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Explanation

The Code of Federal Regulations is a codification of the general and permanent
rules published in the Federal Register by the Executive departments and agen-
cies of the Federal Government. The Code is divided into 50 titles which represent
broad areas subject to Federal regulation. Each title is divided into chapters
which usually bear the name of the issuing agency. Each chapter is further sub-
divided into parts covering specific regulatory areas.
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Title 28 through Title 41 ..o as of July 1
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LEGAL STATUS

The contents of the Federal Register are required to be judicially noticed (44
U.S.C. 1507). The Code of Federal Regulations is prima facie evidence of the text
of the original documents (44 U.S.C. 1510).

HOW TO USE THE CODE OF FEDERAL REGULATIONS

The Code of Federal Regulations is kept up to date by the individual issues
of the Federal Register. These two publications must be used together to deter-
mine the latest version of any given rule.

To determine whether a Code volume has been amended since its revision date
(in this case, October 1, 2023), consult the ‘‘List of CFR Sections Affected (LSA),”
which is issued monthly, and the ‘“‘Cumulative List of Parts Affected,”” which
appears in the Reader Aids section of the daily Federal Register. These two lists
will identify the Federal Register page number of the latest amendment of any
given rule.

EFFECTIVE AND EXPIRATION DATES

Each volume of the Code contains amendments published in the Federal Reg-
ister since the last revision of that volume of the Code. Source citations for
the regulations are referred to by volume number and page number of the Federal
Register and date of publication. Publication dates and effective dates are usu-
ally not the same and care must be exercised by the user in determining the
actual effective date. In instances where the effective date is beyond the cut-
off date for the Code a note has been inserted to reflect the future effective
date. In those instances where a regulation published in the Federal Register
states a date certain for expiration, an appropriate note will be inserted following
the text.

OMB CONTROL NUMBERS
The Paperwork Reduction Act of 1980 (Pub. L. 96-511) requires Federal agencies
to display an OMB control number with their information collection request.
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Many agencies have begun publishing numerous OMB control numbers as amend-
ments to existing regulations in the CFR. These OMB numbers are placed as
close as possible to the applicable recordkeeping or reporting requirements.

PAST PROVISIONS OF THE CODE

Provisions of the Code that are no longer in force and effect as of the revision
date stated on the cover of each volume are not carried. Code users may find
the text of provisions in effect on any given date in the past by using the appro-
priate List of CFR Sections Affected (LSA). For the convenience of the reader,
a “List of CFR Sections Affected” is published at the end of each CFR volume.
For changes to the Code prior to the LSA listings at the end of the volume,
consult previous annual editions of the LSA. For changes to the Code prior to
2001, consult the List of CFR Sections Affected compilations, published for 1949-
1963, 1964-1972, 1973-1985, and 1986-2000.

“[RESERVED]” TERMINOLOGY

The term ‘‘[Reserved]’’ is used as a place holder within the Code of Federal
Regulations. An agency may add regulatory information at a ‘‘[Reserved]”’ loca-
tion at any time. Occasionally ‘‘[Reserved]’’ is used editorially to indicate that
a portion of the CFR was left vacant and not dropped in error.

INCORPORATION BY REFERENCE

What is incorporation by reference? Incorporation by reference was established
by statute and allows Federal agencies to meet the requirement to publish regu-
lations in the Federal Register by referring to materials already published else-
where. For an incorporation to be valid, the Director of the Federal Register
must approve it. The legal effect of incorporation by reference is that the mate-
rial is treated as if it were published in full in the Federal Register (b U.S.C.
5b2(a)). This material, like any other properly issued regulation, has the force
of law.

What is a proper incorporation by reference? The Director of the Federal Register
will approve an incorporation by reference only when the requirements of 1 CFR
part 51 are met. Some of the elements on which approval is based are:

(a) The incorporation will substantially reduce the volume of material pub-
lished in the Federal Register.

(b) The matter incorporated is in fact available to the extent necessary to
afford fairness and uniformity in the administrative process.

(¢c) The incorporating document is drafted and submitted for publication in
accordance with 1 CFR part 51.

What if the material incorporated by reference cannot be found? If you have any
problem locating or obtaining a copy of material listed as an approved incorpora-
tion by reference, please contact the agency that issued the regulation containing
that incorporation. If, after contacting the agency, you find the material is not
available, please notify the Director of the Federal Register, National Archives
and Records Administration, 8601 Adelphi Road, College Park, MD 20740-6001, or
call 202-741-6010.

CFR INDEXES AND TABULAR GUIDES

A subject index to the Code of Federal Regulations is contained in a separate
volume, revised annually as of January 1, entitled CFR INDEX AND FINDING AIDS.
This volume contains the Parallel Table of Authorities and Rules. A list of CFR
titles, chapters, subchapters, and parts and an alphabetical list of agencies pub-
lishing in the CFR are also included in this volume.

An index to the text of ‘““Title 3—The President’ is carried within that volume.
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THIS TITLE

Title 42—PUBLIC HEALTH is composed of five volumes. The parts in these vol-
umes are arranged in the following order: Parts 1-399, parts 400-413, parts 414-
429, parts 430-481, and part 482 to end. The first volume (parts 1-399) contains
current regulations issued under chapter I—Public Health Service (HHS). The
second, third, and fourth volumes (parts 400-413, parts 414-429, and parts 430-481)
include regulations issued under chapter IV—Centers for Medicare & Medicaid
Services (HHS) and the fifth volume (part 482 to end) contains the remaining
regulations in chapter IV and the regulations issued under chapter V by the Of-
fice of Inspector General-Health Care (HHS). The contents of these volumes rep-
resent all current regulations codified under this title of the CFR as of October
1, 2023.

For this volume, Christine Aurigema was Chief Editor. The Code of Federal
Regulations publication program is under the direction of John Hyrum Martinez,
assisted by Stephen J. Frattini.
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CHAPTER IV—CENTERS FOR MEDICARE &
MEDICAID SERVICES, DEPARTMENT OF HEALTH
AND HUMAN SERVICES (CONTINUED)
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SUBCHAPTER B—MEDICARE PROGRAM (CONTINUED)

PART 414—PAYMENT FOR PART B
MEDICAL AND OTHER HEALTH
SERVICES

Subpart A—General Provisions

Sec.
414.1
414.2

Basis and scope.

Definitions.

414.4 Fee schedule areas.

414.5 Hospital services paid under Medicare
Part B when a Part A hospital inpatient
claim is denied because the inpatient ad-
mission was not reasonable and nec-
essary, but hospital outpatient services
would have been reasonable and nec-
essary in treating the beneficiary.

Subpart B—Physicians and Other
Practitioners

414.20 Formula for computing fee schedule
amounts.

414.21 Medicare payment basis.

414.22 Relative value units (RVUs).

414.24 Publication of RVUs and direct PE
inputs.

414.26 Determining the GAF.

414.28 Conversion factors.

414.30 Conversion factor update.

414.34 Payment for services and supplies in-
cident to a physician’s service.

414.36 Payment for drugs incident to a phy-
sician’s service.

414.39 Special rules for payment of care plan
oversight.

414.40 Coding and ancillary policies.

414.42 Adjustment for first 4 years of prac-
tice.

414.44 Transition rules.

414.46 Additional rules for payment of anes-
thesia services.

414.48 Limits on actual charges of non-
participating suppliers.

414.50 Physician or other supplier billing for
diagnostic tests performed or interpreted
by a physician who does not share a prac-
tice with the billing physician or other
supplier.

414.52 Payment for physician assistants’
services.

414.54 Payment for
wives’ services.
414.56 Payment for nurse practitioners’ and

clinical nurse specialists’ services.

414.58 Payment of charges for physician
services to patients in providers.

414.60 Payment for the services of CRNAs.

414.61 Payment for anesthesia services fur-
nished by a teaching CRNA.

414.62 Fee schedule for clinical psychologist
services.

certified nurse-mid-

414.63 Payment for outpatient diabetes self-
management training.

414.64 Payment for medical nutrition ther-
apy.

414.65 Payment for telehealth services.

414.66 Incentive payments for physician
scarcity areas.

414.67 Incentive payments for services fur-
nished in Health Professional Shortage
Areas.

414.68 Imaging accreditation.

414.80 Incentive payment for primary care
services.

414.84 Payment for MDPP services.

414.90 Physician Quality Reporting System
(PQRS).

414.92 Electronic Prescribing Incentive Pro-
gram.

414.94 Appropriate use criteria for advanced
diagnostic imaging services.

Subpart C—Fee Schedules for Parenteral
and Enteral Nutrition (PEN) Nutrients,
Equipment and Supplies, Splints, Casts,
and Certain Intraocular Lenses (IOLs)

414.100 Purpose.

414.102 General payment rules.

414.104 PEN Items and Services.

414.106 Application of competitive bidding
information.

414.106 Splints and casts.

414.108 IOLs inserted in a physician’s office.

414.110 Continuity of pricing when HCPCS
codes are divided or combined.

414.112 Establishing fee schedule amounts
for new HCPCS codes for items and serv-
ices without a fee schedule pricing his-
tory.

414.114 Procedures for making benefit cat-
egory determinations and payment de-
terminations for new PEN items and
services covered under the prosthetic de-
vice benefit; splints and casts; and IOLs
inserted in a physician’s office covered
under the prosthetic device benefit.

Subpart D—Payment for Durable Medical
Equipment and Prosthetic and Orthotic
Devices

414.200 Purpose.

414.202 Definitions.

414.210 General payment rules.

414.220 Inexpensive or routinely purchased
items.

414.222 Items requiring frequent and sub-
stantial servicing.

414.224 Customized items.

414.226 Oxygen and oxygen equipment.

414.228 Prosthetic and orthotic devices.

414.229 Other durable medical equipment—
capped rental items.
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414.230 Determining a period of continuous
use.

414.232 Special payment rules for trans-
cutaneous electrical nerve stimulators
(TENS).

414.234 Prior authorization for items fre-
quently subject to unnecessary utiliza-
tion.

414.236 Continuity of pricing when HCPCS
codes are divided or combined.

414.238 Establishing fee schedule amounts
for new HCPCS codes for items and serv-
ices without a fee schedule pricing his-
tory.

414.240 Procedures for making benefit cat-
egory determinations and payment de-
terminations for new durable medical
equipment, prosthetic devices, orthotics
and prosthetics, surgical dressings, and
therapeutic shoes and inserts.

Subpart E—Determination of Reasonable
Charges Under the ESRD Program

414.300 Scope of subpart.

414.310 Determination of reasonable charges
for physician services furnished to renal
dialysis patients.

414.313 Initial method of payment.

414.314 Monthly capitation payment meth-
od.

414.316 Payment for physician services to
patients in training for self-dialysis and
home dialysis.

414.320 Determination of reasonable charges
for physician renal transplantation serv-
ices.

414.330 Payment for home dialysis equip-
ment, supplies, and support services.
414.335 Payment for EPO furnished to a
home dialysis patient for use in the

home.

Subpart F—Competitive Bidding for Certain
Durable Medical Equipment, Pros-
thetics, Orthotics, and Supplies
(DMEPOS)

414.400
414.402
414.404
414.406
414.408

Purpose and basis.

Definitions.

Scope and applicability.

Implementation of programs.

Payment rules.

414.409 Special payment rules.

414.410 Phased-in implementation of com-
petitive bidding programs.

414.411 Special rule in case of competitions
for diabetic testing strips conducted on
or after January 1, 2011.

414.412 Submission of bids under a competi-
tive bidding program.

414.414 Conditions for awarding contracts.

414.416 Determination of competitive bid-
ding payment amounts.

414.418 Opportunity for networks.

414.420 Physician or treating practitioner
authorization and consideration of clin-
ical efficiency and value of items.

42 CFR Ch. IV (10-1-23 Edition)

414.422 Terms of contracts.

414.423 Appeals process for breach of a
DMEPOS competitive bidding program
contract actions.

414.424 Administrative or judicial review.

414.425 Claims for damages.

414.426 Adjustments to competitively bid
payment amounts to reflect changes in
the HCPCS.

Subpart G—Payment for Clinical
Diagnostic Laboratory Tests

414.500
414.502

Basis and scope.

Definitions.

414.504 Data reporting requirements.

414.506 Procedures for public consultation
for payment for a new clinical diagnostic
laboratory test.

414.507 Payment for clinical diagnostic lab-
oratory tests.

414.508 Payment for a new clinical diag-
nostic laboratory test.

414.509 Reconsideration of basis for and
amount of payment for a new clinical di-
agnostic laboratory test.

414.510 Laboratory date of service for clin-
ical laboratory and pathology specimens.

414.522 Payment for new advanced diag-
nostic laboratory tests.

414.523 Payment for laboratory specimen
collection fee and travel allowance.

Subpart H—Fee Schedule for Ambulance
Services

414.601
414.605

Purpose.

Definitions.

414.610 Basis of payment.

414.615 Transition to the ambulance fee
schedule.

414.617 Transition from regional to national
ambulance fee schedule.

414.620 Publication of the ambulance fee
schedule.

414.625 Limitation on review.

414.626 Data reporting by ground ambulance
organizations.

Subpart I—Payment for Drugs and
Biologicals

414.701 Purpose.
414.704 Definitions.
414.707 Basis of payment.

Subpart J—Submission of Manufacturer’s
Average Sales Price Data

414.800 Purpose.
414.802 Definitions.
414.804 Basis of payment.

Subpart K—Payment for Drugs and
Biologicals Under Part B

414.900 Basis and scope.
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414.902 Definitions.

414.904 Average sales price as the basis for
payment.

414.906 Competitive acquisition program as
the basis for payment.

414.908 Competitive acquisition program.

414.910 Bidding process.

414.912 Conflicts of interest.

414.914 Terms of contract.

414.916 Dispute resolution for vendors and
beneficiaries.

414.917 Dispute resolution and process for
suspension or termination of approved
CAP contract and termination of physi-
cian participation under exigent cir-
cumstances.

414.918 Assignment.

414.920 Judicial review.

414.930 Compendia for determination of
medically-accepted indications for off-
label uses of drugs and biologicals in an
anti-cancer chemotherapeutic regimen.

414.940 Refund for certain discarded single-
dose container or single-use package
drugs.

Subpart L—Supplying and Dispensing Fees

414.1000 Purpose.
414.1001 Basis of Payment.

Subpart M—Payment for Comprehensive
Outpatient Rehabilitation Facility
(CORF) Services

414.1100 Basis and scope.

414.1105 Payment for Comprehensive Out-
patient Rehabilitation Facility (CORF)
services.

Subpart N—Value-Based Payment Modifier
Under the Physician Fee Schedule

414.1200 Basis and scope.

414.1205 Definitions.

414.1210 Application of the value-based pay-
ment modifier.

414.1215 Performance and payment adjust-
ment periods for the value-based pay-
ment modifier.

414.1220 Reporting mechanisms for the
value-based payment modifier.

414.1225 Alignment of Physician Quality Re-
porting System quality measures and
quality measures for the value-based
payment modifier.

