider or
Supplier Type
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335  Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

336 Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

337  Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

338  Clinical Review Judgment (CRJ)

339  Cardiac Rehabilitation and Intensive Cardiac Rehabilitation
Cardiac Rehabilitation (CR) and Intensive Cardiac Rehabilitation (ICR)

340  Issued to a specific audience, not posted to the Internet/Intranet due to
Confidentiality of Instruction

341  Issued to a specific, audience not posted to Internet/Intranet due to
Confidentiality Instruction

Medicare Contractor Beneficiary and
Provider Communications
(CMS-Pub. 100-09)

00 None
Medicare End-Stage Renal
Disease Network Organizations
(CMS Pub 100-14)
00 None
Medicare Managed Care
(CMS-Pub. 100-16)
00 None
Medicare Business Partners Systems Security
(CMS-Pub. 100-17)
00 None
Demonstrations
(CMS-Pub. 100-19)
65 Clarification of Unsolicited Response and Auto Adjustment of Claims under

CR 6001 for the Medicare Acute Care Episode (ACE) Demonstration

One Time Notification
(CMS-Pub. 100-20)

667  Health Insurance Portability and Accountability Act (HIPAA) 005010 837
Institutional (8371) Edits and 005010 837 Professional (837P) Edits - July
Version
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668
669

670

671

672

674

675

676

677

678

679

680
681

682

683

684

685
686

687

688

689

HIPAA 5010/D.0 Project Receipt, Control and Balancing Second Phase
Guidance on Implementing System Edits for Certain Durable Medical
Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS)

Allow Zoned Program Integrity Contractors (ZPICs) to Access Medicare
Administrative Contractors (MACs) by ZPIC Zone

Implementation of a File-Based Recovery Audit Contractor (RAC) Mass
Adjustment Process in VMS (This CR Rescinds and Fully Replaces CR 6549)
Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

Modification of the File-Based RAC Mass Adjustment Process in FISS (This
CR Rescinds and Fully Replaces CR 6555)

Temporary 3 Percent Rural Add-On for the Home Health Prospective Payment
System (HH PPS)

Customer Information Control System (CICS) Production Region Merge of the
Part A Arkansas, Louisiana and Mississippi Workloads in Preparation for the
J7 A/B Medicare Administrative Contractor (MAC) Implementation.

Payment of Oxygen Contents to Suppliers Af ter the 36th Month Rental

Cap under the Medicare Durable Medical Equipment, Prosthetics,

Orthotics and Supplies (DMEPOS) Competitive Bidding Program

Expansion of the Current Scope of Editing for Attending Physician Providers
For Free-Standing and Provider-Based Home Health Agency (HHA) Claims
Processed by Medicare Regional Home Health Intermediaries (RHHIs)

Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

Carrier and Part A and Part B Medicare Administrative Contractors (A/B MACs)
Implementation of Title 42 Code of Federal Regulations (CFR) Section 424.535
Deactivation Letters for the Fiscal Intermediary Standard System (FISS)
Requirement for Submission of Shared Systems Data to the Integrated Data
Repository (IDR)

Sending DMEPOS Medicare Summary Notices on a Monthly Schedule to all
Beneficiaries in Miami-Dade, Broward and Palm Beach County Zip Codes in
Florida

Analysis of the Expansion of the Legal Business Name (LBN), Practice
Location and Special Payment Address Fields in the Viable Medicare System
(VMS)

New Medicare Summary Notice (MSN) Message for Higher than Expected
(PPS) Payments

Provide Mapping of Shared Systems Data to the HIPAA835 and 837 Formats
Change in Claims Filing Jurisdiction for Tracheo-Esophageal Voice Prosthesis
Healthcare Common Procedure Coding System (HCPCS) Code

Additional Medicare Secondary Payer (MSP) Claims Processing Instructions for
the Common Working File, Medicare Part B, and Durable Medical Equipment
(DME) Shared Systems Regarding Medicare Secondary Payer Claims that
Contain a Claim Adjustment Reason Code (CARC) 19, 20 or 21

Durable Medical Equipment National Competitive Bidding Implementation —
Phase 10G: Paying for Oxygen Equipment when Grandfathered

Analysis and Design to Ensure That Coordination of Benefits Agreement
(COBA) Trading Partners Can Accept and Process Acute Care Episodic (ACE)
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690

691

692

693

694

695

696

697

698

699

700

701

702

703

704

705

706

707

708

709

Demonstration Claims For Crossover Purposes

Durable Medical Equipment National Competitive Bidding Implementation —
Phase 10C: Exception for Medicare Beneficiaries Previously Enrolled in a
Medicare Advantage Plan

The Transition of a Segment of the Wisconsin Physicians Service (WPS) Legacy
Workload (Formerly Processed by Mutual of Omaha) for the States of Colorado,
New Mexico, Oklahoma, and Texas to the J4 A/B Medicare Administrative
Contractor (MAC)

Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

Instructions Regarding the Processing of Inpatient Claims for Gender/Procedure
Conflict

Multiple Procedure Payment Reduction (MPPR) on the Technical Component (TC)
of Certain Diagnostic Imaging Procedures

Addition of Repair Codes to the List of Healthcare Common Procedure Coding
System (HCPCS) Codes Payable Under the Instructions Provided in Change
Requests (CRs) 6573 and 5917

Requirements for Hospital Attestation and Billing of Fiscal Year 2007 and 2008
Informational Only Inpatient Claims for Medicare Advantage Beneficiaries
Systems Changes Necessary to Implement the Patient Protection and Affordable
Care Act (PPACA) Section 6404 - Maximum Period for Submission of
Medicare Claims Reduced to Not More Than 12 Months

Phase 2 Base System Changes for Implementation of the Next Version of the
Health Insurance Portability and Accountability Act (HIPAA) — Multi Carrier
System (MCS) Only

Implementation of the Electronic Health Record (EHR) Incentive Program for
Medicare Hospitals - The American Recovery and Reinvestment Act of 2009
(ARRA)

Revised Payment Files for the 2010 Medicare Physician Fee Schedule Database
(MPFSDB) and Retroactive Provisions under the Patient Protection and
Affordable Care Act (Pub. L. 111-148) (the Affordable Care Act)

October Common Edits and Enhancements Module (CEM) Updates

Common Edits and Enhancements Module (CEM) October Release Update for
Test/Production Indicator Activity and Outbound Data Scrubbing

Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality of Instruction

Implementation of the HIPAA Version 5010 276/277 Claim Status Edit October
2010 Release

Version D.O Inbound National Council for Prescription Drug Programs
(NCPDP) Medicare Secondary Prayer (MSP) Claims Processing

Extension for the Two Percent and Three Percent Add-On for the Ground
Ambulance, Air Ambulance in Rural Areas and” Super Rural “Add-On

Health Insurance Portability and Accountability Act (HIPAA) 005010 837
Institutional (8371) Edits and 005010 837 Professional (837P) Edits—October
2010 Version

Issued to a specific audience, not posted to Internet/ Intranet due to
Confidentiality Instruction

Additional Instruction for Implementation of Health Insurance Portability and
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710

711

712

713
714

715

716
717

718

719

720

721

722

723

01

Accountability Act of 1996 (HITPAA) Version 5010 for Transaction 835 —
Health Care Claim Payment/Advice and Updated Standard Paper Remit (SPR)
Guidance on Implementing System Edits for Certain Durable Medical
Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS)

Issued to a specific, audience not posted to Internet/Intranet due to
Confidentiality of Instruction

One-Time Mailing of Solicitation Letter To All Physicians And Non-Physician
Practitioners Who Are Currently Enrolled In Medicare But Who Do Not Have
An Enrollment Record In The Provider Enrollment, Chain And Ownership
System (PECOS

Hospital Provider Enrollment Revalidation

Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality Instruction

Analysis for FISS, CWF and NCH for Physician and Non-Physician Practitioner
Specialty Codes