414.1230 Additional measures for groups and
solo practitioners.

414.1235 Cost measures.

414.1240 Attribution for quality of care and
cost measures.

414.1245 Scoring methods for the value-
based payment modifier using the qual-
ity-tiering approach.

414.1250 Benchmarks for quality of care
measures.

414.1255 Benchmarks for cost measures.
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414.1260 Composite scores.

414.1265 Reliability of measures.

414.1270 Determination and calculation of
Value-Based Payment Modifier adjust-
ments.

414.1275 Value-based payment modifier
quality-tiering scoring methodology.

414.1280 Limitation on review.

414.1285 Informal inquiry process.

Subpart O—Merit-Based Incentive Pay-
ment System and Alternative Payment
Model Incentive

414.1300
414.1305
414.1310
414.1315
414.1317
414.1318
414.1320
414.1325

Basis and scope.

Definitions.

Applicability.

Virtual groups.

APM Entity groups.

Subgroups.

MIPS performance period.

Data submission requirements.

414.1330 Quality performance category.

414.1335 Data submission criteria for the
quality performance category.

414.1340 Data completeness criteria for the
quality performance category.

414.1350 Cost performance category.

414.1355 Improvement activities
ance category.

414.1360 Data submission criteria for the im-
provement activities performance cat-
egory.

414.1365 MIPS Value Pathways.

414.1367 APM performance pathway.

414.1370 APM scoring standard under MIPS.

414.1375 Promoting Interoperability (PI)
performance category.

414.1380 Scoring.

414.1385 Targeted review and review limita-
tions.

414.1390 Data validation and auditing.

414.1395 Public reporting.

414.1400 Third party intermediaries.

414.1405 Payment.

414.1410 Advanced APM determination.

414.1415 Advanced APM criteria.

414.1420 Other payer advanced APM criteria.

414.1425 Qualifying APM participant deter-
mination: In general.

414.1430 Qualifying APM participant deter-
mination: QP and partial QP thresholds.

414.1435 Qualifying APM participant deter-
mination: Medicare option.

414.1440 Qualifying APM participant deter-
mination: All-payer combination option.

414.1445 Determination of other payer ad-
vanced APMs.

414.1450 APM incentive payment.

414.1455 Limitation on review.

414.1460 Monitoring and program integrity.

414.1465 Physician-focused payment models.

perform-
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Subpart P—Home Infusion Therapy
Services Payment

CONDITIONS FOR PAYMENT

414.1500 Basis, purpose, and scope.

414.1505 Requirement for payment.

414.1510 Beneficiary qualifications for cov-
erage of services.

414.1515 Plan of care requirements.

PAYMENT SYSTEM
414.1550 Basis of payment.

AUTHORITY: 42 U.S.C. and

1395rr(b)(1).

SOURCE: 55 FR 23441, June 8, 1990, unless
otherwise noted.

1302, 1395hh,

EDITORIAL NOTE: Nomenclature changes to
part 414 appear at 60 FR 50442, Sept. 29, 1995,
and 60 FR 53877, Oct. 18, 1995.

Subpart A—General Provisions

§414.1 Basis and scope.

This part implements the following
provisions of the Act:

1802—Rules for private contracts by Medi-
care beneficiaries.

1833—Rules for payment for most Part B
services.

1834(a) and (h)—Amounts and frequency of
payments for durable medical equipment and
for prosthetic devices and orthotics and pros-
thetics.

1834(1)—Establishment of a fee schedule for
ambulance services.

1834(m)—Rules for Medicare reimburse-
ment for telehealth services.

1834A—Improving policies for clinical diag-
nostic laboratory tests

1842(o)—Rules for payment of certain drugs
and biologicals.

1847(a) and (b)—Competitive bidding for
certain durable medical equipment, pros-
thetics, orthotics, and supplies (DMEPOS).

1848—Fee schedule for physician services.

1881(b)—Rules for payment for services to
ESRD beneficiaries.

1887—Payment of charges for physician

services to patients in providers.

[67 FR 9132, Feb. 27, 2002, as amended at 69
FR 1116, Jan. 7, 2004; 71 FR 48409, Aug. 18,
2006; 81 FR 41098, June 23, 2016]

§414.2 Definitions.

As used in this part, unless the con-
text indicates otherwise—

AA stands for anesthesiologist assist-
ant.

AHPB stands for adjusted historical
payment basis.

CF stands for conversion factor.

42 CFR Ch. IV (10-1-23 Edition)

CRNA stands for certified registered
nurse anesthetist.

CY stands for calendar year.

FY stands for fiscal year.

GAF stands for geographic adjust-
ment factor.

GPCI stands for geographic practice
cost index.

HCPCS stands for CMS Common Pro-
cedure Coding System.

Health  Professional Shortage Area
(HPSA) means an area designated
under section 332(a)(1)(A) of the Public
Health Service Act as identified by the
Secretary prior to the beginning of
such year.

Major surgical procedure means a sur-
gical procedure for which a 10-day or
90-day global period is used for pay-
ment under the physician fee schedule
and section 1848(b) of the Act.

Physician services means the following
services to the extent that they are
covered by Medicare:

(1) Professional services of doctors of
medicine and osteopathy (including os-
teopathic practitioners), doctors of op-
tometry, doctors of podiatry, doctors
of dental surgery and dental medicine,
and chiropractors.

(2) Supplies and services covered
“incident to’” physician services (ex-
cluding drugs as specified in §414.36).

(3) Outpatient physical and occupa-
tional therapy services if furnished by
a person or an entity that is not a
Medicare provider of services as de-
fined in §400.202 of this chapter.

(4) Diagnostic x-ray tests and other
diagnostic tests (excluding diagnostic
laboratory tests paid under the fee

schedule established under section
1833(h) of the Act).
(5) X-ray, radium, and radioactive

isotope therapy, including materials
and services of technicians.

(6) Antigens, as described in section
1861(s)(2)(G) of the Act.

(7) Bone mass measurement.

RVU stands for relative value unit.

(8) Screening mammography serv-
ices.

[66 FR 59624, Nov. 25, 1991, as amended at 57
FR 42492, Sept. 15, 1992; 58 FR 63686, Dec. 2,
1993; 59 FR 63463, Dec. 8, 1994; 60 FR 63177,
Dec. 8, 1995; 63 FR 34328, June 24, 1998; 66 FR
55322, Nov. 1, 2001; 75 FR 73616, Nov. 29, 2010]
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§414.4 Fee schedule areas.

(a) General. CMS establishes physi-
cian fee schedule areas that generally
conform to the geographic localities in
existence before January 1, 1992.

(b) Changes. CMS announces proposed
changes to fee schedule areas in the
FEDERAL REGISTER and provides an op-
portunity for public comment. After
considering public comments, CMS
publishes the final changes in the FED-
ERAL REGISTER.

[59 FR 63463, Dec. 8, 1994]

§414.5 Hospital services paid under
Medicare Part B when a Part A hos-
pital inpatient claim is denied be-
cause the inpatient admission was
not reasonable and necessary, but
hospital outpatient services would
have been reasonable and nec-
essary in treating the beneficiary.

(a) If a Medicare Part A claim for in-
patient hospital services is denied be-
cause the inpatient admission was not
reasonable and necessary, or if a hos-
pital determines under §482.30(d) of this
chapter or §485.641 of this chapter after
a beneficiary is discharged that the
beneficiary’s inpatient admission was
not reasonable and necessary, the hos-
pital may be paid for any of the fol-
lowing Part B inpatient services that
would have been reasonable and nec-
essary if the Dbeneficiary had been
treated as a hospital outpatient rather
than admitted as an inpatient, pro-
vided the beneficiary is enrolled in
Medicare Part B:

(1) Services described in §419.21(a) of
this chapter that do not require an out-
patient status.

(2) Physical therapy services, speech-
language pathology services, and occu-
pational therapy services.

(3) Ambulance services, as described
in section 1861(v)(1)(U) of the Act, or, if
applicable, the fee schedule established
under section 1834(1) of Act.

(4) Except as provided in §419.2(b)(11)
of this chapter, prosthetic devices,
prosthetics, prosthetic supplies, and
orthotic devices.

(5) Except as provided in §419.2(b)(10)
of this chapter, durable medical equip-
ment supplied by the hospital for the
patient to take home.

(6) Clinical diagnostic
services.

laboratory

§414.20

(7({1) Effective December 8, 2003,
screening mammography services; and

(ii) Effective January 1, 2005, diag-
nostic mammography services.

(8) Effective January 1, 2011, annual
wellness visit providing personalized
prevention plan services as defined in
§410.15 of this chapter.

(b) If a Medicare Part A claim for in-
patient hospital services is denied be-
cause the inpatient admission was not
reasonable and necessary, or if a hos-
pital determines under §482.30(d) of this
chapter or §485.641 of this chapter after
a beneficiary is discharged that the
beneficiary’s inpatient admission was
not reasonable and necessary, the hos-
pital may be paid for hospital out-
patient services described in
§412.2(c)(5), §412.405, §412.540, or
§412.604(f) of this chapter or
§413.40(c)(2) of this chapter that are
furnished to the beneficiary prior to
the point of inpatient admission (that
is, the inpatient admission order).

(c) The claims for the Part B services
filed under the circumstances described
in this section must be filed in accord-
ance with the time limits for filing
claims specified in §424.44(a) of this
chapter.

[78 FR 50968, Aug. 19, 2013]

Subpart B—Physicians and Other
Practitioners

SOURCE: 56 FR 59624, Nov. 25, 1991; 57 FR
42492, Sept. 15, 1992, unless otherwise noted.

§414.20 Formula for computing fee
schedule amounts.

(a) Participating supplier. The fee
schedule amount for a participating
supplier for a physician service as de-
fined in §414.2 is computed as the prod-
uct of the following amounts:

(1) The RVUs for the service.

(2) The GAF for the fee schedule area.

(3) The CF.

(b) Nonparticipating supplier. The fee
schedule amount for a nonparticipating
supplier for a physician service as de-
fined in §414.2 is 95 percent of the fee
schedule amount as calculated in para-
graph (a) of this section.

[62 FR 59101, Oct. 31, 1997]



§414.21

§414.21 Medicare payment basis.

Medicare payment is based on the
lesser of the actual charge or the appli-
cable fee schedule amount.

[62 FR 59101, Oct. 31, 1997]

§414.22 Relative value units (RVUs).

CMS establishes RVUs for physi-
cians’ work, practice expense, and mal-
practice insurance.

(a) Physician work RVUs—(1) General
rule. Physician work RVUs are estab-
lished using a relative value scale in
which the value of physician work for a
particular service is rated relative to
the value of work for other physician
services.

(2) Special RVUSs for anesthesia and ra-
diology services)—(i) Anesthesia services.
The rules for determining RVUs for an-
esthesia services are set forth in
§414.46.

(i1) Radiology services. CMS bases the
RVUs for all radiology services on the
relative value scale developed under
section 1834(b)(1)(A) of the Act, with
appropriate modifications to ensure
that the RVUs established for radi-
ology services that are similar or re-
lated to other physician services are
consistent with the RVUs established
for those similar or related services.

(b) Practice expense RVUs. (1) Practice
expense RVUs are computed for each
service or class of service by applying
average historical practice cost per-
centages to the estimated average al-
lowed charge during the 1991 base pe-
riod.

(2) The average practice expense per-
centage for a service or class of serv-
ices is computed as follows:

(i) Multiply the average practice ex-
pense percentage for each specialty by
the proportion of a particular service
or class of service performed by that
specialty.

(ii) Add the products for all special-
ties.

(3) For services furnished beginning
calendar year (CY) 1994, for which 1994
practice expense RVUs exceed 1994
work RVUs and that are performed in
office settings less than 75 percent of
the time, the 1994, 1995, and 1996 prac-
tice expense RVUs are reduced by 25
percent of the amount by which they
exceed the number of 1994 work RVUs.
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Practice expense RVUs are not reduced
to less than 128 percent of 1994 work
RVUs.

(4) For services furnished beginning
January 1, 1998, practice expense RVUs
for certain services are reduced to 110
percent of the work RVUs for those
services. The following two categories
of services are excluded from this limi-
tation:

(i) The service is provided more than
75 percent of the time in an office set-
ting; or

(ii) The service is one described in
section 1848(c)(2)(G)(v) of the Act, codi-
fied at 42 U.S.C. 1395w—-4(c)(2)(G). Sec-
tion 1848(c)(2)(G)(v) of the Act refers to
the 1998 proposed resource-based prac-
tice expense RVUs (as specified in the
June 18, 1997 physician fee schedule
proposed rule (62 FR 33158)) for the spe-
cific site, either in-office or out-of-of-
fice, increased from its 1997 practice
expense RVUs.)

(5) For services furnished in 2002 and
subsequent years, the practice expense
RVUs are based entirely on relative
practice expense resources.

(i) Usually there are two levels of
practice expense RVUs that correspond
to each code.

(A) Facility practice expense RVUSs.
The facility practice expense RVUs
apply to services furnished to patients
in a hospital, a skilled nursing facility,
a community mental health center, a
hospice, or an ambulatory surgical cen-
ter, or in a wholly owned or wholly op-
erated entity providing preadmission
services under §412.2(c)(5) of this chap-
ter, or via telehealth under §410.78 of
this chapter.

(B) Nonfacility practice expense RVUSs.
The nonfacility practice expense RVUs
apply to services furnished to patients
in all locations other than those listed
in paragraph (b)(6)(i)(A) of this section,
but not limited to, a physician’s office,
the patient’s home, a nursing facility,
or a comprehensive outpatient reha-
bilitation facility (CORF).

(C) Outpatient therapy and CORF serv-
ices. Outpatient therapy services (in-
cluding physical therapy, occupational
therapy, and speech-language pathol-
ogy services) and CORF services billed
under the physician fee schedule are
paid using the nonfacility practice ex-
pense RVUs.
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(ii) [Reserved]

(6)(i) CMS establishes criteria for
supplemental surveys regarding spe-
cialty practice expenses submitted to
CMS that may be used in determining
practice expense RVUs.

(ii) Any CMS-designated specialty
group may submit a supplemental sur-
vey.

(iii) CMS will consider for use in de-
termining practice expense RVUs for
the physician fee schedule survey data
and related materials submitted to
CMS by March 1, 2004 to determine CY
2005 practice expense RVUs and by
March 1, 2005 to determine CY 2006
practice expense RVUs.

(¢) Malpractice insurance RVUs. (1)
Malpractice insurance RVUs are com-
puted for each service or class of serv-
ices by applying average malpractice
insurance historical practice cost per-
centages to the estimated average al-
lowed charge during the 1991 base pe-
riod.

(2) The average historical mal-
practice insurance percentage for a
service or class of services is computed
as follows:

(i) Multiply the average malpractice
insurance percentage for each specialty
by the proportion of a particular serv-
ice or class of services performed by
that specialty.

(ii) Add all the products for all the
specialties.

(3) For services furnished in the year
2000 and subsequent years, the mal-
practice RVUs are based on the rel-
ative malpractice insurance resources.

[66 FR 59624, Nov. 25, 1991, as amended at 57
FR 42493, Sept. 15, 1992; 58 FR 63687, Dec. 2,
1993; 62 FR 59102, Oct. 31, 1997; 63 FR 58910,
Nov. 2, 1998; 64 FR 59441, Nov. 2, 1999; 65 FR
25668, May 3, 2000; 65 FR 65440, Nov. 1, 2000; 67
FR 43558, June 28, 2002; 68 FR 63261, Nov. 7,
2003; 72 FR 66932, Nov. 27, 2007; 73 FR 69935,
Nov. 19, 2008; 76 FR 73471, Nov. 28, 2011; 81 FR
79879, Nov. 14, 2016; 81 FR 80553, Nov. 15, 2016]

§414.24 Publication of RVUs and di-
rect PE inputs.

(a) Definitions. For purposes of this
section, the following definitions
apply:

Existing code means a code that is not
a new code under paragraph (c)(2) of
this section, and includes codes for
which the descriptor is revised and
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codes that are combinations or subdivi-
sions of previously existing codes.

New code means a code that describes
a service that was not previously de-
scribed or valued under the PFS using
any other code or combination of
codes.

(b) Revisions of RVUs and Direct PE
Inputs. For valuations for calendar
year 2017 and beyond, CMS publishes,
through notice and comment rule-
making in the FEDERAL REGISTER (in-
cluding proposals in a proposed rule),
changes in RVUs or direct PE inputs
for existing codes.

(c) Establishing RVUs and Direct PE
inputs for new codes—(1) General rule.
CMS establishes RVUs and direct PE
inputs for new codes in the manner de-
scribed in paragraph (b) of this section.

(2) Exception for new codes for which
CMS does not have sufficient information.
When CMS determines for a new code
that it does not have sufficient infor-
mation to include proposed RVUs or di-
rect PE inputs in the proposed rule,
but that it is in the public interest for
Medicare to use a new code during a
payment year, CMS will publish in the
FEDERAL REGISTER RVUs and direct PE
inputs that are applicable on an in-
terim basis subject to public comment.
After considering public comments and
other information on interim RVUs
and PE inputs for the new code, CMS
publishes in the FEDERAL REGISTER the
final RVUs and PE inputs for the code.

(d) Values for local codes (HCPCS Level
3). (1) Carriers establish relative values
for local codes for services not included
in HCPCS levels 1 or 2.

(2) Carriers must obtain prior ap-
proval from CMS to establish local
codes for services that meet the defini-
tion of ‘“‘physician services’ in §414.2.

[66 FR 59624, Nov. 25, 1991, as amended at 57
FR 42492, Sept. 15, 1992; 79 FR 68003, Nov. 13,
2014]

§414.26 Determining the GAF.

CMS establishes a GAF for each serv-
ice in each fee schedule area.

(a) Geographic indices. CMS uses the
following indices to establish the GAF:

(1) An index that reflects one-fourth
of the difference between the relative
value of physicians’ work effort in each
of the different fee schedule areas as
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determined under §414.22(a) and the na-
tional average of that work effort.

(2) An index that reflects the relative
costs of the mix of goods and services
comprising practice expenses (other
than malpractice expenses) in each of
the different fee schedule areas as de-
termined under §414.22(b) compared to
the national average of those costs.

(3) An index that reflects the relative
costs of malpractice expenses in each
of the different fee schedule areas as
determined under §414.22(c) compared
to the national average of those costs.

(b) Class-specific practice cost indices.
If the application of a single index to
different classes of services would be
substantially inequitable because of
differences in the mix of goods and
services comprising practice expenses
for the different classes of services,
more than one index may be estab-
lished under paragraph (a)(2) of this
section.

(c) Adjusting the practice expense index
to account for the Frontier State floor—
(1) General criteria. Effective on or after
January 1, 2011, CMS will adjust the
practice expense index for physicians’
services furnished in qualifying States
to recognize the practice expense index
floor established for Frontier States. A
qualifying State must meet the fol-
lowing criteria:

(i) At least 50 percent of counties lo-
cated within the State have a popu-
lation density less than 6 persons per
square mile.

(ii) The State does not receive a non-
labor related share adjustment deter-
mined by the Secretary to take into
account the unique circumstances of
hospitals located in Alaska and Hawaii.

(2) Amount of adjustment. The practice
expense value applied for physicians’
services furnished in a qualifying State
will be not less than 1.00.

(3) Process for determining adjustment.
(i) CMS will use the most recent popu-
lation estimate data published by the
U.S. Census Bureau to determine coun-
ty definitions and population density.
This analysis will be periodically re-
vised, such as for updates to the decen-
nial census data.

(ii) CMS will publish annually a list-
ing of qualifying Frontier States re-
ceiving a practice expense index floor
attributable to this provision.
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(d) Computation of GAF. The GAF for
each fee schedule area is the sum of the
physicians’ work adjustment factor,
the practice expense adjustment fac-
tor, and the malpractice cost adjust-
ment factor, as defined in this section:

(1) The geographic physicians’ work
adjustment factor for a service is the
product of the proportion of the total
relative value for the service that re-
flects the RVUs for the work compo-
nent and the geographic physicians’
work index value established under
paragraph (a)(1) of this section.

(2) The geographic practice expense
adjustment factor for a service is the
product of the proportion of the total
relative value for the service that re-
flects the RVUs for the practice ex-
pense component, multiplied by the ge-
ographic practice cost index (GPCI)
value established wunder paragraph
(a)(2) of this section.

(3) The geographic malpractice ad-
justment factor for a service is the
product of the proportion of the total
relative value for the service that re-
flects the RVUs for the malpractice
component, multiplied by the GPCI
value established under paragraph
(a)(3) of this section.

[66 FR 59624, Nov. 25, 1991, as amended at 57
FR 42492, Sept. 15, 1992; 75 FR 73616, Nov. 29,
2010]

§414.28 Conversion factors.

CMS establishes CFs in accordance
with section 1848(d) of the Act.

(a) Base-year CFs. CMS established
the CF for 1992 so that had section 1848
of the Act applied during 1991, it would
have resulted in the same aggregate
amount of payments for physician
services as the estimated aggregate
amount of these payments in 1991, ad-
justed by the update for 1992 computed
as specified in §414.30.

(b) Subsequent CFs. For calendar
years 1993 through 1995, the CF for each
year is equal to the CF for the previous
year, adjusted in accordance with
§414.30. Beginning January 1, 1996, the
CF for each calendar year may be fur-
ther adjusted so that adjustments to
the fee schedule in accordance with
section 1848(c)(2)(B)(ii) of the Act do
not cause total expenditures under the
fee schedule to differ by more than $20
million from the amount that would
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have been spent if these adjustments
had not been made.

[66 FR 59624, Nov. 25, 1991, as amended at 57
FR 42492, Sept. 15, 1992; 60 FR 53877, Oct. 18,
1995; 60 FR 63177, Dec. 8, 1995]

§414.30 Conversion factor update.

Unless Congress acts in accordance
with section 1848(d)(3) of the Act—

(a) General rule. The CF update for a
CY equals the Medicare Economic
Index increased or decreased by the
number of percentage points by which
the percentage increase in expendi-
tures for physician services (or for a
particular category of physician serv-
ices, such as surgical services) in the
second preceding FY over the third pre-
ceding FY exceeds the performance
standard rate of increase established
for the second preceding FY.

(b) Downward adjustment. The down-
ward adjustment may not exceed the
following:

(1) For CYs 1992 and 1993, 2 percent-
age points.

(2) For CY 1994, 2.5 percentage points.

(3) For CYs 1995 and thereafter, 5 per-
centage points.

[656 FR 23441, June 8, 1990, as amended at 60
FR 63177, Dec. 8, 1995; 61 FR 42385, Aug. 15,
1996]

§414.34 Payment for services and sup-
plies incident to a physician’s serv-
ice.

(a) Medical supplies. (1) Except as oth-
erwise specified in this paragraph, of-
fice medical supplies are considered to
be part of a physician’s practice ex-
pense, and payment for them is in-
cluded in the practice expense portion
of the payment to the physician for the
medical or surgical service to which
they are incidental.

(2) If physician services of the type
routinely furnished in provider settings
are furnished in a physician’s office,
separate payment may be made for cer-
tain supplies furnished incident to that
physician service if the following re-
quirements are met:

(i) It is a procedure that can safely be
furnished in the office setting in appro-
priate circumstances.

(ii) It requires specialized supplies
that are not routinely available in phy-
sicians’ offices and that are generally
disposable.
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(iii) It is furnished before January 1,
1999.

(3) For the purpose of paragraph
(a)(2) of this section, provider settings
include only the following settings:

(i) Hospital inpatient and outpatient
departments.

(ii) Ambulatory surgical centers.

(4) For the purpose of paragraph
(a)(2) of this section, ‘‘routinely fur-
nished in provider settings’ means fur-
nished in inpatient or outpatient hos-
pital settings or ambulatory surgical
centers more than 50 percent of the
time.

(5) CMS establishes a list of services
for which a separate supply payment
may be made under this section.

(6) The fee schedule amount for sup-
plies billed separately is not subject to
a GPCI adjustment.

(b) Services of nonphysicians that are
incident to a physician’s service. Services
of nonphysicians that are covered as
incident to a physician’s service are
paid as if the physician had personally
furnished the service.

[66 FR 59624, Nov. 25, 1991; 57 FR 42492, Sept.
15, 1992, as amended at 63 FR 58911, Nov. 2,
1998]

§414.36 Payment for drugs incident to
a physician’s service.
Payment for drugs incident to a phy-
sician’s service is made in accordance
with §405.517 of this chapter.

§414.39 Special rules for payment of
care plan oversight.

(a) General. Except as specified in
paragraphs (b) and (c) of this section,
payment for care plan oversight is in-
cluded in the payment for visits and
other services under the physician fee
schedule. For purposes of this section a
nonphysician practitioner (NPP) is a
nurse practitioner, clinical nurse spe-
cialist or physician assistant.

(b) Exception. Separate payment is
made under the following conditions
for physician care plan oversight serv-
ices furnished to beneficiaries who re-
ceive HHA and hospice services that
are covered by Medicare:

(1) The care plan oversight services
require recurrent physician supervision
of therapy involving 30 or more min-
utes of the physician’s time per month.
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(2) Payment is made to only one phy-
sician per patient for services furnished
during a calendar month period. The
physician must have furnished a serv-
ice requiring a face-to-face encounter
with the patient at least once during
the 6-month period before the month
for which care plan oversight payment
is first billed. The physician may not
have a significant ownership interest
in, or financial or contractual relation-
ship with, the HHA in accordance with
§424.22(d) of this chapter. The physi-
cian may not be the medical director
or employee of the hospice and may
not furnish services under an arrange-
ment with the hospice.

(3) If a physician furnishes care plan
oversight services during a post-
operative period, payment for care plan
oversight services is made if the serv-
ices are documented in the patient’s
medical record as unrelated to the sur-
gery.

(c) Special rules for payment of care
plan oversight provided by monphysician
practitioners for beneficiaries who receive
HHA services covered by Medicare. (1) An
NPP can furnish physician care plan
oversight (but may not certify a pa-
tient as needing home health services)
only if the physician who signs the
plan of care provides regular ongoing
care under the same plan of care as
does the NPP billing for care plan over-
sight and either—

(i) The physician and NPP are part of
the same group practice; or

(ii) If the NPP is a nurse practitioner
or clinical nurse specialist, the physi-
cian signing the plan of care also has a
collaborative agreement with the NPP;
or

(iii) If the NPP is a physician assist-
ant, the physician signing the plan of
care is also the physician who provides
general supervision of physician assist-
ant services for the practice.

(2) Payment may be made for care
plan oversight services furnished by an
NPP when:

(i) The NPP providing the care plan
oversight has seen and examined the
patient;

(ii) The NPP providing care plan
oversight is not functioning as a con-
sultant whose participation is limited
to a single medical condition rather
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than multi-disciplinary coordination of
care; and

(iii) The NPP providing care plan
oversight integrates his or her care
with that of the physician who signed
the plan of care.

[69 FR 63463, Dec. 8, 1994; 60 FR 49, Jan. 3,
1995; 60 FR 36733, July 18, 1995, as amended at
69 FR 66423, Nov. 15, 2004; 70 FR 16722, Apr. 1,
2005]

§414.40 Coding and ancillary policies.

(a) General rule. CMS establishes uni-
form national definitions of services,
codes to represent services, and pay-
ment modifiers to the codes.

(b) Specific types of policies. CMS es-
tablishes uniform national ancillary
policies necessary to implement the fee
schedule for physician services. These
include, but are not limited to, the fol-
lowing policies:

(1) Global surgery policy (for exam-
ple, post- and pre-operative periods and
services, and intra-operative services).

(2) Professional and technical compo-
nents (for example, payment for serv-
ices, such as an EEG, which typically
comprise a technical component (the
taking of the test) and a professional
component (the interpretation)).

(3) Payment modifiers (for example,
assistant-at-surgery, multiple surgery,
bilateral surgery, split surgical global

services, team surgery, and unusual

services).

§414.42 Adjustment for first 4 years of
practice.

(a) General rule. For services fur-
nished during CYs 1992 and 1993, except
as specified in paragraph (b) of this sec-
tion, the fee schedule payment amount
or prevailing charge must be phased in
as specified in paragraph (d) of this sec-
tion for physicians, physical therapists
(PTs), occupational therapists (OTs),
and all other health care practitioners
who are in their first through fourth
years of practice.

(b) Exception. The reduction required
in paragraph (d) of this section does
not apply to primary care services or
to services furnished in a rural area as
defined in section 1886(d)(2)(D) of the
Act that is designated under section
332(a)(1)(A) of the Public Health Serv-
ice Act as a Health Professional Short-
age Area.
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(c) Definition of years of practice. (1)
The ‘“‘first year of practice‘‘ is the first
full CY during the first 6 months of
which the physician, PT, OT, or other
health care practitioner furnishes pro-
fessional services for which payment
may be made under Medicare Part B,
plus any portion of the prior CY if that
prior year does not meet the first 6
months test.

(2) The ‘‘second, third, and fourth
years of practice‘* are the first, second,
and third CYs following the first year
of practice, respectively.

(d) Amounts of adjustment. The fee
schedule payment for the service of a
new physician, PT, OT, or other health
care practitioner is limited to the fol-
lowing percentages for each of the indi-
cated years:

(1) First year—80 percent

(2) Second year—=85 percent

(3) Third year—90 percent

(4) Fourth year—95 percent

[67 FR 42493, Sept. 15, 1992, as amended at 58
FR 63687, Dec. 2, 1993]

§414.44 Transition rules.

(a) Adjusted historical payment basis—
(1) All services other than radiology and
nuclear medicine services. For all physi-
cian services other than radiology serv-
ices, furnished in a fee schedule area,
the adjusted historical payment basis
(AHPB) is the estimated weighted aver-
age prevailing charge applied in the fee
schedule area for the service in CY
1991, as determined by CMS without re-
gard to physician specialty and as ad-
justed to reflect payments for services
below the prevailing charge, adjusted
by the update established for CY 1992.

(2) Radiology services. For radiology
services, the AHPB is the amount paid
for the service in the fee schedule area
in CY 1991 under the fee schedule estab-
lished under section 1834(b), adjusted
by the update established for CY 1992.

(3) Nuclear medicine services. For nu-
clear medicine services, the AHPB is
the amount paid for the service in the
fee schedule area in CY 1991 under the
fee schedule established under section
6105(b) of Public Law 101-239 and sec-
tion 4102(g) of Public Law 101-508, ad-
justed by the update established for CY
1992.

(4) Transition adjustment. CMS adjusts
the AHPB for all services by 5.5 percent

15

§414.44

to produce budget-neutral payments
for 1992.