HIPAA 5010 Activity — Testing of 5010 CRs

Clarification of the Date of Service for Maintenance and Servicing Payments for
Certain Oxygen Equipment After July 1, 2010

Durable Medical Equipment National Competitive Bidding Implementation —
Phase 10G: Paying for Oxygen Equipment when Grandfathered

Reprocessing of Claims for Certain Replacement Parts, Accessories, or Supplies
for Prosthetic Implants and Surgically Implanted Durable Medical Equipment
(DME) with Dates of Service of October 27th, 2008 through December 31, 2009
Additional Healthcare Common Procedure Coding System (HCPCS) Codes
Subject to Clinical Laboratory Improvement Amendments (CLIA) Edits
Durable Medical Equipment National Competitive Bidding Implementation-
Phase 10C: Exception for Medicare Beneficiaries Previously Enrolled in
Medicare Advantage Plan

Requirement for Submission of Shared Systems Data to the Integrated Data
Repository (IDR)

Issued to a specific audience, not posted to Internet/Intranet due to
Confidentiality Instruction

Medicare Quality Reporting Incentive Programs
(Pub 100- 22)

Physician Quality Reporting Initiative (PQRI) and E-Prescribing (eRx)
Medicare

Background

Quality Reporting Incentive Programs Manual

Eligible Professionals

Professionals Eligible to Participate But Not Able to Participate
Professionals Not Eligible to Participate in the PQRI and Not Able to Qualify to
Earn an Incentive Payment

Payment for Reporting

Reporting Period

Form and Manner of Reporting

Claims-based Reporting Mechanism
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Coding and Reporting Principles for Claims-based Reporting

Registry-based Reporting Mechanism

Electronic Health Record-based (EHR-based) Reporting Mechanism

PQRI Measures

Reporting of Individual Quality Measures

Reporting of Measures Groups

Criteria for Determination of Satisfactory Reporting

Criteria for Determination of Satisfactory Reporting for Individual Eligible
Professionals

Criteria for Determination of Satisfactory Reporting for Claims-based Reporting
Criteria for Determination of Satisfactory Reporting for Registry-based
Reporting

Criteria for Determination of Satisfactory Reporting for EHR-based Reporting
Criteria for Determination of Satisfactory Reporting for Group Practices and
Process for Reporting by Group Practices

Limitations on Review

Confidential Feedback Reports

Background

Eligible Professionals

Professionals Eligible to Participate But Not Able to Participate

Professionals Not Eligible to Participate in the eRx Incentive Program and Not
Able to Qualify to Earn an Incentive Payment

Professionals Not Eligible to Participate in the eRx Incentive Program and Not
Able to Qualify to Earn an Incentive Payment

Participation by Group Practices

Payment for Reporting

Reporting Period

Form and Manner of Reporting

Claims-based Reporting Mechanism

Coding and Reporting Principles for Claims-based Reporting

Registry-based Reporting Mechanism

Electronic Health Record-based (EHR-based) Reporting Mechanism

Criteria for Determination of Successful Electronic Prescriber

Criteria for Determination of Successful Electronic Prescriber for Individual
Eligible Professionals

Criteria for Determination of Successful Electronic Prescriber for Group
Practices

Confidential Feedback Reports
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ADDENDUM 1V: Regulation Documents Published in the Federal Register

April Through June 2010
Publication FR Vol. | 42 CFR . . .
Date 75 Page Parts File Code Title of Regulation
Number | Affected
April 14,2010 19297 45CFR | e Medical Loss Ratios; Request for
146 and Comments Regarding Section
148 2718 of the Public Health Service
Act
April 14, 2010 19335 45CFR | - Premium Review Process;
146 and Request for Comments Regarding
148 Section 2794 of the Public Health
Service Act
April 15,2010 19678 417,422, CMS-4085-F | Medicare Program; Policy and
423, and Technical Changes to the
480 Medicare Advantage and the
Medicare Prescription Drug
Benefit Programs.
April 23, 2010 21175 483 CMS-2266-F | Medicare and Medicaid Programs;
Waiver of Disapproval of Nurse
Aide Training Program in Certain
Cases.
April 23,2010 21207 416 CMS-3217-P | Medicare Program; Ambulatory
Surgical Centers, Conditions for
Coverage.
April 23, 2010 21314 | - CMS-2300-N | Medicaid Program; Final FY
2008, Revised Preliminary FY
2009, and Preliminary FY 2010
Disproportionate Share Hospital
Allotments and Final FY 2008,
Revised Preliminary FY 2009, and
Preliminary FY 2010
Disproportionate Share Hospital
Institutions for Mental Disease
Limits.
April 23,2010 | 21329 | -----m-mmmm- CMS-2309-N | Medicaid Program; State

Allotments for Payment of
Medicare Part B Premiums for
Qualifying Individuals: Federal
Fiscal Year 2009 and Federal
Fiscal Year 2010.
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Publication
Date

FR Vol
75 Page
Number

42 CFR
Parts
Affected

File Code

Title of Regulation

April 23, 2010

21337

CMS-3819-P

Medicare and Medicaid Programs;
Announcement of an Application
From a Hospital Requesting
Waiver for Organ Procurement
Service Area.

April 26, 2010

21802

CMS-1343-NC

Medicare and Medicaid Programs;
Announcement of Applications
From Hospitals Requesting
Waiver for Organ Procurement
Service Area.

April 30, 2010

23068

440

CMS-2232-F4

Medicaid Program; State
Flexibility for Medicaid Benefit
Packages.

April 30, 2010

23106

CMS-1424-N

Medicare Program; Inpatient
Psychiatric Facilities Prospective
Payment System Payment-Update
for Rate Year Beginning July 1,
2010 (RY 2011).

May 4, 2010

23852

412, 413,
440, 441,
482, 485,
and 489

CMS-1498-P

Medicare Program; Hospital
Inpatient Prospective Payment
Systems for Acute Care Hospitals
and the Long-Term Care Hospital
Prospective Payment System
Changes and FY2011 Rates;
Provider Agreements and Supplier
Approvals; and Hospital
Conditions of Participation for
Rehabilitation and Respiratory
Care Services; Medicaid Program:
Accreditation for Providers of
Inpatient Psychiatric Services.

May 5, 2010

24437

424 and
431

CMS-6010-
IFC

Medicare and Medicaid Programs;
Changes in Provider and Supplier
Enrollment, Ordering and
Referring, and Documentation
Requirements; and Changes in
Provider Agreements.
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Publication
Date

FR Vol
75 Page
Number

42 CFR
Parts
Affected

File Code

Title of Regulation

May 3, 2010

24450

45 CFR-
149

Early Retiree Reinsurance
Program

May 11, 2010

26350

410, 411,

414, 415,

485, and
498

CMS-1413-
CN4

Medicare Program; Payment

Policies Under the Physician Fee
Schedule and Other Revisions to
Part B for CY 2010; Corrections.

May 13, 2010

27122

45 CFR-
144,146
and 147

OCIIO-4150-
IFC

Interim Final Rules for Group
Health Plans and Health Insurance
Issuers Relating to Dependent
Coverage of Children to Age 26
Under the Patient Protection and
Affordable Care Act

May 26, 2010

29479

482 and
485

CMS-3227-P

Medicare and Medicaid Programs:
Proposed Changes Affecting
Hospital and Critical Access
Hospital (CAH) Conditions of
Participation (CoPs):
Credentialing and Privileging of
Telemedicine Physicians and
Practitioners.

May 26, 2010

29555

CMS-4151-NC

Medicare Program; Medicare
Coverage Gap Discount Program
Model Manufacturer Agreement
and Announcement of the June 1,
2010 Public Meeting.

May 28, 2010

30041

CMS-1340-N

Medicare Program; Public
Meeting in Calendar Year 2010
for New Clinical Laboratory Tests
Payment Determinations.

May 28, 2010

30043

CMS-7018-N

Medicare Program; Meeting of the
Advisory Panel on Medicare
Education.

May 28, 2010

30046

CMS-2316-N

Medicaid and CHIP Programs;
Meeting of the CHIP Working
Group—1June 14, 2010.

May 28, 2010

30244

447 and
457

CMS-224-FC

Medicaid Program; Premiums and
Cost Sharing.
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FR Vol. | 42CFR
75 Page Parts File Code Title of Regulation
Number | Affected

Publication
Date

June 2, 2010 30756 412 and | CMS-1498-CN | Medicare Program; Supplemental
413 Proposed Changes to the Hospital
Inpatient Prospective Payment
Systems for Acute Care Hospitals
and the Long-Term Care Hospital
Prospective Payment System and
Supplemental Proposed Fiscal
Year 2011 Rates; Correction.

June 2, 2010 30918 412 and | CMS-1498-P2 | Medicare Program; Supplemental
413 Proposed Changes to the Hospital
Inpatient Prospective Payment
Systems for Acute Care Hospitals
and the Long-Term Care Hospital
Prospective Payment System and
Supplemental Proposed Fiscal
Year 2011 Rates.

June 2, 2010 31118 | =—=mmmmmm- CMS-1406-N | Medicare Program; Hospital
Inpatient Prospective Payment
Systems for Acute Care Hospitals
and Fiscal Year 2010 Rates and to
the Long-Term Care Hospital
Prospective Payment System and
Rate Year 2010 Rates: Final Fiscal
Year 2010 Wage Indices and
Payment Rates Implementing the

Affordable Care Act.
June 10, 2010 32858 417,422, | CMS-4085-CN | Medicare Program; Policy and
423, and Technical Changes to the
480 Medicare Advantage and the

Medicare Prescription Drug
Benefit Programs; Corrections.

June 11, 2010 33313 | —mmmmmmmeee- CMS-1576-N | Medicare and Medicaid Programs;
Procedure for Hospitals Seeking
To Enter Into an Agreement With
a Different Organ Procurement
Organization Following an

1138(a)(2) Waiver.
June 17,2010 34538 45 CFR- | OCIIO-9991- | Interim Final Rules for Group
147 IFC Health Plans and Health Insurance

Coverage Relating to Status as a
Grandfathered Health Plan Under
the Patient Protection and
Affordable Care Act
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Publication
Date

FR Vol
75 Page
Number

42 CFR
Parts
Affected

File Code

Title of Regulation

June 17,2010

34612

412 and
413

CMS-1498-
CN2

Medicare Program; Supplemental
Proposed Changes to the Hospital
Inpatient Prospective Payment
Systems for Acute Care Hospitals
and the Long-Term Care Hospital
Prospective Payment System and
Supplemental Proposed Fiscal
Year 2011 Rates; Corrections.

June 17,2010

34614

CMS-1406-
CN2

Medicare Program; Hospital
Inpatient Prospective Payment
Systems for Acute Care Hospitals
and Fiscal Year 2010 Rates and to
the Long-Term Care Hospital
Prospective Payment System and
Rate Year 2010 Rates: Final Fiscal
Year 2010 Wage Indices and
Payment Rates Implementing the
Affordable Care Act; Corrections.

June 28, 2010

36610

482 and
485

CMS-3228-P

Medicare and Medicaid Programs:
Changes to the Hospital and
Critical Access Hospital
Conditions of Participation To
Ensure Visitation Rights for All
Patients.

June 28, 2010

36786

CMS-9059-N

Medicare and Medicaid Programs;
Quarterly Listing of Program
Issuances—January Through
March 2010

June 28,2010

37188

45 CFR-
144,146
and 147

OCIIO-9994-
IFC

Patient Protection and Affordable
Care Act: Preexisting Condition
Exclusions, Lifetime and Annual
Limits, Rescissions, and Patient
Protections
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ADDENDUM V: National Coverage Determinations
April Through June 2010

A national coverage determination (NCD) is a determination by the Secretary with

respect to whether or not a particular item or service is covered nationally under Title XVIII of
the Act, but does not include a determination of what code, if any, is assigned to a particular item
or service covered under this title, or determination with respect to the amount of payment made
for a particular item or service so covered. We include below all of the NCDs that were issued

during the quarter covered by this notice. The entries below include information concerning
completed decisions as well as sections on program and decision memoranda, which also
announce pending decisions or, in some cases, explain why it was not appropriate to issue an
NCD. We identify completed decisions by the section of the NCDM in which the decision
appears, the title, the date the publication was issued, and the effective date of the decision.
Information on completed decisions as well as pending decisions has also been posted on the
CMS Web site at http://cms.hhs.gov/coverage.

Title NCDM TN # Issue Date Effective
Section Date

FDG PET for Solid Tumors and 220.60 | R120NCD | 05/06/2010 | 04/03/2009
Myeloma
Collagen Meniscus Implant 150.12 RI2INCD | 05/28/2010 | 05/25/2010
Dermal Injections for Treatment of
Facial Lipodystrophy Syndrome 250.50 R122NCD | 06/04/2010 | 03/23/2010
(LDS)
Magnetic Resonance Angiography | 220.2 220.3 | R123NCD | 07/09/2010 | 06/03/2010
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ADDENDUM VI: FDA-Approved Category B IDEs
April Through June 2010

Under the Food, Drug, and Cosmetic Act (21 U.S.C. 360c) devices fall into one of three
classes. To assist CMS under this categorization process, the FDA assigns one of two categories
to each FDA-approved IDE. Category A refers to experimental IDEs, and Category B refers to
non-experimental IDEs. To obtain more information about the classes or categories, please refer
to the notice published in the April 21, 1997 Federal Register (62 FR 19328).

The following list includes all Category B IDEs approved by FDA during the second
quarter, April through June 2010.
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IDE

Category

BB07621

BB13641

BB14207

BB14314

BB14321

BB14336

BB14341

BB14352

BB14386

G080139

G080208

G090139

G090163

G090243

G090274

G090279

G100001

G100005

G100010

G100015

G100037

G100039

G100049

G100050

G100053

G100060

G100062

G100070

G100075

G100078

G100084

G100085

G100086

G100088

G100091

G100092

0|0 |t | o0 |00 |00 |00 OO OO OO | OO | 09 | 9 | O | 0 | O | 0 | 00 | o0 | 0 | B0 | 0 | O0 | O0 | O0 | 9 | 9 | 9 | 9 | 00 | O | O | B0 | O | O | &0
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ADDENDUM VII: Approval Numbers for Collections of Information

Below we list all approval numbers for collections of information in the referenced
sections of CMS regulations in Title 42; Title 45, Subchapter C; and Title 20 of the Code of
Federal Regulations, which have been approved by the Office of Management and Budget:

OMB Control Approved CFR Sections in Title 42, Title 45, and
Numbers Title 20 (Note: Sections in Title 45 are preceded by
"45 CFR," and sections in Title 20 are preceded by
"20 CFR")
OMB NUMBER Approved CFR Sections

0938-0008 Part 424 Subpart C

0938-0022 413.20,413.24, 413.106

0938-0023 424.103

0938-0025 406.28, 407.27

0938-0027 486.100 - 486.110

0938-0033 405.807

0938-0035 407.40

0938-0037 413.20,413.24

0938-0041 408.6, 408.202

0938-0042 410.1, 410.40, 424.124, 424.601, 414.605, 414.610, 414.615, 414.620,
414.625, 424.32

0938-0045 405.711

0938-0046 405.2133

0938-0050 413.20,413.24

0938-0062 431.151,435.151, 435.1009, 440.220, 440.250, 442.1, 442.10 -
442.16, 442.30, 442.40, 442.42, 442.100 - 442.119, 483.400 - 483.480,
488.332, 488.400, 498.3 - 498.5