(b) Adjustment of 1992 payments for
physician services other than radiology
services. For physician services fur-
nished during CY 1992 the following
rules apply:

(1) If the AHPB determined under
paragraph (a) of this section is from 85
percent to 115 percent of the fee sched-
ule amount for the area for services
furnished in 1992, payment is at the fee
schedule amount.

(2) If the AHPB determined under
paragraph (a) of this section is less
than 85 percent of the fee schedule
amount for the area for services fur-
nished in 1992, an amount equal to the
AHPB plus 15 percent of the fee sched-
ule amount is substituted for the fee
schedule amount.

(3) If the AHPB determined under
paragraph (a) of this section is greater
than 115 percent of the fee schedule
amount for the area for services fur-
nished in 1992, an amount equal to the
AHPB minus 15 percent of the fee
schedule amount is substituted for the
fee schedule amount.

(c) Adjustment of 1992 payments for ra-
diology services. For radiology services
furnished during CY 1992 the following
rules apply:

(1) If the AHPB determined under
paragraph (a) of this section is from 85
percent to 109 percent of the fee sched-
ule amount for the area for services
furnished in 1992, payment is at the fee
schedule amount.

(2) If the AHPB determined under
paragraph (a) of this section is less
than 85 percent of the fee schedule
amount for the area for services fur-
nished in 1992, an amount equal to the
AHPB plus 15 percent of the fee sched-
ule amount is substituted for the fee
schedule amount.

(3) If the AHPB determined under
paragraph (a) of this section is greater
than 109 percent of the fee schedule
amount for the area for services fur-
nished in 1992, an amount equal to the
AHPB minus 9 percent of the fee sched-
ule amount is substituted for the fee
schedule amount.

(d) Computation of payments for CY
1993. For physician services subject to
the transition rules in CY 1992 and fur-
nished during CY 1993, the fee schedule
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is equal to 75 percent of the amount
that would have been paid in the fee
schedule area under the 1992 transition
rules, adjusted by the amount of the
1993 update, plus 25 percent of the 1993
fee schedule amount.

(e) Computation of payments for CY
1994. For physician services subject to
the transition rules in CY 1993, and fur-
nished during CY 1994, the fee schedule
is equal to 67 percent of the amount
that would have been paid in the fee
schedule area under the 1993 transition
rules, adjusted by the amount of the
1994 update, plus 33 percent of the 1994
fee schedule amount.

(f) Computation of payments for CY
1995. For physician services subject to
the transition rules in CY 1994 and fur-
nished during CY 1995, the fee schedule
is equal to 50 percent of the amount
that would have been paid in the fee
schedule area under the 1994 transition
rules, adjusted by the amount of the
1995 update, plus 50 percent of the 1995
fee schedule amount.

§414.46 Additional rules for payment
of anesthesia services.

(a) Definitions. For purposes of this
section, the following definitions
apply:

(1) Base unit means the value for each
anesthesia code that reflects all activi-
ties other than anesthesia time. These
activities include wusual preoperative
and postoperative visits, the adminis-
tration of fluids and blood incident to
anesthesia care, and monitoring serv-
ices.

(2) Anesthesia practitioner, for the pur-
pose of anesthesia time, means a physi-
cian who performs the anesthesia serv-
ice alone, a CRNA who is not medically
directed who performs the anesthesia
service alone, or a medically directed
CRNA.

(38) Anesthesia time means the time
during which an anesthesia practi-
tioner is present with the patient. It
starts when the anesthesia practitioner
begins to prepare the patient for anes-
thesia services and ends when the anes-
thesia practitioner is no longer fur-
nishing anesthesia services to the bene-
ficiary, that is, when the beneficiary
may be placed safely under post-
operative care. Anesthesia time is a
continuous time period from the start
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of anesthesia to the end of an anes-
thesia service. In counting anesthesia
time, the anesthesia practitioner can
add blocks of anesthesia time around
an interruption in anesthesia time as
long as the anesthesia practitioner is
furnishing continuous anesthesia care
within the time periods around the

interruption.
(b) Determinations of payment
amount—Basic rule. For anesthesia

services performed, medically directed,
or medically supervised by a physician,
CMS pays the lesser of the actual
charge or the anesthesia fee schedule
amount.

(1) The carrier bases the fee schedule
amount for an anesthesia service on
the product of the sum of allowable
base and time units and an anesthesia-
specific CF. The carrier calculates the
time units from the anesthesia time re-
ported by the anesthesia practitioner
for the anesthesia procedure. The phy-
sician who fulfills the conditions for
medical direction in §415.110 (Condi-
tions for payment: Anesthesiology
services) reports the same anesthesia
time as the medically-directed CRNA.

(2) CMS furnishes the carrier with
the base units for each anesthesia pro-
cedure code. The base units are derived
from the 1988 American Society of An-
esthesiologists’ Relative Value Guide
except that the number of base units
recognized for anesthesia services fur-
nished during cataract or iridectomy
surgery is four units.

(3) Modifier units are not allowed.
Modifier units include additional units
charged by a physician or a CRNA for
patient health status, risk, age, or un-
usual circumstances.

(c) Physician personally performs the
anesthesia procedure. (1) CMS considers
an anesthesia service to be personally
performed under any of the following
circumstances:

(i) The physician performs the entire
anesthesia service alone.

(ii) The physician establishes an at-
tending physician relationship in one
or two concurrent cases involving an
intern or resident and the service was
furnished before January 1, 1994.

(iii) The physician establishes an at-
tending physician relationship in one
case involving an intern or resident
and the service was furnished on or
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after January 1, 1994 but prior to Janu-
ary 1, 1996. For services on or after Jan-
uary 1, 1996, the physician must be the
teaching physician as defined in
§§415.170 through 415.184 of this chap-
ter.

(iv) The physician and the CRNA or
AA are involved in a single case and
the services of each are found to be
medically necessary.

(v) The physician is continuously in-
volved in a single case involving a stu-
dent nurse anesthetist.

(vi) The physician is continuously in-
volved in a single case involving a
CRNA or AA and the service was fur-
nished prior to January 1, 1998.

(2) CMS determines the fee schedule
amount for an anesthesia service per-
sonally performed by a physician on
the basis of an anesthesia-specific fee
schedule CF and unreduced base units
and anesthesia time units. One anes-
thesia time unit is equivalent to 15
minutes of anesthesia time, and frac-
tions of a 15-minute period are recog-
nized as fractions of an anesthesia time
unit.

(d) Anesthesia services medically di-
rected by a physician. (1) CMS considers
an anesthesia service to be medically
directed by a physician if:

(i) The physician performs the activi-
ties described in §415.110 of this chap-
ter.

(ii) The physician directs qualified
individuals involved in two, three, or
four concurrent cases.

(iii) Medical direction can occur for a
single case furnished on or after Janu-
ary 1, 1998 if the physician performs the
activities described in §415.110 of this
chapter and medically directs a single
CRNA or AA.

(2) The rules for medical direction
differ for certain time periods depend-
ing on the nature of the qualified indi-
vidual who is directed by the physi-
cian.

(i) If more than two procedures are
directed on or after January 1, 1994, the
qualified individuals could be AAs,
CRNAs, interns, or residents. The med-
ical direction rules apply to student
nurse anesthetists only if the physician
directs two concurrent cases, each of
which involves a student nurse anes-
thetist or the physician directs one
case involving a student nurse anes-
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thetist and the other involving a
CRNA, AA, intern, or resident.

(ii) For services furnished on or after
January 1, 2010, the medical direction
rules do not apply to a single anes-
thesia resident case that is concurrent
to another case which is paid under the
medical direction payment rules as
specified in paragraph (e) of this sec-
tion.

(3) Payment for medical direction is
based on a specific percentage of the
payment allowance recognized for the
anesthesia service personally per-
formed by a physician alone. The fol-
lowing percentages apply for the years
specified:

(i) CY 1994—60 percent of the pay-
ment allowance for personally per-
formed procedures.

(ii) CY 1995—57.5 percent of the pay-
ment allowance for personally per-
formed services.

(iii) CY 1996—55 percent of the pay-
ment allowance for personally per-
formed services.

(iv) CY 1997—52.5 percent of the pay-
ment allowance for personally per-
formed services.

(v) CY 1998 and thereafter—50 percent
of the payment allowance for person-
ally performed services.

(e) Special payment rule for teaching
anesthesiologist involved in a single resi-
dent case or two concurrent cases. For
physicians’ services furnished on or
after January 1, 2010, if the teaching
anesthesiologist is involved in the
training of physician residents in a sin-
gle anesthesia case or two concurrent
anesthesia cases, the fee schedule
amount must be 100 percent of the fee
schedule amount otherwise applicable
if the anesthesia services were person-
ally performed by the teaching anes-
thesiologist and the teaching anesthe-
siologist fulfilled the criteria in
§415.178 of this chapter. This special
payment rule also applies if the teach-
ing anesthesiologist is involved in one
resident case that is concurrent to an-
other case paid under the medical di-
rection payment rules.

(f) Physician medically supervises anes-
thesia services. If the physician medi-
cally supervises more than four concur-
rent anesthesia services, CMS bases the
fee schedule amount on an anesthesia-
specific CF and three base units. This
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represents payment for the physician’s
involvement in the pre-surgical anes-
thesia services.

(g) Payment for medical or surgical
services furnished by a physician while
furnishing anesthesia services. (1) CMS
allows separate payment under the fee
schedule for certain reasonable and
medically necessary medical or sur-
gical services furnished by a physician
while furnishing anesthesia services to
the patient. CMS makes payment for
these services in accordance with the
general physician fee schedule rules in
§414.20. These services are described in
program operating instructions.

(2) CMS makes no separate payment
for other medical or surgical services,
such as the pre-anesthetic examination
of the patient, pre- or post-operative
visits, or usual monitoring functions,
that are ordinarily included in the an-
esthesia service.

(h) Physician involved in multiple anes-
thesia services. If the physician is in-
volved in multiple anesthesia services
for the same patient during the same
operative session, the carrier makes
payment according to the base unit as-
sociated with the anesthesia service
having the highest base unit value and
anesthesia time that encompasses the
multiple services. The carrier makes
payment for add-on anesthesia codes
according to program operating in-
structions.

[66 FR 59624, Nov. 25, 1991, as amended at 57
FR 42492, Sept. 15, 1992; 58 FR 63687, Dec. 2,
1993; 60 FR 63177, Dec. 8, 1995; 64 FR 59441,
Nov. 2, 1999; 67 FR 80041, Dec. 31, 2002; 68 FR
63261, Nov. 7, 2003; 74 FR 62006, Nov. 25, 2009]

§414.48 Limits on actual charges of
nonparticipating suppliers.

(a) General rule. A supplier, as defined
in §400.202 of this chapter, who is non-
participating and does not accept as-
signment may charge a beneficiary an
amount up to the limiting charge de-
scribed in paragraph (b) of this section.

(b) Specific limits. For items or serv-
ices paid under the physician fee sched-
ule, the limiting charge is 115 percent
of the fee schedule amount for non-
participating suppliers. For items or
services CMS excludes from payment
under the physician fee schedule (in ac-
cordance with section 1848 (j)(3) of the
Act), the limiting charge is 115 percent
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of 95 percent of the payment basis ap-
plicable to participating suppliers as
calculated in §414.20(b).

[68 FR 63687, Dec. 2, 1993, as amended at 62
FR 59102, Oct. 31, 1997]

§414.50 Physician or other supplier
billing for diagnostic tests per-
formed or interpreted by a physi-
cian who does not share a practice
with the billing physician or other
supplier.

(a) General rules. (1) For services cov-
ered under section 1861(s)(3) of the Act
and paid for under part 414 of this chap-
ter (other than clinical diagnostic lab-
oratory tests paid under section
1833(a)(2)(D) of the Act, which are sub-
ject to the special billing rules set
forth in section 1833(h)(5)(A) of the
Act), if a physician or other supplier
bills for the technical component (TC)
or professional component (PC) of a di-
agnostic test that was ordered by the
physician or other supplier (or ordered
by a party related to such physician or
other supplier through common owner-
ship or control as described in §413.17
of this chapter) and the diagnostic test
is performed by a physician who does
not share a practice with the billing
physician or other supplier, the pay-
ment to the billing physician or other
supplier (less the applicable
deductibles and coinsurance paid by
the beneficiary or on behalf of the ben-
eficiary) for the TC or PC of the diag-
nostic test may not exceed the lowest
of the following amounts:

(i) The performing supplier’s net
charge to the billing physician or other
supplier. For purposes of this para-
graph (a)(1) only, with respect to the
TC, the performing supplier is the phy-
sician who supervised the TC, and with
respect to the PC, the performing sup-
plier is the physician who performed
the PC.

(ii) The billing physician or other
supplier’s actual charge.

(iii) The fee schedule amount for the
test that would be allowed if the per-
forming supplier billed directly.

(2) The following requirements are
applicable for purposes of paragraph
(a)(1) of this section:

(i) The net charge must be deter-
mined without regard to any charge
that is intended to reflect the cost of
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equipment or space leased to the per-
forming supplier by or through the bill-
ing physician or other supplier.

(ii) A performing physician shares a
practice with the billing physician or
other supplier if he or she furnishes
substantially all (which, for purposes
of this section, means ‘“‘at least 75 per-
cent’’) of his or her professional serv-
ices through such billing physician or
other supplier. The ‘‘substantially all”
requirement will be satisfied if, at the
time the billing physician or other sup-
plier submits a claim for a service fur-
nished by the performing physician,
the billing physician or other supplier
has a reasonable belief that:

(A) For the 12 months prior to and in-
cluding the month in which the service
was performed, the performing physi-
cian furnished substantially all of his
or her professional services through
the billing physician or other supplier;
or

(B) The performing physician will
furnish substantially all of his or her
professional services through the bill-
ing physician or other supplier for the
next 12 months (including the month in
which the service is performed).

(iii) A physician will be deemed to
share a practice with the billing physi-
cian or other supplier with respect to
the performance of the TC or PC of a
diagnostic test if the physician is an
owner, employee or independent con-
tractor of the billing physician or
other supplier and the TC or PC is per-
formed in the office of the billing phy-
sician or other supplier. The ‘‘office of
the billing physician or other supplier”
is any medical office space, regardless
of number of locations, in which the or-
dering physician or other ordering sup-
plier regularly furnishes patient care,
and includes space where the billing
physician or other supplier furnishes
diagnostic testing, if the space is lo-
cated in the same building (as defined
in §411.351) in which the ordering phy-
sician or other ordering supplier regu-
larly furnishes patient care. With re-
spect to a billing physician or other
supplier that is a physician organiza-
tion (as defined in §411.351 of this chap-
ter), the ‘‘office of the billing physician
or other supplier” is space in which the
ordering physician provides substan-
tially the full range of patient care
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services that the ordering physician
provides generally. The performance of
the TC includes both the conducting of
the TC as well as the supervision of the
TC.

(b) Restriction on payment. (1) The
billing physician or other supplier
must identify the performing supplier
and indicate the performing supplier’s
net charge for the test. If the billing
physician or other supplier fails to pro-
vide this information, CMS makes no
payment to the billing physician or
other supplier and the billing physician
or other supplier may not bill the bene-
ficiary.