0938-0065 485.701 - 485.729

0938-0074 491.1 - 491.11

0938-0080 406.7, 406.13

0938-0086 420.200 - 420.206, 455.100 - 455.106

0938-0101 430.30

0938-0102 413.20,413.24

0938-0107 413.20, 413.24

0938-0146 431.800 - 431.865

0938-0147 431.800 - 431.865

0938-0151 493.1 - 493.2001

0938-0155 405.2470

0938-0193 430.10 - 430.20, 440.167

0938-0202 413.17,413.20

0938-0214 411.25, 489.2, 489.20
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OMB NUMBER Approved CFR Sections

0938-0236 413.20, 413.24

0938-0242 488.26 and 442.30

0938-0245 407.10, 407.11

0938-0246 431.800-431.865

0938-0251 406.7

0938-0266 416.1-416.150

0938-0267 485.56, 485.58, 485.60, 485.64, 485.66

0938-0269 412.116,412.632, 413.64, 413.350, 484.245

0938-0270 405.376

0938-0272 440.180, 441.300 - 441.310

0938-0273 485.701 - 485.729

0938-0279 4245

0938-0287 44731

0938-0296 413.170, 413.184

0938-0301 413.20, 413.24, 415.60

0938-0302 418.22,418.24, 418.28, 418.56, 418.58, 418.70, 418.74, 418.83,
418.96, 418.100

0938-0313 489.11, 489.20

0938-0328 482.12,482.13,482.21, 482.22,482.27, 482.30, 482.41, 482.43,
482.45, 482.53, 482.56, 482.57, 482.60, 482.61, 482.62, 482.66,
485.618, 485.631

0938-0334 491.9, 491.10

0938-0338 486.104, 486.106, 486.110

0938-0354 441.50

0938-0355 442.30, 488.26

0938-0358 488.26

0938-0359 412.40 - 412.52

0938-0360 488.60

0938-0365 484.10, 484.12, 484.14, 484.16, 484.18, , 484.36, 484.48, 484.52

0938-0372 414.330

0938-0378 482.60 - 482.62

0938-0379 442 .30, 488.26

0938-0386 405.2100 - 405.2171

0938-0391 488.18, 488.26, 488.28

0938-0426 480.104, 480.105, 480.116, 480.134

0938-0429 447.53

0938-0443 478.18, 478.34, 478.36,478.42

0938-0444 1004.40, 1004.50, 1004.60, 1004.70

0938-0445 412.44, 412.46, 431.630, 476.71,476.74, 476.78

0938-0447

405.2133
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OMB NUMBER Approved CFR Sections

0938-0448 405.2133, 45 CFR 5, 5b; 20 CFR Parts 401, 422E

0938-0449 440.180, 441.300 - 441.310

0938-0454 424.20

0938-0456 412.105

0938-0463 413.20,413.24, 413.106

0938-0467 431.17, 431.306, 435.910, 435.920, 435.940 - 435.960

0938-0469 417.126,422.502, 422.516

0938-0470 417.143,422.6

0938-0477 412.92

0938-0484 424.123

0938-0501 406.15

0938-0502 433.138

0938-0512 486.301 - 486.348

0938-0526 475.102,475.103,475.104, 475.105, 475.106

0938-0534 410.38, 424.5

0938-0544 493.1 - 493.2001

0938-0564 411.32

0938-0565 411.20 - 411.206

0938-0566 411.404,411.406,411.408

0938-0573 412.256

0938-0578 447.534

0938-0581 493.1 - 493.2001

0938-0599 493.1 - 493.2001

0938-0600 405.371,405.378, 413.20

0938-0610 417.436,417.801, 422.128, 430.12, 431.20, 431.107, 483.10, 484.10,
489.102

0938-0612 493.801, 493.803, 493.1232, 493.1233, 493.1234, 493.1235,
493.1236, 493.1239, 493.1241, 493.1242, 493.1249, 493.1251,
493,1252, 493.1253, 493.1254, 493.1255, 493.1256, 493.1261,
493.1262, 493.1263, 493.1269, 493.1273, 493.1274, 493.1278,
493.1283, 493.1289, 493.1291, 493.1299

0938-0618 433.68, 433.74, 447.272

0938-0653 493.1771, 493.1773,493.1777

0938-0657 405.2110, 405.2112

0938-0658 405.2110, 405.2112

0938-0667 482.12, 488.18, 489.20, 489.24

0938-0686 493.551 - 493.557

0938-0688 486.301 - 486.325

0938-0691 412.106

0938-0692

466.78, 489.20, 489.27
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0938-0701 422.152
45 CFR 146.111, 146.115, 146.117, 146.150, 146.152, 146.160,

0938-0702 146.180

0938-0703 45 CFR 148.120, 148.122, 148.124, 148.126, 148.128

0938-0714 411.370 -411.389

0938-0717 424.57

0938-0721 410.33

0938-0723 421.300 -421.316

0938-0730 405.410, 405.430, 405.435, 405.440, 405.445, 405.455, 410.61,
415.110, 424 .24

0938-0732 417.126, 417.470

0938-0734 45 CFR 5b

0938-0739 413.337,413.343, 424.32, 483.20

0938-0749 424.57

0938-0753 422.000 - 422.700

0938-0754 441.151, 441.152

0938-0758 413.20, 413.24

0938-0760 484.55, 484.205, 484.245, 484.250

0938-0761 484.11, 484.20

0938-0763 422.250, 422.252, 422.254, 422.256, 422.258, 422.262, 422.264,
422.266, 422.270, 422.300, 422.304, 422.306, 422.308, 422.310,
422.312,422.314, 422.316, 422.318, 422.320, 422.322, 422.324,
423.251,423.258, 423.265, 423.272, 423.286, 423.293, 423.301,
423.308, 423.315, 423.322, 423.329, 423.336, 423.343, 423.346,
423.350

0938-0770 410.2

0938-0778 422.111, 422.564

0938-0779 417.126,417.470, 422.64, 422.210

0938-0781 411.404, 484.10

0938-0786 438.352, 438.360, 438.362, 438.364

0938-0790 460.12 - 460.210

0938-0792 491.8,491.11

0938-0796 422.64

0938-0798 413.24,413.65,419.42

0938-0802 419.43

0938-0818 410.141 -410.146, 414.63

0938-0829 422.568

0938-0832 Parts 489 and 491

0938-0833 483.350 - 483.376

0938-0841

431.636,457.50, 457.60, 457.70, 457.340, 457.350, 457.431, 457.440,
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457.525, 457.560, 457.570, 457.740, 457.750, 457.810, 457.940,
457.945, 457.965, 457.985, 457.1005, 457.1015, 457.1180

0938-0842 412.23,412.604, 412.606, 412.608, 412.610, 412.614, 412.618,
412.626, 413.64

0938-0846 411.352 -411.361

0938-0857 Part 419

0938-0860 Part 419

0938-0866 45 CFR Part 162

0938-0872 413.337, 483.20

0938-0873 422.152

0938-0874 45 CFR Parts 160 and 162

0938-0878 Part 422 Subparts F and G

0938-0887 45 CFR 148.316, 148.318, 148.320

0938-0897 412.22,412.533

0938-0907 412.230,412.304, 413.65

0938-0910 422.620, 422.624, 422.626

0938-0911 426.400, 426.500

0938-0915 421.120, 421.122

0938-0916 483.160

0938-0920 438.6, 438.8,438.10, 438.12, 438.50, 438.56, 438.102, 438.114,
438.202, 438.206, 438.207, 438.240, 438.242, 438.402, 438.404,
438.400, 438.408, 438.410, 438.414, 438.416, 438.604, 438.710,
438.722, 438.724, 438.810

0938-0921 414.804

0938-0931 45 CFR 142.408, 162.408, and 162.406

0938-0933 438.50

0938-0935 422 Subparts F and K

0938-0936 423

0938-0939 405.502

0938-0944 422.250, 422.252, 422.254, 422.256, 422.258, 422.262, 422.264,
422.266, 422.270, 422.300, 422.304, 422.306, 422.308, 422.310,
422.312,422.314, 422.316, 422.318, 422.320, 422.322, 422.324,
423.251,423.258, 423.265, 423.272, 423.279, 423.286, 423.293,
423.301, 423.308, 423.315, 423.322, 423.329, 423.336, 423.343,
423.346, 423.350

0938-0950 405.910

0938-0951 423.48

0938-0953 405.1200 and 405.1202

0938-0954

414.906, 414.908, 414.910, 414.914, 414.916
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0938-0957 Part 423 Subpart R

0938-0964 403.460, 411.47

0938-0969 421.405

0938-0975 423.562(a)

0938-0976 423.568

0938-0977 Part 423 Subpart R

0938-0978 423.464

0938-0982 422.310, 423.301, 423.322, 423.875, 423.888

0938-0986 412.20-412.30

0938-0990 423.56

0938-0992 423.505, 423.514

0938-0993 1396

0938-0997 424.5

0938-0999 Part 424 Subpart C

0938-1004 423.502

0938-1009 411.357(v), 411.357(w)

0938-1013 423.56(e)

0938-1019 405.1206, 422.622

0938-1020 412.525(a)(4), 412.529(c)(3), 412.84(1)(2)

0938-0123 422.152(a)(1), 422.152(a)(2)

0938-1024 1396

0938-1026 447.520

0938-1013 423.56e

0938-1019 405.1206, 422.622

0938-1023 422.152a

0938-1033 455

0938-1034 489.20

0938-1049 424.36(b)
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ADDENDUM VIII: Medicare-Approved Carotid Stent Facilities
April Through June 2010

On March 17, 2005, we issued our decision memorandum on carotid artery stenting. We
determined that carotid artery stenting with embolic protection is reasonable and necessary only
if performed in facilities that have been determined to be competent in performing the evaluation,
procedure, and follow-up necessary to ensure optimal patient outcomes. We have created a list
of minimum standards for facilities modeled in part on professional society statements on
competency. All facilities must at least meet our standards in order to receive coverage for
carotid artery stenting for high risk patients.

Facility Provider Effective State||Additional
Number Date Information

Central Mississippi Medical 250072 05/06/2010 |{MS

Center

1850 Chadwick Drive

Jackson, MS 39204

Fairfield Medical Center 360072 05/06/2010 ||OH

201 North Ewing Street
Lancaster, OH 43130

Eastern Idaho Regional Medical ||130018 06/04/2010 ||ID
Center

3100 Channing Way

Idaho Falls, ID 83401

Ocala Regional Medical Center |100212 06/04/2010 ||FL

1431 SW First Avenue
Ocala, FL 34474

Scott & White Healthcare — 670034 06/04/2010 ||TX
Round Rock

302 University Boulevard
Round Rock, TX 78665

Trinity Hospital of Augusta 110039 06/04/2010 ||GA
2260 Wrightsboro Road

Augusta, GA 30904

Kaiser Sunnyside Medical Center||941105628 06/30/2010 ||OR

10180 SE Sunnyside Road
Clackamas, OR 97015
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Facility Provider Effective State||Additional
Number Date Information
Rockingham Memorial Hospital ||490004 06/30/2010 |[VA
235 Cantrell Avenue
Harrisonburg, VA 22801
St. Mary’s Hospital 520083 06/30/2010 ||WI

700 S. Park Street
Madison, WI 53715
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ADDENDUM IX: American College of Cardiology's National Cardiovascular Data
Registry Sites
April Through June 2010

In order to obtain reimbursement, Medicare national coverage policy requires that
providers implanting ICDs for primary prevention clinical indications (that is, patients without a
history of cardiac arrest or spontaneous arrhythmia) report data on each primary prevention [CD
procedure. This policy became effective January 27, 2005. Details of the clinical indications
that are covered by Medicare and their respective data reporting requirements are available in the
Medicare National Coverage Determination (NCD) Manual, which is on the Centers for
Medicare & Medicaid Services (CMS) Web site at
http://www.cms.hhs.gov/Manuals/IOM/itemdetail.asp?filterType=none&filterByDID=99&sortB
yDID=1&sortOrder=ascending&itemID=CMS014961 .

A provider can use either of two mechanisms to satisfy the data reporting requirement.
Patients may be enrolled either in an Investigational Device Exemption trial studying ICDs as
identified by the FDA or in the American College of Cardiology’s National Cardiovascular Data
Registry (ACC-NCDR) ICD registry. Therefore, in order for a beneficiary to receive a Medicare-
covered ICD implantation for primary prevention, the beneficiary must receive the scan in a
facility that participates in the ACC-NCDR ICD registry. We maintain a list of facilities that
have been enrolled in this registry. Addendum IX includes the facilities that have been
designated in the quarter covered by this notice.
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ADDENDUM X: Active CMS Coverage-Related Guidance Documents
April Through June 2010

In the September 24, 2004 Federal Register (69 FR 57325), we published a notice in
which we explained how we would develop coverage-related guidance documents. These
guidance documents are required under section 731 of the MMA. In our notice, we committed to
the public that, "At regular intervals, we will update a list of all guidance documents in the
Federal Register."

Addendum X includes a list of active CMS guidance documents as of the ending date of
the period covered by this notice. To obtain full-text copies of these documents, visit the CMS
Coverage Web site at http://www.cms.hhs.gov/med/index_list.asp?list_type=mcd 1.

Document Name: Factors CMS Considers in Commissioning External Technology
Assessments
Date of Issuance: April 11, 2006

Document Name: Factors CMS Considers in Opening a National Coverage Determination
Date of Issuance: April 11, 2006

Document Name: (Draft) Factors CMS Considers in Referring Topics to the Medicare
Coverage Advisory Committee
Date of Issuance: March 9, 2005

Document Name: National Coverage Determinations with Data Collection as a Condition of
Coverage: Coverage With Evidence Development
Date of Issuance: July 12, 2006
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ADDENDUM XI: List of Special One-Time Notices Regarding
National Coverage Provisions
April Through June 2010

As medical technologies, the contexts under which they are delivered, and the health
needs of Medicare beneficiaries grow increasingly complex, our national coverage determination
(NCD) process must adapt to accommodate these complexities. As part of this adaptation, our
national coverage decisions often include multi-faceted coverage determinations, which may
place conditions on the patient populations eligible for coverage of a particular item or service,
the providers who deliver a particular service, or the methods in which data are collected to
supplement the delivery of the item or service (such as participation in a clinical trial).

We outline these conditions as we release new or revised NCDs. However, details
surrounding these conditions may need to be shared with the public as “one-time notices™ in the
Federal Register. For example, we may require that a particular medical service may be
delivered only in the context of a CMS-recognized clinical research study, which was not named
in the NCD itself. We would then use Addendum XI of this notice, along with our coverage
Web site at http://www.cms.hhs.gov/coverage, to provide the public with information about the
clinical research study that it ultimately recognizes.

Addendum XI includes any additional information we may need to share about the
conditions under which an NCD was issued as of the ending date of the period covered by this
notice.

There were no Special One-Time Notices Regarding National Coverage Provisions
published this quarter.
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ADDENDUM XII: National Oncologic PET Registry (NOPR)

In January 2005, we issued our decision memorandum on peositron emission
tomography (PET) scans, which stated that CMS would cover PET scans for particular
oncologic indications, as long as they were performed in the context of a clinical study. We have
since recognized the National Oncologic PET Registry as one of these clinical studies.
Therefore, in order for a beneficiary to receive a Medicare-covered PET scan, the beneficiary
must receive the scan in a facility that participates in the Registry. The following facilities have
met the CMS's requirements for performing PET scans under National Coverage Determination
CAG-00181N.