(2) Physicians and other suppliers
that accept Medicare assignment may
bill beneficiaries for only the applica-
ble deductibles and coinsurance.

(3) Physicians and other suppliers
that do not accept Medicare assign-
ment may not bill the beneficiary more
than the payment amount described in
paragraph (a) of this section.

[72 FR 66400, Nov. 27, 2007, as amended at 73
FR 2432, Jan. 15, 2008; 73 FR 69935, Nov. 19,
2008]

§414.52 Payment for physician assist-
ants’ services.

Allowed amounts for the services of a
physician assistant furnished begin-
ning January 1, 1992 and ending Decem-
ber 31, 1997, may not exceed the limits
specified in paragraphs (a) through (c)
of this section. Allowed amounts for
the services of a physician assistant
furnished beginning January 1, 1998,
may not exceed the limits specified in
paragraph (d) of this section.

(a) For assistant-at-surgery services,
656 percent of the amount that would be
allowed under the physician fee sched-
ule if the assistant-at-surgery service
was furnished by a physician.

(b) For services (other than assist-
ant-at-surgery services) furnished in a
hospital, 75 percent of the physician fee
schedule amount for the service.

(c) For all other services, 85 percent
of the physician fee schedule amount
for the service.

(d) For services (other than assist-
ant-at-surgery services) furnished be-
ginning January 1, 1998, 85 percent of
the physician fee schedule amount for
the service. For assistant-at-surgery
services, 85 percent of the physician fee
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schedule amount that would be allowed
under the physician fee schedule if the
assistant-at-surgery service were fur-
nished by a physician.

[566 FR 59624, Nov. 25, 1991; 57 FR 42492, Sept.
15, 1992, as amended at 63 FR 58911, Nov. 2,
1998]

§414.54 Payment for certified nurse-
midwives’ services.

(a) For services furnished after De-
cember 31, 1991, allowed amounts under
the fee schedule established under sec-
tion 1833(a)(1)(K) of the Act for the pay-
ment of certified nurse-midwife serv-
ices may not exceed 65 percent of the
physician fee schedule amount for the
service.

(b) For certified nurse-midwife serv-
ices furnished on or after January 1,
2011, allowed amounts may not exceed
100 percent of the physician fee sched-
ule amount that would be paid to a
physician for the services.

[75 FR 73616, Nov. 29, 2010]

§414.56 Payment for nurse practi-
tioners’ and clinical nurse special-
ists’ services.

(a) Rural areas. For services furnished
beginning January 1, 1992 and ending
December 31, 1997, allowed amounts for
the services of a nurse practitioner or a
clinical nurse specialist in a rural area
(as described in section 1861(s)(2)(K)(iii)
of the Act) may not exceed the fol-
lowing limits:

(1) For services furnished in a hos-
pital (including assistant-at-surgery
services), 75 percent of the physician
fee schedule amount for the service.

(2) For all other services, 85 percent
of the physician fee schedule amount
for the service.

(b) Non-rural areas. For services fur-
nished beginning January 1, 1992 and
ending December 31, 1997, allowed
amounts for the services of a nurse
practitioner or a clinical nurse spe-
cialist in a nursing facility may not ex-
ceed 85 percent of the physician fee
schedule amount for the service.

(c) Beginning January 1, 1998. For
services (other than assistant-at-sur-
gery services) furnished beginning Jan-
uary 1, 1998, allowed amounts for the
services of a nurse practitioner or clin-
ical nurse specialist may not exceed 85
percent of the physician fee schedule
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amount for the service. For assistant-
at-surgery services, allowed amounts
for the services of a nurse practitioner
or clinical nurse specialist may not ex-
ceed 85 percent of the physician fee
schedule amount that would be allowed
under the physician fee schedule if the
assistant-at-surgery service were fur-
nished by a physician.

[63 FR 58911, Nov. 2, 1998]

§414.58 Payment of charges for physi-
cian services to patients in pro-
viders.

(a) Payment under the physician fee
schedule. In addition to the special con-
ditions for payment in §§415.100
through 415.130, and §415.190 of this
chapter, CMS establishes payment for
physician services to patients in pro-
viders under the physician fee schedule
in accordance with §§414.1 through
414.48.

(b) Teaching hospitals. Services fur-
nished by physicians in teaching hos-
pitals may be made on a reasonable
cost basis set forth in §415.162 of this
chapter if the hospital exercises the
election described in §415.160 of this
chapter.

[66 FR 59624, Nov. 25, 1991, as amended at 57
FR 42492, Sept. 15, 1992; 60 FR 63189, Dec. 8,
1995]

§414.60 Payment for the services of
CRNAs.

(a) Basis for payment. The allowance
for the anesthesia service furnished by
a CRNA, medically directed or not
medically directed, is based on allow-
able base and time units as defined in
§414.46(a). Beginning with CY 1994—

(1) The allowance for an anesthesia
service furnished by a medically di-
rected CRNA is based on a fixed per-
centage of the allowance recognized for
the anesthesia service personally per-
formed by the physician alone, as spec-
ified in §414.46(d)(3); and

(2) The CF for an anesthesia service
furnished by a CRNA not directed by a
physician may not exceed the CF for a
service personally performed by a phy-
sician.

(b) To whom payment may be made.
Payment for an anesthesia service fur-
nished by a CRNA may be made to the
CRNA or to any individual or entity
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(such as a hospital, critical access hos-
pital, physician, group practice, or am-
bulatory surgical center) with which
the CRNA has an employment or con-
tract relationship that provides for
payment to be made to the individual
or entity.

(c) Condition for payment. Payment
for the services of a CRNA may be
made only on an assignment related
basis, and any assignment accepted by
a CRNA is binding on any other person
presenting a claim or request for pay-
ment for the service.

[60 FR 63178, Dec. 8, 1995, as amended at 62
FR 46037, Aug. 29, 1997; 64 FR 59441, Nov. 2,
1999; 77 FR 69363, Nov. 16, 2012]

§414.61 Payment for anesthesia serv-
ices furnished by a teaching CRNA.

(a) Basis for payment. Beginning Jan-
uary 1, 2010, anesthesia services fur-
nished by a teaching CRNA may be
paid under one of the following condi-
tions:

(1) The teaching CRNA, who is not
under medical direction of a physician,
is present with the student nurse anes-
thetist for the pre and post anesthesia
services included in the anesthesia base
units payment and is continuously
present during anesthesia time in a
single case with a student nurse anes-
thetist.

(2) The teaching CRNA, who is not
under the medical direction of a physi-
cian, is involved with two concurrent
anesthesia cases with student nurse an-
esthetists. The teaching CRNA must be
present with the student nurse anes-
thetist for the pre and post anesthesia
services included in the anesthesia base
unit. For the anesthesia time of the
two concurrent cases, the teaching
CRNA can only be involved with those
two concurrent cases and may not per-
form services for other patients.

(b) Level of payment. The allowance
for the service of the teaching CRNA,
furnished under paragraph (a) of this
section, is determined in the same way
as for a physician who personally per-
forms the anesthesia service alone as
specified in §414.46(c) of this subpart.

[74 FR 62006, Nov. 25, 2009]
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§414.62 Fee schedule for clinical psy-
chologist services.

The fee schedule for clinical psychol-
ogist services is set at 100 percent of
the amount determined for cor-
responding services under the physi-
cian fee schedule.

[62 FR 59102, Oct. 31, 1997]

§414.63 Payment for outpatient diabe-
tes self-management training.

(a) Payment under the physician fee
schedule. Except as provided in para-
graph (d) of this section, payment for
outpatient diabetes self-management
training is made under the physician
fee schedule in accordance with §§414.1
through 414.48.

(b) To whom payment may be made.
Payment may be made to an entity ap-
proved by CMS to furnish outpatient
diabetes self-management training in
accordance with part 410, subpart H of
this chapter.

(c) Limitation on payment. Payment
may be made for training sessions ac-
tually attended by the beneficiary and
documented on attendance sheets.

(d) Payments made to those not paid
under the physician fee schedule. Pay-
ments may be made to other entities
not routinely paid under the physician
fee schedule, such as hospital out-
patient departments, ESRD facilities,
and DME suppliers. The payment
equals the amounts paid under the phy-
sician fee schedule.

(e) Other conditions for fee-for-serv-
ice payment. The beneficiary must
meet the following conditions:

(1) Has not previously received initial
training for which Medicare payment
was made under this benefit.

(2) Is not receiving services as an in-
patient in a hospital, SNF, hospice, or
nursing home.

(3) Is not receiving services as an out-
patient in an RHC or FQHC.

[656 FR 83153, Dec. 29, 2000]

§414.64 Payment for medical nutrition
therapy.

(a) Payment under the physician fee
schedule. Medicare payment for med-
ical nutrition therapy is made under
the physician fee schedule in accord-
ance with subpart B of this part. Pay-
ment to nonphysician professionals, as
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specified in paragraph (b) of this sec-
tion, is 80 percent (or 100 percent if
such services are recommended with a
grade of A or B by the United States
Preventive Services Task Force for any
indication or population and are appro-
priate for the individual) of the lesser
of the actual charges or 85 percent of
the physician fee schedule amount.

(b) To whom payment may be made.
Payment may be made to a registered
dietician or nutrition professional
qualified to furnish medical nutrition
therapy in accordance with part 410,
subpart G of this chapter.

(c) Effective date of payment. Medicare
pays suppliers of medical nutrition
therapy on or after the effective date of
enrollment of the supplier at the car-
rier.

(d) Limitation on payment. Payment is
made only for documented nutritional
therapy sessions actually attended by
the beneficiary.

(e) Other conditions for fee-for-service
payment. Payment is made only if the
beneficiary:

(1) Is not an inpatient of a hospital,
SNF, nursing home, or hospice.

(2) Is not receiving services in an
RHC, FQHC or ESRD dialysis facility.

[66 FR 55332, Nov. 1, 2001, as amended at 86
FR 65668, Nov. 19, 2021]

§414.65
ices.

Payment for telehealth serv-

(a) Professional service. The Medicare
payment amount for telehealth serv-
ices described under §410.78 of this
chapter is equal to the current fee
schedule amount applicable for the
service of the physician or practi-
tioner, subject to paragraphs (a)(1) and
(2) of this section, but must be made in
accordance with the following limita-
tions:

(1) Only the physician or practitioner
at the distant site may bill and receive
payment for the professional service
via an interactive telecommunications
system.

(2) Payments made to the physician
or practitioner at the distant site, in-
cluding deductible and coinsurance, for
the professional service may not be
shared with the referring practitioner
or telepresenter.
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(b) Originating site facility fee. For
telehealth services furnished on or
after October 1, 2001:

(1) For services furnished on or after
October 1, 2001 through December 31,
2002, the payment amount to the origi-
nating site is the lesser of the actual
charge or the originating site facility
fee of $20. For services furnished on or
after January 1 of each subsequent
year, the facility fee for the origi-
nating site will be updated by the
Medicare Economic Index (MEI) as de-
fined in section 1842(i)(3) of the Act.

(2) Only the originating site may bill
for the originating site facility fee and
only on an assignment-related basis.
The distant site physician or practi-
tioner may not bill for or receive pay-
ment for facility fees associated with
the professional service furnished via
an interactive telecommunications
system.

(3) No originating site facility fee
payment is made to an originating site
described in §410.78(b)(3)(x), (xi), or
(xii); or to an originating site for serv-
ices furnished under the exception at
§410.78(b)(4)(iv)(A) or (B) of this chap-
ter.

(c) Deductible and coinsurance apply.
The payment for the professional serv-
ice and originating site facility fee is
subject to the coinsurance and deduct-
ible requirements of sections 1833(a)(1)
and (b) of the Act.

(d) Assignment required for physicians,
practitioners, and originating sites. Pay-
ment to physicians, practitioners, and
originating sites is made only on an as-
signment-related basis.

(e) Sanctions. A distant site practi-
tioner or originating site facility may
be subject to the applicable sanctions
provided for in chapter IV, part 402 and
chapter V, parts 1001, 1002, and 1003 of
this title if he or she does any of the
following:

(1) Knowingly and willfully bills or
collects for services in violation of the
limitation of this section.

(2) Fails to timely correct excess
charges by reducing the actual charge
billed for the service in an amount that
does not exceed the limiting charge for
the service or fails to timely refund ex-
cess collections.

(3) Fails to submit a claim on a
standard form for services provided for
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which payment is made on a fee sched-
ule basis.

(4) Imposes a charge for completing
and submitting the standard claims
form.

[66 FR 55332, Nov. 1, 2001, as amended at 67
FR 80041, Dec. 31, 2003; 69 FR 66424, Nov. 15,
2004; 70 FR 70332, Nov. 21, 2005; 72 FR 66401,
Nov. 27, 2007; 73 FR 69936, Nov. 19, 2008; 74 FR
62006, Nov. 25, 2009; 75 FR 73617, Nov. 29, 2010;
76 FR 73471, Nov. 28, 2011; 77 FR 69363, Nov. 16,
2012; 78 FR 74812, Dec. 10, 2013; 83 FR 60074,
Nov. 23, 2018]

§414.66 Incentive payments for physi-
cian scarcity areas.

(a) Definition. As used in this section,
the following definitions apply.

Physician scarcity area is defined as
an area with a shortage of primary
care physicians or specialty physicians
to the Medicare population in that
area.

Primary care physician is defined as a
general practitioner, family practice
practitioner, general internist, obste-
trician or gynecologist.

(b) Physicians’ services furnished to
a beneficiary in a Physician Scarcity
Area (PSA) for primary or specialist
care are eligible for a 5 percent incen-
tive payment.

(¢) Primary care physicians fur-
nishing services in primary care PSAs
are entitled to an additional 5 percent
incentive payment above the amount
paid under the physician fee schedule
for their professional services fur-
nished on or after January 1, 2005 and
before January 1, 2008.

(d) Physicians, as defined in section
1861(r)(1) of the Act, furnishing services
in specialist care PSAs are entitled to
an additional 5 percent payment above
the amount paid under the physician
fee schedule for their professional serv-
ices furnished on or after January 1,
2005 and before January 1, 2008.

[69 FR 66424, Nov. 15, 2004]

§414.67 Incentive payments for serv-
ices furnished in Health Profes-
sional Shortage Areas.

(a) Health Professional Shortage Area
(HPSA) physician bonus program. A
HPSA physician incentive payment
will be made subject to the following:

(1) HPSA bonuses are payable for
services furnished by physicians as de-

23

§414.67

fined in section 1861(r) of the Act in
areas designated as of December 31 of
the prior year as geographic primary
medical care HPSAs as defined in sec-
tion 332(a)(1)(A) of the Public Health
Service Act.

(2) HPSA bonuses are payable for
services furnished by psychiatrists in
areas designated as of December 31 of
the prior year as geographic mental
health HPSAs if the services are not al-
ready eligible for the bonus based on
being in a geographic primary care
HPSA.

(3) Physicians eligible for the HPSA
physician bonus are entitled to a 10
percent incentive payment above the
amount paid for their professional
services under the physician fee sched-
ule.

(4) Physicians furnishing services in
areas that are designated as geographic
HPSAs prior to the beginning of the
year but not included on the published
list of zip codes for which automated
HPSA bonus payments are made must
use the AQ modifier to receive the
HPSA physician bonus payment.