Facility Name Provider Date State| |Other
Number Approved Information

Baptist East Hospital 9372701 01/29/2010 |[KY

4000 Kresge Way

Louisville KY 40207

Alpha Med Physicians Group 610860 01/29/2010  |{IL

6701 159th Street

Tinley Park IL 60477

Hackensack Medical and Molecular (85238 01/29/2010 [[NJ

Imaging

155 State Street

Hackensack NJ 07601

Alexian Brothers Medical Center 1265577191 01/29/2010 ||IL

820 Biesterfield Road

Elk Grove Village IL 60007

South Texas Radiology Imaging 00867N 01/29/2010 ||TX

Center-North East Imaging Center

12602 Toepperwein, ste 101

San Antonio TX 78233

Cancer Care Center 1760435713 02/01/2010 [NV

2435 Fire Mesa Street

Las Vegas NV 89128

Diagnostic Imaging Association 1255328817 02/01/2010 ||TX

400 N Garfield, Suite 110

Midland TX 79701

Jefterson Imaging Langhorne 1841269099 02/01/2010 |[PA

825 Town Center Drive

Langhorne PA 19047

Newark Beth Israel Medical Center |[310002 02/01/2010 |NJ

156 Lyons Ave

Newark NJ 07112
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Facility Name

Provider
Number

Date
Approved

State

Other
Information

Advanced Imaging Center
615 Valley View Drive
Suite 101

Moline IL 61265

702970

02/01/2010

IL

Caritas PET Imaging, LLC at Noble
Hospital

115 West Silver Street

Westfield MA 01085

1285846410

02/01/2010

MA

Jefferson Regional Medical Center
565 Coal Valley Road
Pittsburgh PA 15236

390265

02/01/2010

PA

Montgomery Hospital
1308 Powell Street
Norristown PA 19404

390108

02/01/2010

PA

Eastern New Mexico Medical Center
Imaging Center

405 West Country Club Road
Roswell NM 88201

320006

02/01/2010

NM

Baltimore Imaging Centers
North Park Center 4B North Ave,
Suite 300

Bel Air MD21014

H476

02/01/2010

MD

New Jersey Institute of Radiology
PC

630 Broad Street

Carlstadt NJ 07072

412182809

02/01/2010

NJ

Jupiter Hematology Oncology
Associates

431 University Blvd

Jupiter FL. 33458

1003854332

02/01/2010

FL

Casa Grande Regional Medical
Center

1800 E. Florence Blvd.

Casa Grande AZ 85222

1437107208

02/01/2010

AZ

Marshfield Clinic Minocqua Center
9601 Townline Road
Minocqua WI 54548

1952347981

02/01/2010

WI

Cancer Care Associates
11100 Hefner Pointe Drive
Oklahoma City OK 73120

731469927

02/01/2010

OK
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Facility Name

Provider
Number

Date
Approved

State

Other
Information

Alliance Community Hospital
200 East State Street
Alliance OH 44601

360131

02/01/2010

OH

Hematology & Oncology Specialists,
LLC

4200 Houma Boulevard

Metairie LA 70006

1190500005

02/01/2010

LA

Lake Pointe Imaging Center
1005 West Ralph Hall Parkway,
#121

Rockwall TX 75032

450742

02/01/2010

X

Mountain Medical Physician
Specialists

5121 Cottonwood Street
Murray UT 84107

1720035520

02/01/2010

uT

Advanced Breast Care Imaging
250 Cetronia Road, Ste 102
Allentown PA 18104

103579

02/01/2010

PA

Independent Imaging, LLC
3347 South State Road 7,
Suite 100

Wellington FL 33449

45741

02/01/2010

FL

Ocean Medical Center
425 Jack Martin Blvd
Brick NJ 08724

1962409987

02/01/2010

NJ

Newport Doctors Medical Imaging
401 Old Newport Boulevard, Suite
201

Newport Beach CA 92663-4289

W19467

02/01/2010

CA

Neil M. Barth, MD Inc
20162 S.W. Birch Street
Suite 150

Newport Beach CA 92660

1063551760

02/01/2010

CA

Florida Cancer Institute - New Hope
4003 Mariner Blvd
Spring Hill FL 34609

K4006

02/01/2010

FL

Gulfcoast Cancer Institute Largo
100 Highland Ave
Largo FL 33770

1629215579

02/01/2010

FL
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Facility Name

Provider
Number

Date
Approved

State

Other
Information

Grand View Hospital
905 Lawn Avenue
Sellersville PA 18960

390057

02/02/2010

PA

Citizens Memorial Healthcare
1500 North Oakland
Bolivar MO 65613

1003981549

02/02/2010

MO

Community Cancer Center of Lake
City

4520 West US Hwy 90

Lake City FL 32055

K3866

02/02/2010

FL

Memorial Hermann Sugarland
17510 W. Grand Parkway South,
Suite 120

Sugar Land TX 77479

450848

02/02/2010

X

Medical Plaza 1

Carlisle Regional Medical Center
361 Alexander Spring Road
Carlisle PA 17015

390058

02/02/2010

PA

Fairview Hospital
18200 Lorain Avenue
Cleveland OH 44111

360077

02/02/2010

OH

Moll Cancer
Pavillion

Community Hospital
2021 N. 12th Street
Grand Junction CO 80501

60054

02/02/2010

CO

Alliance Imaging-West Coast Rad-
MV/LN

27882 Forbes Road, Suite 120
Laguna Niguel CA 92677

1093969479

02/02/2010

CA

Boston Diagnostic
398 E Altamonte Springs
Altamonte SpringS FL 32701

1083691463

02/02/2010

FL

Gerald Champion Regional Medical
Center

2669 N. Scenic Dr.

Alamogordo NM 88310

320004

02/02/2010

NM

Metro South Imaging Center
12935 South Gregory
Blue Island IL 60406

1700812294

02/02/2010

IL

Christus St. Elizabeth
2830 Calder Street

450034

02/02/2010

X
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Facility Name

Provider
Number

Date
Approved

State

Other
Information

[Beaumont TX 77702

l

/|

I

Central DuPage Hospital
25 N Winfield Rd
Winfield IL 60190

1003864810

02/02/2010

IL

Gulf Coast MRI & Diagnostic
5233 Fairmont Parkway, Suite A
Pasadena TX 77505

1609823822

02/02/2010

X

Desert Regional Medical Center,
Pet/Ct

1180 N. Indian Canyon Drive #E-
155

Palm Springs CA 92262

1104856095

02/02/2010

CA

Advanced Imaging@Community
Medical Center, LLC

2803 South Avenue West
Missoula MT 59804

1164437943

02/02/2010

MT

Menorah Medical Center
5721 West 119th Street
Overland Park KS 66209

170182

02/02/2010

KS

Oncology Services

Northwest Imaging Center
4383 Medical Drive, Ste 150
San Antonio TX 78229

00867N

02/02/2010

X

Dayton Physicians, LLC.
9000 N. Main st.
Dayton OH 45415

1902844947

02/02/2010

OH

Mercy Medical Center — Dubuque
250 Mercy Drive
Dubuque 1A 52001

1659348506

02/02/2010

1A

DORAL Diagnostic Center
8881 NW 18th Terrace
Miami FL 33172

K7806

02/02/2010

FL

Maple Grove Fairview
14500 99th Ave North
Maple Grove MN 55369

1841315165

02/02/2010

NSMS - Ste. Genevieve, MO
US Hwy 61 & 32
Ste. Genevieve MO 63670

1295785079

02/02/2010

MO

Floyd Memorial Hospital and Health
Services

1497798847

02/02/2010
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Facility Name

Provider
Number

Date
Approved

State

Other
Information

2210 Green Valley Rd
New Albany IN 47150

NSMS - Lebanon, MO
100 Hospital Drive
Lebanon MO 65536

1295785079

02/02/2010

MO

Inova Alexandria Hospital
4320 Seminary Road
Alexandria VA 22304

490040

02/02/2010

VA

Radiology

Medical Doctors Imaging, Inc.
2020 Court Street
Redding CA 96001

1235161480

02/02/2010

CA

Hancock Regional Hospital
801 North State St
Greenfield IN 46140

1952559163

02/02/2010

Calvert Medical Imaging Center
(CMIC)