(b) HPSA surgical incentive payment
program. A HPSA surgical incentive
payment will be made subject to the
following:

(1) A major surgical procedure as de-
fined in §414.2 of this part is furnished
by a general surgeon on or after Janu-
ary 1, 2011 and before January 1, 2016 in
an area recognized for the HPSA physi-
cian bonus program under paragraph
(a)(1) of this section.

(2) Payment will be made on a quar-
terly basis in an amount equal to 10
percent of the Part B payment amount
for major surgical procedures furnished
as described in paragraph (b)(1) of this
section, in addition to the amount the
physician would otherwise be paid.

(3) Physicians furnishing services in
areas that are designated as geographic
HPSASs eligible for the HPSA physician
bonus program under paragraph (a)(l)
of this section prior to the beginning of
the year but not included on the pub-
lished list of zip codes for which auto-
mated HPSA surgical incentive pay-
ments are made should report HCPCS
modifier -AQ to receive the HPSA sur-
gical incentive payment.

(4) The payment described in para-
graph (b)(2) of this section is made to
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the surgeon or, where the surgeon has
reassigned his or her benefits to a crit-
ical access hospital (CAH) paid under
the optional method, to the CAH based
on an institutional claim.

[75 FR 73617, Nov. 29, 2010]

§414.68 Imaging accreditation.

(a) Scope and purpose. Section 1834(e)
of the Act requires the Secretary to
designate and approve independent ac-
creditation organizations for purposes
of accrediting suppliers furnishing the
technical component (TC) of advanced
diagnostic imaging services and estab-
lish procedures to ensure that the cri-
teria used by an accreditation organi-
zation is specific to each imaging mo-
dality. Suppliers of the TC of advanced
diagnostic imaging services for which
payment is made under the fee sched-
ule established in section 1848(b) of the
Act must become accredited by an ac-
creditation organization designated by
the Secretary beginning January 1,
2012.

(b) Definitions. As used in this sec-
tion, the following definitions are ap-
plicable:

Accredited supplier means a supplier
that has been accredited by a CMS-des-
ignated accreditation organization as
specified in this part.

Advanced diagnostic imaging service
means any of the following diagnostic
services:

(i) Magnetic resonance imaging.

(ii) Computed tomography.

(iii) Nuclear medicine.

(iv) Positron emission tomography.

CMS-approved accreditation organiza-
tion means an accreditation organiza-
tion designated by CMS to perform the
accreditation functions specified in
section 1834(e) of the Act.

(c) Application and reapplication proce-
dures for accreditation organizations. An
independent accreditation organization
applying for approval or reapproval of
authority to survey suppliers for pur-
poses of accrediting suppliers fur-
nishing the TC of advanced diagnostic
imaging services is required to furnish
CMS with all of the following:

(1) A detailed description of how the
organization’s accreditation criteria
satisfy the statutory standards author-
ized by section 1834(e)(3) of the Act,
specifically—
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(i) Qualifications of medical per-
sonnel who are not physicians and who
furnish the TC of advanced diagnostic
imaging services;

(ii) Qualifications and responsibil-
ities of medical directors and super-
vising physicians (who may be the
same person), such as their training in
advanced diagnostic imaging services
in a residency program, expertise ob-
tained through experience, or con-
tinuing medical education courses;

(iii) Procedures to ensure the reli-
ability, clarity, and accuracy of the
technical quality of diagnostic images
produced by the supplier, including a
thorough evaluation of equipment per-
formance and safety;

(iv) Procedures to ensure the safety
of persons who furnish the TC of ad-
vanced diagnostic imaging services and
individuals to whom such services are
furnished;

(v) Procedures to assist the bene-
ficiary in obtaining the beneficiary’s
imaging records on request; and

(vi) Procedures to notify the accredi-
tation organization of any changes to
the modalities subsequent to the orga-
nization’s accreditation decision.

(2) An agreement to conform accredi-
tation requirements to any changes in
Medicare statutory requirements au-
thorized by section 1834(e) of the Act.
The accreditation organization must
maintain or adopt standards that are
equal to, or more stringent than, those
of Medicare.

(3) Information that demonstrates
the accreditation organization’s knowl-
edge and experience in the advanced di-
agnostic imaging arena.

(4) The organization’s proposed fees
for accreditation for each modality in
which the organization intends to offer
accreditation, including any plans for
reducing the burden and cost of accred-
itation to small and rural suppliers.

(5) Any specific documentation re-
quirements and attestations requested
by CMS as a condition of designation
under this part.

(6) A detailed description of the orga-
nization’s survey process, including the
following:

(i) Type and frequency of the surveys
performed.
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(ii) The ability of the organization to
conduct timely reviews of accredita-
tion applications, to include the orga-
nizations national capacity.

(iii) Description of the organization’s
audit procedures, including random
site visits, site audits, or other strate-
gies for ensuring suppliers maintain
compliance for the duration of accredi-
tation.

(iv) Procedures for performing unan-
nounced site surveys.

(v) Copies of the organization’s sur-
vey forms.

(vi) A description of the accredita-
tion survey review process and the ac-
creditation status decision-making
process, including the process for ad-
dressing deficiencies identified with
the accreditation requirements, and
the procedures used to monitor the cor-
rection of deficiencies found during an
accreditation survey.

(vii) Procedures for coordinating sur-
veys with another accrediting organi-
zation if the organization does not ac-
credit all products the supplier pro-
vides.

(viii) Detailed information about the
individuals who perform evaluations
for the accreditation organization, in-
cluding all of the following informa-
tion:

(A) The number of professional and
technical staff that are available for

surveys.

(B) The education, employment, and
experience requirements surveyors
must meet.

(C) The content and length of the ori-
entation program.

(ix) The frequency and types of in-
service training provided to survey per-
sonnel.

(x) The evaluation systems used to
monitor the performance of individual
surveyors and survey teams.

(xi) The policies and procedures re-
garding an individual’s participation in
the survey or accreditation decision
process of any organization with which
the individual is professionally or fi-
nancially affiliated.

(xii) The policies and procedures used
when an organization has a dispute re-
garding survey findings or an adverse
decision.

(7) Detailed information about the
size and composition of survey teams
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for each category of advanced medical
imaging service supplier accredited.

(8) A description of the organization’s
data management and analysis system
for its surveys and accreditation deci-
sions, including the kinds of reports,
tables, and other displays generated by
that system.

(9) The organization’s procedures for
responding to and for the investigation
of complaints against accredited facili-
ties, including policies and procedures
regarding coordination of these activi-
ties with appropriate licensing bodies
and CMS.

(10) The organization’s policies and
procedures for the withholding or re-
moval of accreditation status for facili-
ties that fail to meet the accreditation
organization’s standards or require-
ments, and other actions taken by the
organization in response to noncompli-
ance with its standards and require-
ments. These policies and procedures
must include notifying CMS of Medi-
care facilities that fail to meet the re-
quirements of the accrediting organiza-
tion.

(11) A list of all currently accredited
suppliers, the type and category of ac-
creditation currently held by each sup-
plier, and the expiration date of each
supplier’s current accreditation.

(12) A written presentation that dem-
onstrates the organization’s ability to
furnish CMS with electronic data in
ASCII comparable code.

(13) A resource analysis that dem-
onstrates that the organization’s staff-
ing, funding, and other resources are
adequate to perform the required sur-
veys and related activities.

(14) A statement acknowledging that,
as a condition for approval of designa-
tion, the organization agrees to carry
out the following activities:

(i) Prioritize surveys for those sup-
pliers needing to be accredited by Jan-
uary 1, 2012.

(ii) Notify CMS, in writing, of any
Medicare supplier that had its accredi-
tation revoked, withdrawn, revised, or
any other remedial or adverse action
taken against it by the accreditation
organization within 30 calendar days of
any such action taken.
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(iii) Notify all accredited suppliers
within 10 calendar days of the organi-
zation’s removal from the list of des-
ignated accreditation organizations.

(iv) Notify CMS, in writing, at least
30 calendar days in advance of the ef-
fective date of any significant proposed
changes in its accreditation require-
ments.

(v) Permit its surveyors to serve as
witnesses if CMS takes an adverse ac-
tion based on accreditation findings.

(vi) Notify CMS, in writing (elec-
tronically or hard copy), within 2 busi-
ness days of a deficiency identified in
any accreditation supplier from any
source where the deficiency poses an
immediate jeopardy to the supplier’s
beneficiaries or a hazard to the general
public.

(vii) Provide, on an annual basis,
summary data specified by CMS that
relates to the past year’s accredita-
tions and trends.

(viii) Attest that the organization
will not perform any accreditation sur-
veys of Medicare-participating sup-
pliers with which it has a financial re-
lationship in which it has an interest.

(ix) Conform accreditation require-
ments to changes in Medicare require-
ments.

(x) If CMS withdraws an accredita-
tion organization’s approved status,
work collaboratively with CMS to di-
rect suppliers to the remaining accred-
itation organizations within a reason-
able period of time.

(d) Determination of whether additional
information is mneeded. If CMS deter-
mines that additional information is
necessary to make a determination for
approval or denial of the accreditation
organization’s application for designa-
tion, the organization must be notified
and afforded an opportunity to provide
the additional information.

(e) Visits to the organization’s office.
CMS may visit the organization’s of-
fices to verify representations made by
the organization in its application, in-
cluding, but not limited to, reviewing
documents and interviewing the orga-
nization’s staff.

(f) Formal notice from CMS. The ac-
creditation organization will receive a
formal notice from CMS stating wheth-
er the request for designation has been
approved or denied. If approval was de-
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nied the notice includes the basis for
denial and reconsideration and re-
application procedures.

(g) Ongoing responsibilities of a CMS-
approved accreditation organization. An
accreditation organization approved by
CMS must carry out the following ac-
tivities on an ongoing basis:

(1) Provide CMS with all of the fol-
lowing in written format (either elec-
tronic or hard copy):

(i) Copies of all accreditation sur-
veys, together with any survey-related
information that CMS may require (in-
cluding corrective action plans and
summaries of findings with respect to
unmet CMS requirements).

(ii) Notice of all accreditation deci-
sions.

(iii) Notice of all complaints related
to suppliers.

(iv) Information about all accredited
suppliers against which the accredita-
tion organization has taken remedial
or adverse action, including revoca-
tion, withdrawal, or revision of the
supplier’s accreditation.

(v) Notice of any proposed changes in
its accreditation standards or require-
ments or survey process. If the organi-
zation implements the changes before
or without CMS’ approval, CMS may
withdraw its approval of the accredita-
tion organization.

(2) Within 30 calendar days after a
change in CMS requirements, the ac-
creditation organization must submit
an acknowledgment of receipt of CMS’
notification to CMS.

(3) The accreditation organization
must permit its surveyors to serve as
witnesses if CMS takes an adverse ac-
tion based on accreditation findings.

(4) Within 2 business days of identi-
fying a deficiency of an accredited sup-
plier that poses immediate jeopardy to
a beneficiary or to the general public,
the accreditation organization must
provide CMS with written notice of the
deficiency and any adverse action im-
plemented by the accreditation organi-
zation.

(6) Within 10 calendar days after
CMS’ notice to a CMS-approved accred-
itation organization that CMS intends
to withdraw approval of the accredita-
tion organization, the accreditation or-
ganization must provide written notice
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of the withdrawal to all of the organi-
zation’s accredited suppliers.

(6) The organization must provide, on
an annual basis, summary data speci-
fied by CMS that relate to the past
year’s accreditation activities and
trends.

(h) Continuing Federal oversight of ap-
proved accreditation organizations. This
paragraph establishes specific criteria
and procedures for continuing over-
sight and for withdrawing approval of a
CMS-approved accreditation organiza-
tion.

(1) Validation audits. (i) CMS or its
contractor may conduct an audit of an
accredited supplier to validate the sur-
vey accreditation process of approved
accreditation organizations for the TC
of advanced diagnostic imaging serv-
ices.

(i1) The audits must be conducted on
a representative sample of suppliers
who have been accredited by a par-
ticular accrediting organization or in
response to allegations of supplier non-
compliance with the standards.

(A) When conducted on a representa-
tive sample basis, the audit is com-
prehensive and addresses all of the
standards, or may focus on a specific
standard in issue.

(B) When conducted in response to an
allegation, CMS audits any standards
that CMS determines are related to the
allegations.

(2) Notice of intent to withdraw ap-
proval. (i) If, during the audit specified
in paragraph (h)(1) of this section, CMS
identifies any accreditation programs
for which validation audit results indi-
cate—

(A) A 10 percent or greater rate of
disparity between findings by the ac-
creditation organization and findings
by CMS on standards that do not con-
stitute immediate jeopardy to patient
health and safety if unmet; or

(B) Any disparity between findings
by the accreditation organization and
findings by CMS on standards that con-
stitute immediate jeopardy to patient
health and safety if unmet; or,

(C) Irrespective of the rate of dis-
parity, widespread or systemic prob-
lems in an organization’s accreditation
process such that accreditation by that
accreditation organization no longer
provides CMS with adequate assurance
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that suppliers meet or exceed the Medi-
care requirements; then CMS will give
the organization written notice of its
intent to withdraw approval as speci-
fied in paragraph (h)(3) of this section.

(ii) CMS may also provide the organi-
zation written notice of its intent to
withdraw approval if an equivalency
review, onsite observation, or CMS’
daily experience with the accreditation
organization suggests that the accredi-
tation organization is not meeting the
requirements of this section.

(3) Withdrawal of approval. CMS may
withdraw its approval of an accredita-
tion organization at any time if CMS
determines that—

(i) Accreditation by the organization
no longer adequately assures that the
suppliers furnishing the technical com-
ponent of advanced diagnostic imaging
service are meeting the established in-
dustry standards for each modality and
that failure to meet those require-
ments could jeopardize the health or
safety of Medicare beneficiaries and
could constitute a significant hazard to
the public health; or

(ii) The accreditation organization
has failed to meet its obligations with
respect to application or reapplication
procedures.

(i) Reconsideration. An accreditation
organization dissatisfied with a deter-
mination that its accreditation re-
quirements do not provide or do not
continue to provide reasonable assur-
ance that the suppliers accredited by
the accreditation organization meet
the applicable quality standards is en-
titled to a reconsideration. CMS recon-
siders any determination to deny, re-
move, or not renew the approval of des-
ignation to accreditation organizations
if the accreditation organization files a
written request for reconsideration by
its authorized officials or through its
legal representative.

(1) Filing requirements. (i) The request
must be filed within 30 calendar days of
the receipt of CMS notice of an adverse
determination or non-renewal.

(ii) The request for reconsideration
must specify the findings or issues with
which the accreditation organization
disagrees and the reasons for the dis-
agreement.

(iii) A requestor may withdraw its re-
quest for reconsideration at any time
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before the issuance of a reconsideration
determination.

(2) CMS response to a filing request. In
response to a request for reconsider-
ation, CMS provides the accreditation
organization with—

(i) The opportunity for an informal
hearing to be conducted by a hearing
officer appointed by the Administrator
of CMS and provide the accreditation
organization the opportunity to
present, in writing and in person, evi-
dence or documentation to refute the
determination to deny approval, or to
withdraw or not renew designation;
and

(ii) Written notice of the time and
place of the informal hearing at least
10 business days before the scheduled
date.

(3) Hearing requirements and rules. (i)
The informal reconsideration hearing
is open to all of the following:

(A) CMS.

(B) The organization requesting the
reconsideration including—

(1) Authorized representatives;

(2) Technical advisors (individuals
with knowledge of the facts of the case
or presenting interpretation of the
facts); and

(3) Legal counsel.

(ii) The hearing is conducted by the
hearing officer who receives testimony
and documents related to the proposed
action.

(iii) Testimony and other evidence
may be accepted by the hearing officer
even though such evidence may be in-
admissible under the Federal Rules of
Civil Procedure.

(iv) The hearing officer does not have
the authority to compel by subpoena
the production of witnesses, papers, or
other evidence.

(v) Within 45 calendar days of the
close of the hearing, the hearing officer
presents the findings and recommenda-
tions to the accreditation organization
that requested the reconsideration.

(vi) The written report of the hearing
officer includes separate numbered
findings of fact and the legal conclu-
sions of the hearing officer.

(vii) The hearing officer’s decision is
final.

(j) Change of ownership. An accredita-
tion organization whose accreditation
program(s) is (are) approved and recog-
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nized by CMS that wishes to undergo a
change of ownership are subject to the
requirements set out at §488.5(f) of this
chapter.

[74 FR 62006, Nov. 25, 2009, as amended at 87
FR 25427, Apr. 29, 2022]

§414.80 Incentive payment for pri-
mary care services.

(a) Definitions. As defined in this sec-
tion—

Eligible primary care
means one of the following:

(i) A physician (as defined in section
1861(r)(1) of the Act) who meets all of
the following criteria:

(A) Enrolled in Medicare with a pri-
mary specialty designation of 08-family
practice, 11-internal medicine, 37-pedi-
atrics, or 38-geriatrics.

(B) At least 60 percent of the physi-
cian’s allowed charges under the physi-
cian fee schedule (excluding hospital
inpatient care and emergency depart-
ment visits) during a reference period
specified by the Secretary are for pri-
mary care services.

(ii) A nurse practitioner, clinical
nurse specialist, or physician assistant
(as defined in section 1861(aa)(5) of the
Act) who meets all of the following cri-
teria:

(A) Enrolled in Medicare with a pri-
mary specialty designation of 50-nurse
practitioner, 89-certified clinical nurse,
or 97-physician assistant.

(B) At least 60 percent of the practi-
tioner’s allowed charges under the phy-
sician fee schedule (excluding hospital
inpatient care and emergency depart-
ment visits) during a reference period
specified by the Secretary are for pri-
mary care services.

Primary care services means—

(i) New and established patient office
or other outpatient evaluation and
management (E/M) visits;

(ii) Initial, subsequent, discharge,
and other nursing facility E/M services;

(iii) New and established patient
domiciliary, rest home (for example,
boarding home), or custodial care E/M
services;

(iv) Domiciliary, rest home (for ex-
ample, assisted living facility), or
home care plan oversight services; and

(v) New and established patient home
E/M visits.

practitioner
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(b) Payment. (1) For primary care
services furnished by an eligible pri-
mary care practitioner on or after Jan-
uary 1, 2011 and before January 1, 2016,
payment is made on a quarterly basis
in an amount equal to 10 percent of the
payment amount for the primary care
services under Part B, in addition to
the amount the primary care practi-
tioner would otherwise be paid for the
primary care services under Part B.

(2) The payment described in para-
graph (b)(1) of this section is made to
the eligible primary care practitioner
or, where the physician has reassigned
his or her benefits to a critical access
hospital (CAH) paid under the optional
method, to the CAH based on an insti-
tutional claim.

[75 FR 73617, Nov. 29, 2010]

§414.84 Payment for MDPP services.

(a) Definitions. In addition to the defi-
nitions specified at §410.79(b) and
§424.205(a) of this chapter, the fol-
lowing definitions apply to this sec-
tion.

Bridge payment means a one-time
payment to an MDPP supplier for fur-
nishing its first MDPP session to an
MDPP beneficiary who has previously
received one or more MDPP services
from a different MDPP supplier.

Performance goal means an attend-
ance or weight loss goal that an MDPP
beneficiary must achieve during the
MDPP services period for an MDPP
supplier to be paid a performance pay-
ment.

Performance payment means a pay-
ment made to an MDPP supplier for
furnishing certain MDPP services to an
MDPP beneficiary when the MDPP
beneficiary achieves the applicable per-
formance goal.

(b) Performance payment. CMS makes
one or more types of performance pay-
ments to an MDPP supplier as specified
in this paragraph (b). Each type of per-
formance payment is made only if the
beneficiary achieves the applicable per-
formance goal and only once per MDPP
beneficiary. A performance payment is
made only on an assignment-related
basis in accordance with §424.55 of this
chapter, and MDPP suppliers must ac-
cept the Medicare allowed charge as
payment in full and may not bill or
collect from the ©beneficiary any
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amount. CMS will make a performance
payment only to an MDPP supplier
that complies with all applicable en-
rollment and program requirements
and only for MDPP services that are
furnished by an eligible coach, on or
after his or her coach eligibility start
date and, if applicable, before his or her
coach eligibility end date. As a condi-
tion of payment, the MDPP supplier
must report the NPI of the coach who
furnished the session on the claim for
the MDPP session. The seven types of
performance payments are as follows:

(1) Performance Goal 1: Attends the first
core session that initiates the MDPP serv-
ices period. CMS makes a performance
payment to an MDPP supplier if an
MDPP beneficiary attends the first
core session, which initiates the MDPP
services period, and that first core ses-
sion was furnished by that supplier. An
MDPP supplier that has been paid this
performance payment for an MDPP
beneficiary is not eligible to be paid a
bridge payment described in paragraph
(c) of this section for that MDPP bene-
ficiary. The amount of this perform-
ance payment is determined as follows:

(i) For a first core session furnished
January 1, 2022, through December 31,
2022 the amount is $35.

(ii) For a first core session furnished
during a calendar year subsequent to
CY 2022. The performance payment
amount specified in this paragraph for
the prior year, adjusted as specified in
paragraph (d) of this section.

(2) Performance Goal 2: Attends four
core sessions. CMS makes a performance
payment to an MDPP supplier if an
MDPP beneficiary achieves attendance
at the fourth core session upon attend-
ance at a core session furnished by that
supplier. The amount of this perform-
ance payment is determined as follows:

(i) For the fourth core session fur-
nished January 1, 2022, through Decem-
ber 31, 2022 the amount is $105.

(ii) For a fourth core session fur-
nished during a calendar year subse-
quent to CY 2022. The performance pay-
ment amount specified in this para-
graph for the prior year, adjusted as
specified in paragraph (d) of this sec-
tion.

(3) Performance Goal 3: Attends nine
core sessions. CMS makes a performance
payment to an MDPP supplier if an
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MDPP beneficiary achieves attendance
at the ninth core session upon attend-
ance at a core session furnished by that
supplier. The amount of this perform-
ance payment is determined as follows:

(i) For the ninth core session fur-
nished January 1, 2022, through Decem-
ber 31, 2022 the amount is $175.

(ii) For a ninth core session furnished
during a calendar year subsequent to
CY 2022. The performance payment
amount specified in this paragraph for
the prior year, adjusted as specified in
paragraph (d) of this section.

(4) Performance Goal 4: Attends two
core maintenance sessions during a core
maintenance  session interval. CMS
makes a performance payment to an
MDPP supplier if an MDPP beneficiary
attends two core maintenance sessions
in a core maintenance session interval
and achieves attendance at the second
core maintenance session upon attend-
ance at a core maintenance session fur-
nished by that supplier. CMS makes
this performance payment to an MDPP
supplier only once per MDPP bene-
ficiary per core maintenance session
interval. The amount of this perform-
ance payment is determined as follows:

(i) If the beneficiary also achieves or
maintains the required minimum
weight loss as measured in-person dur-
ing a core maintenance session fur-
nished during the applicable core main-
tenance session interval:

(A) For a second core maintenance
session January 1, 2022, through De-
cember 31, 2022 the amount is $93.

(B) For a second core maintenance
session furnished during a calendar
year subsequent to CY 2022. The per-
formance payment amount specified in
this paragraph for the prior year, ad-
justed as specified in paragraph (d) of
this section.

(ii) If the Dbeneficiary does not
achieve or maintain the required min-
imum weight loss as measured in-per-
son during a core maintenance session
furnished during the applicable core
maintenance session interval:

(A) For a second core maintenance
session January 1, 2022, through De-
cember 31, 2022 the amount is $70.

(B) For a second core maintenance
session furnished during a calendar
year subsequent to CY 2022. The per-
formance payment amount specified in

30

42 CFR Ch. IV (10-1-23 Edition)

this paragraph for the prior year, ad-
justed as specified in paragraph (d) of
this section.

(5) Performance Goal 5: Attends two on-
going maintenance sessions and maintains
the required minimum weight loss during
an ongoing maintenance session interval.
For an MDPP beneficiary who attends
his or her first core session on or before
December 31, 2021, CMS makes a per-
formance payment to an MDPP sup-
plier if an MDPP beneficiary attends
two ongoing maintenance sessions dur-
ing an ongoing maintenance session in-
terval, achieves attendance at that sec-
ond ongoing maintenance session upon
attendance at an ongoing maintenance
session furnished by that supplier, and
achieves or maintains the required
minimum weight loss as measured in-
person during an ongoing maintenance
session furnished during the applicable
ongoing maintenance session interval.
CMS makes this performance payment
to an MDPP supplier only once per
MDPP beneficiary per ongoing mainte-
nance session interval. The amount of
this performance payment is deter-
mined as follows:

(i) For a second ongoing maintenance
session furnished in interval 1 (months
13-15 of the MDPP services period),
January 1, 2022, through December 31,
2022, the amount is $562.

(ii) For a second ongoing mainte-
nance session furnished in interval 2
(months 16-18 of the MDPP services pe-
riod), January 1, 2022, through Decem-
ber 31, 2022, the amount is $52.

(iii) For a second ongoing mainte-
nance session furnished in interval 3
(months 19-21 of the MDPP services pe-
riod), January 1, 2022, through Decem-
ber 31, 2022, the amount is $53.

(iv) For a second ongoing mainte-
nance session furnished in interval 4
(months 22-24 of the MDPP services pe-
riod), January 1, 2022, through Decem-
ber 31, 2022 the amount is $53.

(v) For a second ongoing mainte-
nance session furnished during a subse-
quent year. The performance payment
amount specified in this paragraph, ad-
justed as specified in paragraph (d) of
this section.

(6) Performance Goal 6: Achieves the re-
quired minimum weight loss. CMS makes
a performance payment to an MDPP
supplier for an MDPP beneficiary who
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achieves the required minimum weight
loss as measured in-person during a
core session or core maintenance ses-
sion furnished by that supplier. The
amount of this performance payment is
determined as follows:

(i) For a core session or core mainte-
nance session, as applicable, furnished
January 1, 2022, through December 31,
2022, the amount is $169.

(ii) For a core session or core mainte-
nance session, as applicable, furnished
during a calendar year subsequent to
CY 2018. The performance payment
amount specified in this paragraph for
the prior year, adjusted as specified in
paragraph (d) of this section.

() Performance Goal 7: Achieves 9-per-
cent weight loss. CMS makes a perform-
ance payment to an MDPP supplier for
an MDPP beneficiary who achieves at
least a 9-percent weight loss as meas-
ured in-person during a core session,
core maintenance session, or ongoing
maintenance session furnished by that
supplier. The amount of this perform-
ance payment is determined as follows:

(i) For a core session or core mainte-
nance session, as applicable, furnished
January 1, 2022, through December 31,
2022, the amount is $35.

(ii) For a core session or core mainte-
nance session, as applicable, furnished
during a calendar year subsequent to
CY 2018. The performance payment
amount specified in this paragraph, ad-
justed as specified in paragraph (d) of
this section.

(c) Bridge payment. CMS makes a
bridge payment to an MDPP supplier
only for a core session or core mainte-
nance session furnished to an MDPP
beneficiary who has previously re-
ceived MDPP services from a different
MDPP supplier. An MDPP supplier
that has previously been paid either a
bridge payment or a performance pay-
ment for an MDPP beneficiary is not
eligible to be paid a bridge payment for
that beneficiary. A bridge payment is
made only on an assignment-related
basis in accordance with §424.55 of this
subchapter, and MDPP suppliers must
accept the Medicare allowed charge as
payment in full and may not bill or
collect from the beneficiary any
amount. CMS will make a bridge pay-
ment only to an MDPP supplier that
complies with all applicable enroll-
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ment and program requirements, and
only for MDPP services furnished by an
eligible coach, on or after his or her
coach eligibility start date and, if ap-
plicable, before his or her coach eligi-
bility end date. As a condition of pay-
ment, the MDPP supplier must report
the NPI of the coach who furnished the
session on the claim for the MDPP ses-
sion. The amount of the bridge pay-
ment is determined as follows:

(1) For core session or core mainte-
nance session, as applicable, furnished
January 1, 2022, through December 31,
2022, the amount is $35.

(2) For core session and core mainte-
nance session, as applicable, furnished
during a calendar year subsequent to
CY 2022. The bridge payment amount
specified in this paragraph, adjusted as
specified in paragraph (d) of this sec-
tion.

(d) Updating performance payments
and the bridge payment. The perform-
ance payments and bridge payment
will be adjusted each calendar year by
the percent change in the Consumer
Price Index for All Urban Consumers
(CPI-U) (U.S. city average) for the 12-
month period ending June 30th of the
year preceding the update year. The
percent change update will be cal-
culated based on the level of precision
of the index as published by the Bureau
of Labor Statistics and applied based
on one decimal place of precision. The
annual MDPP services payment update
will be published by CMS transmittal.

[82 FR 53360, Nov. 15, 2017, as amended at 86
FR 65668, Nov. 19, 2021; 86 FR 73159, Dec. 27,
2021]

§414.90 Physician Quality Reporting
System (PQRS).

(a) Basis and scope. This section im-
plements the following provisions of
the Act:

(1) 1848(a)—Payment Based on Fee
Schedule.

(2) 1848(k)—Quality Reporting Sys-
tem.

(3) 1848(m)—Incentive Payments for
Quality Reporting.

(b) Definitions. As used in this sec-
tion, unless otherwise indicated—

Administrative claims means a report-
ing mechanism under which an eligible
professional or group practice uses
claims to report data on PQRS quality
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measures. Under this reporting mecha-
nism, CMS analyzes claims data to de-
termine which measures an eligible
professional or group practice reports.

Certified survey vendor means a ven-
dor that is certified by CMS for a par-
ticular program year to transmit sur-
vey measures data to CMS.

Covered professional services means
services for which payment is made
under, or is based on, the Medicare
physician fee schedule as provided
under section 1848(k)(3) of the Act and
which are furnished by an eligible pro-
fessional.

Direct electronic health record (EHR)
product means an electronic health
record vendor’s product and version
that submits data on PQRS measures
directly to CMS.

Electronic health record (EHR) data
submission vendor product means an en-
tity that receives and transmits data
on PQRS measures from an EHR prod-
uct to CMS.

Eligible professional means any of the
following:

(i) A physician.

(ii) A practitioner described in sec-
tion 1842(b)(18)(C) of the Act.