130 Hospital Drive

Suite LL 100

Prince Frederick MD 20678

1629235312

02/02/2010

MD

NSMS - Clay Center, KS
617 Liberty Street
Clay Center KS 67432

1295785079

02/02/2010

KS

Alliance HealthCare Services Inc
1401 West 5th Street
Sheridan WY 82801

1134303845

02/02/2010

wY

NUSCAN
101 Consolidated Medical Plaza
Caguas PR 725

1275630527

02/02/2010

PR

201 Ave Gautier

Benitez

Delta County Memorial Hospital
1501 East 3rd Street
Delta CO 81416

1417935446

02/02/2010

CO

Bozeman Deaconess Hospital
915 Highland Blvd
Bozeman MT 59715

1720079619

02/02/2010

MT

Bradford Regional Medical Center
116 Interstate Parkway
Bradford PA 16701

390118

02/02/2010

PA

Gwinnett Medical Center
1000 Medical Center Blvd

1952340994

02/02/2010

GA
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Facility Name

Provider
Number

Date
Approved

State

Other
Information

|Lawrenceville GA 30045

I

Mankato Clinic
1421 Premier Drive
Mankato MN 56001

1629044029

02/02/2010

Delray Medical Center
5352 Linton Boulevard
Delray Beach FL 33484

100258

02/02/2010

FL

Buffalo Hospital
303 Catlin Str, Radiology
Buffalo MN 55313

240076

02/02/2010

Evergreen Radia Imaging Center
11521 N.E. 128th Street

Suite 200

Kirkland WA 98034

AB39931

02/02/2010

WA

Alliance Imaging - St. John's
Medical Center

625 E Broadway

Jackson WY 83001

W22619

02/02/2010

wY

Clarion Hospital
One Hospital Drive
Clarion PA 16214

1265422901

02/04/2010

PA

Exempla St. Joseph's Hospital
1835 Franklin St.
Denver CO 80218

1417946021

02/04/2010

CO

Olean General Hospital
515 Main St
Olean NY 14760

1225083074

02/04/2010

NY

Excel Medical Imaging
5626 Gulf Drive
New Port Richey FL 34652

K5327

02/04/2010

FL

Delnor Hospital ( Imaging Dept)
300 Randall Rd
Geneva IL 60134

1407859655

02/04/2010

IL

Cancer Center of Pasco Pinellas
3000 US Hwy 19
Holiday FL 34691

1101019207

02/04/2010

FL

Citrus Memorial Health Systems
131 S. Citrus Avenue
Inverness FL 34452

592890430

02/04/2010

FL
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Facility Name

Provider
Number

Date
Approved

State

Other
Information

Ironwood Cancer & Research
Centers

6111 E Arbor Ave
Mesa/Chandler AZ 85206

270782

02/04/2010

AZ

695 S Dobson Rd

Cape Cod PET/CT Services, LLC
2 Jan Sebastian Drive
Sandwich MA 02563

1407180847

02/04/2010

MA

Mission Hospital
27700 Medical Center Road
Mission Viejo CA 92691

1992752315

02/05/2010

CA

MetroHealth
5900 Byron Center Ave SW
Wyoming MI 49519

1619923919

02/05/2010

MI

Ardmore PET Associates, LLC
908 North Rockford Rd, Ste C
Ardmore OK 73401

1447585302

02/05/2010

OK

Baptist Medical Center PET*CT
800 Prudential drive
Jacksonville FLL32221

15786220449

02/05/2010

FL

Johnston Medical Center
509 N. Bright Leaf Blvd.
Smithfield NC 27577

1619911104

02/05/2010

INC

El Camino Hospital
2500 Grant Road
Mountain View CA 95040

943167314

02/05/2010

CA

NSMS - Carthage, MO
3125 Drive Russell Smith Way
Carthage MO 64836

1295785079

02/05/2010

MO

Gulfcoast Cancer Center
100 Highland Ave Ne
Largo FL 33770

1225019649

02/05/2010

FL

Elite Advanced
17260 Bear Valley Rd
Victorville CA 92395

777236167

02/05/2010

CA

Mountainside Hospital
1 Bay Avenue
Montclair NJ 07042

310054

02/05/2010

NJ

Orange Coast Memorial Imaging
Center

50678

02/05/2010

CA
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Facility Name

Provider
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Date
Approved

State

Other
Information

9920 Talbert Avenue
Fountain Valley CA 92708

NYOH Mobile PET/CT Imaging
Saratoga

377 Church St

Saratoga Springs NY 12866

1609863448

02/05/2010

NY

Compassionate Cancer Care
Radiation Diagnostic Grp

260 E. Ontario Avenue, Suite #101
Corona CA 92879

1720073935

02/05/2010

CA

Athens Cancer Center
75 Hospital Dr., Suite 170
Athens OH 45701

203145500

05/02/2010

OH
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ADDENDUM XIII: Medicare-Approved Ventricular Assist Device
(Destination Therapy) Facilities
April Through June 2010

On October 1, 2003, we issued our decision memorandum on ventricular assist devices
for the clinical indication of destination therapy. We determined that ventricular assist devices
used as destination therapy are reasonable and necessary only if performed in facilities that have
been determined to have the experience and infrastructure to ensure optimal patient outcomes.
We established facility standards and an application process. All facilities were required to meet
our standards in order to receive coverage for ventricular assist devices implanted as destination
therapy.

VAD Destination Therapy Facilities

The following facilities have met the CMS facility standards for destination therapy VADs.

Facility Provider Date State |Other Information
______________________________________________ Number  |Approved | |
Carolinas Medical Center 340113 5/12/2010 INC |Joint Commission
1000 Blythe Boulevard certified on 5/12/10
Charlotte, NC | L L
Saint Luke’s Hospital 260138 6/16/2010 MO Joint Commission
4401 Wornall Road certified on 6/16/10
Kansas City, MO64111 | | |




58954

Federal Register/Vol. 75, No. 185/Friday, September 24, 2010/ Notices

ADDENDUM XIV: Lung Volume Reduction Surgery (LVRS)
April Through June 2010

The following three types of facilities are eligible for reimbursement for Lung Volume

Reduction Surgery (LVRS):

e National Emphysema Treatment Trial (NETT) approved (Beginning 05/07/2007, these
will no longer automatically qualify and can qualify only with the other programs);

e (Credentialed by the Joint Commission (formerly, the Joint Commision on
Accreditation of Healthcare Organizations (JCAHO)) under their Disease Specific Certification

Program for LVRS; and

e Medicare approved for lung transplants.

Only the first two types are in the list.