(iii) A physical or occupational ther-
apist or a qualified speech-language pa-
thologist.

(iv) A qualified audiologist (as de-
fined in section 1861(11)(3)(B) of the
Act).

Group practice means a physician
group practice that is defined by a TIN,
with 2 or more individual eligible pro-
fessionals (or, as identified by NPIs)
that has reassigned their billing rights
to the TIN.

Group practice reporting option (GPRO)
web interface means a web product de-
veloped by CMS that is used by group
practices that are selected to partici-
pate in the group practice reporting op-
tion (GPRO) to submit data on PQRS
quality measures.

Maintenance of Certification Program
means a continuous assessment pro-
gram, such as qualified American
Board of Medical Specialties Mainte-
nance of Certification Program or an
equivalent program (as determined by
the Secretary), that advances quality
and the lifelong learning and self-as-
sessment of board certified specialty
physicians by focusing on the com-
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petencies of patient care, medical
knowledge, practice-based learning,
interpersonal and communication

skills, and professionalism. Such a pro-
gram must include the following:

(i) The program requires the physi-
cian to maintain a valid unrestricted
license in the United States.

(ii) The program requires a physician
to participate in educational and self-
assessment programs that require an
assessment of what was learned.

(iii) The program requires a physi-
cian to demonstrate, through a formal-
ized secure examination, that the phy-
sician has the fundamental diagnostic
skills, medical knowledge, and clinical
judgment to provide quality care in
their respective specialty.

(iv) The program requires successful
completion of a qualified maintenance
of certification program practice as-
sessment.

Maintenance of Certification Program
Practice Assessment means an assess-
ment of a physician’s practice that—

(i) Includes an initial assessment of
an eligible professional’s practice that
is designed to demonstrate the physi-
cian’s use of evidence-based medicine.

(ii) Includes a survey of patient expe-
rience with care.

(iii) Requires a physician to imple-
ment a quality improvement interven-
tion to address a practice weakness
identified in the initial assessment
under paragraph (h) of this section and
then to remeasure to assess perform-
ance improvement after such interven-
tion.

Measures group means a subset of six
or more PQRS measures that have a
particular clinical condition or focus in
common. The denominator definition
and coding of the measures group iden-
tifies the condition or focus that is
shared across the measures within a
particular measures group.

Physician Quality Reporting System
(PQRS) means the physician reporting
system under section 1848(k) of the Act
for the reporting by eligible profes-
sionals of data on quality measures and
the incentive payment associated with
this physician reporting system.

Performance rate means the percent-
age of a defined population who re-
ceives a particular process of care or
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achieve a particular outcome for a par-
ticular quality measure.

Qualified clinical data registry means a
CMS-approved entity that has self-
nominated and successfully completed
a qualification process that collects
medical and/or clinical data for the
purpose of patient and disease tracking
to foster improvement in the quality of
care provided to patients. A qualified
clinical data registry must perform the
following functions:

(i) Submit quality measures data or
results to CMS for purposes of dem-
onstrating that, for a reporting period,
its eligible professionals have satisfac-
torily participated in PQRS. A quali-
fied clinical data registry must have in
place mechanisms for the transparency
of data elements and specifications,
risk models, and measures.

(ii) Submit to CMS, for purposes of
demonstrating satisfactory participa-
tion, quality measures data on mul-
tiple payers, not just Medicare pa-
tients.

(iii) Provide timely feedback, at least
four times a year, on the measures at
the individual participant level for
which the qualified clinical data reg-
istry reports on the eligible profes-
sional’s behalf for purposes of the indi-
vidual eligible professional’s satisfac-
tory participation in the clinical qual-
ity data registry.

(iv) Possess benchmarking capacity
that measures the quality of care an el-
igible professional provides with other
eligible professionals performing the
same or similar functions.

Qualified registry means a medical
registry or a maintenance of certifi-
cation program operated by a specialty
body of the American Board of Medical
Specialties that, with respect to a par-
ticular program year, has self-nomi-
nated and successfully completed a
vetting process (as specified by CMS)
to demonstrate its compliance with the
PQRS qualification requirements spec-
ified by CMS for that program year.
The registry may act as a data submis-
sion vendor, which has the requisite
legal authority to provide PQRS data
(as specified by CMS) on behalf of an
eligible professional to CMS. If CMS
finds that a qualified registry submits
grossly inaccurate data for reporting
periods occurring in a particular year,
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CMS reserves the right to disqualify a
registry for reporting periods occurring
in the subsequent year.

Reporting rate means the percentage
of patients that the eligible profes-
sional indicated a quality action was or
was not performed divided by the total
number of patients in the denominator
of the measure.

(¢c) Incentive payments. For 2007 to
2014, with respect to covered profes-
sional services furnished during a re-
porting period by an eligible profes-
sional, an eligible professional (or in
the case of a group practice under para-
graph (i) of this section, a group prac-
tice) may receive an incentive if—

(1) There are any quality measures
that have been established under the
PQRS that are applicable to any such
services furnished by such professional
(or in the case of a group practice
under paragraph (i) of this section,
such group practice) for such reporting
period; and

(2) If the eligible professional (or in
the case of a group practice under para-
graph (j) of this section, the group
practice) satisfactorily submits (as de-
termined under paragraph (g) of this
section for the eligible professional and
paragraph (i) of this section for the
group practice) to the Secretary data
on such quality measures in accord-
ance with the PQRS for such reporting
period, in addition to the amount oth-
erwise paid under section 1848 of the
Act, there also must be paid to the eli-
gible professional (or to an employer or
facility in the cases described in sec-
tion 1842(b)(6)(A) of the Act or, in the
case of a group practice under para-
graph (i) of this section, to the group
practice) from the Federal Supple-
mentary Medical Insurance Trust Fund
established under section 1841 of the
Act an amount equal to the applicable
quality percent (as specified in para-
graph (c)(3) of this section) of the eligi-
ble professional’s (or, in the case of a
group practice under paragraph (i) of
this section, the group practice’s) total
estimated allowed charges for all cov-
ered professional services furnished by
the eligible professional (or, in the case
of a group practice under paragraph (i)
of this section, by the group practice)
during the reporting period.
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(3) The applicable quality percent is
as follows:

(i) For 2007 and 2008, 1.5 percent.

(ii) For 2009 and 2010, 2.0 percent.

(iii) For 2011, 1.0 percent.

(iv) For 2012, 2013, and 2014, 0.5 per-
cent.

(4) For purposes of this paragraph
(c)—

(i) The eligible professional’s (or, in
the case of a group practice under para-
graph (i) of this section, the group
practice’s) total estimated allowed
charges for covered professional serv-
ices furnished during a reporting period
are determined based on claims proc-
essed in the National Claims History
(NCH) no later than 2 months after the
end of the applicable reporting period;

(ii) In the case of the eligible profes-
sional who furnishes covered profes-
sional services in more than one prac-
tice, incentive payments are separately
determined for each practice based on
claims submitted for the eligible pro-
fessional for each practice;

(iii) Incentive payments to a group
practice under this paragraph must be
in lieu of the payments that would oth-
erwise be made under the PQRS to eli-
gible professionals in the group prac-
tice for meeting the criteria for satis-
factory reporting for individual eligible
professionals. For any program year in
which the group practice (as identified
by the TIN) is selected to participate in
the PQRS group practice reporting op-
tion, the eligible professional cannot
individually qualify for a PQRS incen-
tive payment by meeting the require-
ments specified in paragraph (g) of this
section.

(iv) Incentive payments earned by
the eligible professional (or in the case
of a group practice under paragraph (i)
of this section, by the group practice)
for a particular program year will be
paid as a single consolidated payment
to the TIN holder of record.

(5) The Secretary must treat an indi-
vidual eligible professional, as identi-
fied by a unique TIN/NPI combination,
as satisfactorily submitting data on
quality measures (as determined under
paragraph (g) of this section), if the eli-
gible professional is satisfactorily par-
ticipating (as determined under para-
graph (h) of this section), in a qualified
clinical data registry.
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(d) Additional incentive payment.
Through 2014, if an eligible professional
meets the requirements described in
paragraph (d)(2) of this section, the ap-
plicable percent for such year, as de-
scribed in paragraphs (¢)(3)(iii) and (iv)
of this section, must be increased by 0.5
percentage points.

(1) In order to qualify for the addi-
tional incentive payment described in
paragraph (d) of this section, an eligi-
ble professional must meet all of the
following requirements:

(i) Satisfactorily submits data on
quality measures, or, for 2014, in lieu of
satisfactory reporting, satisfactorily
participates in a qualified clinical data
registry for purposes of this section for
the applicable incentive year.

(ii) Have such data submitted on
their behalf through a Maintenance of
Certification program that meets:

(A) The criteria for a registry (as
specified by CMS); or

(B) An alternative form and manner
determined appropriate by the Sec-
retary.

(iii) The eligible professional, more
frequently than is required to qualify
for or maintain board certification sta-
tus—

(A) Participates in a maintenance of
certification program for a year; and

(B) Successfully completes a quali-
fied maintenance of certification pro-
gram practice assessment for such
year.

(2) In order for an eligible profes-
sional to receive the additional incen-
tive payment, a Maintenance of Cer-
tification Program must submit to the
Secretary, on behalf of the eligible pro-
fessional, information—

(i) In a form and manner specified by
the Secretary, that the eligible profes-
sional has successfully met the require-
ments of paragraph (d)(1)(iii) of this
section, which may be in the form of a
structural measure.

(ii) If requested by the Secretary, on
the survey of patient experience with
care.

(iii) As the Secretary may require, on
the methods, measures, and data used
under the Maintenance of Certification
Program and the qualified Mainte-
nance of Certification Program prac-
tice assessment.
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(e) Payment adjustments. For 2015
through 2018, with respect to covered
professional services furnished by an
eligible professional, if the eligible pro-
fessional does not satisfactorily submit
data on quality measures for covered
professional services for the quality re-
porting period for the year (as deter-
mined under section 1848(m)(3)(A) of
the Act), the fee schedule amount for
such services furnished by such profes-
sional during the year (including the
fee schedule amount for purposes for
determining a payment based on such
amount) must be equal to the applica-
ble percent of the fee schedule amount
that would otherwise apply to such
services under this paragraph (e).

(1) The applicable percent is as fol-
lows:

(i) For 2015, 98.5 percent.

(ii) For 2016 through 2018, 98 percent.

(2) The Secretary must treat an indi-
vidual eligible professional, as identi-
fied by a unique TIN/NPI combination,
as satisfactorily submitting data on
quality measures (as determined under
paragraph (h) of this section), if the eli-
gible professional is satisfactorily par-
ticipating, in a qualified clinical data
registry.

(f) Use of appropriate and consensus-
based quality measures. For measures se-
lected for inclusion in the PQRS qual-
ity measure set, CMS will use group
practice measures determined appro-
priate by CMS and consensus-based
quality measures that meet one of the
following criteria:

(1) Be such measures selected by the
Secretary from measures that have
been endorsed by the entity with a con-
tract with the Secretary under section
1890(a) of the Act. In the case of a spec-
ified area or medical topic determined
appropriate by the Secretary for which
a feasible and practical measure has
not been endorsed by the entity with a
contract under section 1890(a) of the
Act, the Secretary may specify a meas-
ure that is not so endorsed as long as
due consideration is given to measures
that have been endorsed or adopted by
a consensus organization identified by
the Secretary.

(2) For each quality measure adopted
by the Secretary under this paragraph,
the Secretary ensures that eligible pro-
fessionals have the opportunity to pro-
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vide input during the development, en-
dorsement, or selection of quality
measures applicable to services they
furnish.

(g) Use of quality measures for satisfac-
tory participation in a qualified clinical
data registry. For measures selected for
reporting to meet the criteria for satis-
factory participation in a qualified
clinical data registry, CMS will use
measures selected by qualified clinical
data registries based on parameters set
by CMS.

(h) Satisfactory reporting requirements
for the incentive payments. In order to
qualify to earn a PQRS incentive pay-
ment for a particular program year, an
individual eligible professional, as
identified by a unique TIN/NPI com-
bination, must meet the criteria for
satisfactory vreporting specified by
CMS under paragraph (h)(3) of (h)(5) of
this section for such year by reporting
on either individual PQRS quality
measures or PQRS measures groups
identified by CMS during a reporting
period specified in paragraph (h)(1) of
this section, using one of the reporting
mechanisms specified in paragraph
(h)(2) or (4) of this section, and using
one of the reporting criteria specified
in paragraph (h)(3) or (5) of this sec-
tion.

(1) Reporting periods. For purposes of
this paragraph, the reporting period
is—

(i) The 12-month period from January
1 through December 31 of such program
year.

(ii) A 6-month period from July 1
through December 31 of such program
year.

(A) For 2011, such 6-month reporting
period is not available for EHR-based
reporting of individual PQRS quality
measures.

(B) For 2012 and subsequent program
years, such 6-month reporting period
from July 1 through December 31 of
such program year is only available for
registry-based reporting of PQRS
measures groups by eligible profes-
sionals.

(2) Reporting mechanisms for individual
eligible professionals. An individual eli-
gible professional who wishes to par-
ticipate in the PQRS must report infor-
mation on PQRS quality measures
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identified by CMS in one of the fol-
lowing manners:

(i) Claims. Reporting PQRS quality
measures or PQRS measures groups to
CMS, by no later than 2 months after
the end of the applicable reporting pe-
riod, on the eligible professional’s
Medicare Part B claims for covered
professional services furnished during
the applicable reporting period.

(A) If an eligible professional re-sub-
mits a Medicare Part B claim for re-
processing, the eligible professional
may not attach a G-code at that time
for reporting on individual PQRS meas-
ures or measures groups.

(B) [Reserved]

(ii) Registry. Reporting PQRS quality
measures or PQRS measures groups to
a qualified registry in the form and
manner and by the deadline specified
by the qualified registry selected by
the eligible professional. The selected
registry must submit information, as
required by CMS, for covered profes-
sional services furnished by the eligible
professional during the applicable re-
porting period to CMS on the eligible
professional’s behalf.

(iii) Direct EHR product. Reporting
PQRS quality measures to CMS by ex-
tracting clinical data using a secure
data submission method, as required by
CMS, from a direct EHR product by the
deadline specified by CMS for covered
professional services furnished by the
eligible professional during the appli-
cable reporting period.

(iv) EHR data submission vendor. Re-
porting PQRS quality measures to
CMS by extracting clinical data using
a secure data submission method, as
required by CMS, from an EHR data
submission vendor product by the dead-
line specified by CMS for covered pro-
fessional services furnished by the eli-
gible professional during the applicable
reporting period.

(v) Although an eligible professional
may attempt to qualify for the PQRS
incentive payment by reporting on
both individual PQRS quality measures
and measures groups, using more than
one reporting mechanism (as specified
in paragraph (g)(2) of this section), or
reporting for more than one reporting
period, he or she will receive only one
PQRS incentive payment per TIN/NPI
combination for a program year.
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(3) Satisfactory reporting criteria for in-
dividual eligible professionals for the 2014
PQRRS incentive. An individual eligible
professional who wishes to qualify for
the 2014 PQRS incentive must report
information on PQRS quality measures
data in one of the following manners:

(i) Via Claims. For the 12-month 2014
PQRS incentive reporting period—

(A) Report at least 