Facility name Date State Type of
approved Certification

Baylor College of Medicine N/A TEXAS NETT

Houston, Texas

Brigham and Women’s N/A MASSACHUSETTS NETT

Hospital

Boston, MA

Cedars-Sinai Medical Center N/A CALIFORNIA NETT

Los Angeles, CA

Chapman Medical Center N/A CALIFORNIA NETT

Orange, CA

Cleveland Clinic Foundation N/A OHIO NETT

Cleveland, OH

Columbia University N/A NEW YORK NETT

New York, NY

Duke University Medical N/A NORTH CAROLINA  |INETT

Center

Durham, NC

Johns Hopkins Hospital N/A MARYLAND NETT

Baltimore, MD

Kaiser Foundation Hospital -  ||11/01/2008  |[CALIFORNIA JCAHO

Riverside

Riverside, CA

Long Island Jewish Medical N/A NEW YORK NETT

Center

New Hyde Park, NY

Mayo Clinic N/A MINNESOTA NETT

Rochester, MN

Memorial Medical Center  [|12/13/2006  [ILLINOIS lICAHO
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Facility name

Date
approved

State

Type of
Certification

[Springfield, IL

|

National Jewish Medical
Center
Denver, CO

N/A

COLORADO

NETT

The Ohio State University
Hospital
Columbus, OH

N/A

OHIO

JCAHO

Ohio State University Medical
Center
Columbus, OH

N/A

OHIO

NETT

Saint Louis University
Saint Louis, MO

N/A

MISSOURI

NETT

Temple University Hospital
Philadelphia, PA

08/23/2008

PENNSYLVANIA

JCAHO

UCLA Medical Center
Los Angeles, CA

N/A

CALIFORNIA

INETT

University of California,
San Diego
San Diego, CA

N/A

CALIFORNIA

NETT

University of Maryland
Medical Center
Baltimore, MD

N/A

MARYLAND

NETT

University of Michigan
Medical Center
Ann Arbor, MI

N/A

MICHIGAN

JCAHO

University of Pennsylvania
Philadelphia, PA

N/A

PENNSYLVANIA

NETT

University of Pittsburgh
Pittsburgh, PA

N/A

PENNSYLVANIA

NETT

University of Washington
Seattle, WA

N/A

WASHINGTON

NETT

Washington University/Barnes
Hospital
Saint Louis, MO

N/A

MISSOURI

JCAHO

Allegheny General Hospital
Pittsburgh, PA

04/23/2008

PENNSYLVANIA

JCAHO
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ADDENDUM XV: Medicare-Approved Bariatric Surgery Facilities

On February 21, 2006, we issued our decision memorandum on bariatric surgery
procedures. We determined that bariatric surgical procedures are reasonable and necessary for
Medicare beneficiaries who have a body-mass index (BMI) greater than or equal to 35, have at
least one co-morbidity related to obesity, and have been previously unsuccessful with medical
treatment for obesity.

This decision also stipulated that covered bariatric surgery procedures are reasonable and
necessary only when performed at facilities that are:

(1) certified by the American College of Surgeons (ACS) as a Level 1 Bariatric Surgery
Center (program standards and requirements in effect on February 15, 2006); or

(2) certified by the American Society for Bariatric Surgery (ASBS) as a Bariatric Surgery
Center of Excellence (BSCOE) (program standards and requirements in effect on
February 15, 2006).

The following facilities have met our minimum facility standards for bariatric surgery and
have been certified by American College of Surgeons (ACS) or American Society for Metabolic
and Bariatric Surgery (ASMBS).

ore Provider Date Other
Facility Name Number Approved State Information
P & S Surgical Hospital / St. 190246 04/26/2010 LA [[ASMBS
Frances /190125

312 Grammont Street
Monroe, LA 71201

Marshall Medical Center North {{01-0010 04/19/2010 AL ||ASMBS
11491 US Hwy 431
Albertville, AL 35950

Memorial Medical Center 14-0148 04/30/2010 IL  [|[ASMBS
701 North First Street
Springfield, IL 62794

Community Hospital North 150169 04/26/2010 IN [[ASMBS
7250 Clearvista Drive

Indianapolis, IN 46256

Bayshore Medical Center 450097 04/09/2010 TX ||ASMBS

4000 Spencer Highway
Pasadena, TX 77504

Columbus Regional Hospital ||150112 05/10/2010 IN [|[ASMBS
2325 18th Street
Columbus, IN 47201

Nash Health Care 34-0147 05/24/2010 NC [[ASMBS
2460 Curtis Ellis Drive
Rocky Mount, NC 27804

Mercy Health Partners- 360056  [05/242010  |OH |[ASMBS
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Facility Name

Provider
Number

Date
Approved

State

Other
Information

Fairfield
3050 Mack Road
Fairfield, OH 45014

Rex Healthcare
4420 Lake Boone Trail
Raleigh, NC 27607

340114

05/17/2010

NC

ASMBS

Our Lady of Lourdes Regional
Medical Center

611 St. Landry Street
Lafayette, LA 70506

190102

05/24/2010

LA

ASMBS

Carolinas Medical Center
Mercy

2608 E 7th Street
Charlotte, NC 28204

NPI
#1497792550

04/01/2010

NC

Constance Simms -
(704) 446-4075

Halifax Health Medical Center
303 N Clyde Morris Blvd
Daytona Beach, FLL 32114

100017

05/24/2010

FL

ASMBS

Mercy Medical Center North
Iowa

1000 4th Street SW

Mason City, IA 50401

160064

06/07/10

IA

ASMBS

St. Elizabeth Weight
Management Center
4900 Houston Road

Florence, KY 41042

195001

10/11/2006 —
listing effective
as of
06/18/2010

KY

ASMBS

Salem Hospital
875 Oak St SE
Salem, OR 97309

380051

6/28/2010

OR

ASMBS

Banner Gateway Medical
Center

2940 E. Banner Gateway Drive
Gilbert, AZ 85234

03-0122

05/17/2010

AZ

ASMBS

North Cypress Medical Center
21214 Northwest Freeway
Houston, TX 77429

670024

6/28/2010

X

ASMBS

Baptist Hospital East
3900 Kresge Way
Louisville, KY 40207

18-0130

06/28/2010

KY

ASMBS

Saint Mary's Health Care
200 Jefferson Avenue SE
Grand Rapids, MI 49503-4502

23-0059

06/28/2010

MI

ASMBS
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- Provider Date Other
Facility Name Number Approved State Information
MetroWest Medical Center, 5585 07/14/2010 MA ||ASMBS

Leonard Morse Hospital
67 Union Street, Fair 4
Natick, Massachusetts 01760
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ADDENDUM XVI: FDG-PET for Dementia and Neurodegenerative Diseases
Clinical Trials

In a National Coverage Determination for fluorodeoxyglucose positron emission
tomography (FDG-PET) for Dementia and Neurodegenerative Diseases (220.6.13), we indicated
that an FDG-PET scan is considered reasonable and necessary in patients with mild cognitive
impairment or early dementia only in the context of an approved clinical trial that contains
patient safeguards and protections to ensure proper administration, use, and evaluation of the

FDG-PET scan.

Facility name Provider Date State | Name of Trial | Principal
Number approved Investigator

UCLA Medical Center | HW13029 06/07/2006 | CA Early and Dr. Daniel
10833 Le Conte Long-Term Silverman
Avenue Value
Los Angeles, CA of Imaging
90095 Brain

Metabolism
Santa Monica-UCLA WI11817A 01/12/2007 | CA N/A N/A
Medical Center
1245 16th Street
Suite 105
Santa Monica, CA
90404
University of Buffalo 14414A 03/12/2007 | NY Metabolic Dr. Daniel
3435 Main Street Cerebral Silverman
Buffalo, NY 14214 Imaging in

Incipient

Dementia

(MCI-ID)
Center for Alzheimer’s | 460009 02/17/2009 | UT Metabolic Norman Foster,
Care, Imaging and Cerebral M.D.
Research (University of Imaging in
Utah) Incipient
650 Komas Drive Dementia
Suite 106-A (MCI-ID)
Salt Lake City, UT
84108
Medical University of | 1073605879 | 02/17/2009 | SC N/A Kenneth Spicer
South Carolina
169 Ashley Avenue
PO Box 250322
Charleston, SC 29425
Cedars-Sinai Medical 951644600 10/09/2009 | CA “Early and Dr. Alan
Center Long-term Waxman
8700 Beverly Value of
Boulevard Imaging Brain
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Facility name

Provider
Number

Date
approved

State

Name of Trial

Principal
Investigator

Nuc Suite 1239
Los Angeles, CA
90048

Metabolism”

[FR Doc. 2010-23585 Filed 9-23-10; 8:45 am]
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