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(iii) Patient Safety: aim to maintain
or improve standards of patient safety.

(3) Information Enhancements: Improv-
ing the availability of information to
guide decision-making. (i) Health Infor-
mation Technology: encourage use of
health information technology to in-
form care.

(ii) [Reserved]

Subpart P—Home Infusion Therapy
Services Payment

SOURCE: 84 FR 60643, Nov. 8, 2019, unless
otherwise noted.

CONDITIONS FOR PAYMENT

§414.1500 Basis, purpose, and scope.

This subpart implements section
1861(iii) of the Act with respect to the
requirements that must be met for
Medicare payment to be made for home
infusion services furnished to eligible
beneficiaries.

§414.1505 Requirement for payment.

In order for home infusion therapy
services to qualify for payment under
the Medicare program the services
must be furnished to an eligible bene-
ficiary by, or under arrangements with,
a qualified home infusion therapy sup-
plier that meets the following require-
ments:

(a) The health and safety standards
for qualified home infusion therapy
suppliers at §486.520(a) through (c) of
this chapter.

(b) All requirements set forth in
§§414.1510 through 414.1550.

(c) The home infusion therapy sup-
plier must be enrolled in Medicare con-
sistent with the provisions of §424.68
and part 424, subpart P of this chapter.

[84 FR 60643, Nov. 8, 2019, as amended at 85
FR 70355, Nov. 4, 2020]

§414.1510 Beneficiary qualifications
for coverage of services.

To qualify for Medicare coverage of
home infusion therapy services, a bene-
ficiary must meet each of the following
requirements:

(a) Under the care of an applicable pro-
vider. The beneficiary must be under
the care of an applicable provider, as
defined in section 1861(iii)(3)(A) of the

§414.1550

Act as a physician, nurse practitioner,
or physician assistant.

(b) Under a physician plan of care. The
beneficiary must be under a plan of
care that meets the requirements for
plans of care specified in §414.1515.

§414.1515 Plan of care requirements.

(a) Contents. The plan of care must
contain those items listed in §486.520(b)
of this chapter that specify the stand-
ards relating to a plan of care that a
qualified home infusion therapy sup-
plier must meet in order to participate
in the Medicare program.

(b) Physician’s orders. The physician’s
orders for services in the plan of care
must specify at what frequency the
services will be furnished, as well as
the discipline that will furnish the or-
dered professional services. Orders for
care may indicate a specific range in
frequency of visits to ensure that the
most appropriate level of services is
furnished.

(c) Plan of care signature requirements.
The plan of care must be signed and
dated by the ordering physician prior
to submitting a claim for payment.
The ordering physician must sign and
date the plan of care upon any changes
to the plan of care.

PAYMENT SYSTEM

§414.1550 Basis of payment.

(a) General rule. For home infusion
therapy services furnished on or after
January 1, 2021, Medicare payment is
made on the basis of 80 percent of the
lesser of the following:

(1) The actual charge for the item or
service.

(2) The fee schedule amount for the
item or service, as determined in ac-
cordance with the provisions of this
section.

(b) Unit of single payment. A unit of
single payment is made for items and
services furnished by a qualified home
infusion therapy supplier per payment
category for each infusion drug admin-
istration calendar day, as defined at
§486.505 of this chapter.

(c) Initial establishment of the payment
amounts. In calculating the initial sin-
gle payment amounts for CY 2021, CMS
determined such amounts using the
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equivalent to 5 hours of infusion serv-
ices in a physician’s office as deter-
mined by codes and units of such codes
under the annual fee schedule issued
under section 1848 of the Act as follows:

(1) Category 1. (i) Includes certain in-
travenous infusion drugs for therapy,
prophylaxis, or diagnosis, including
antifungals and antivirals; inotropic
and pulmonary hypertension drugs;
pain management drugs; chelation
drugs; and other intravenous drugs as
added to the durable medicare equip-

ment local coverage determination
(DME LCD) for external infusion
pumps.

(ii) Payment equals 1 unit of 96365
plus 4 units of 96366.

(2) Category 2. (i) Includes certain
subcutaneous infusion drugs for ther-
apy or prophylaxis, including certain
subcutaneous immunotherapy infu-
sions.

(ii) Payment equals 1 unit of 96369
plus 4 units of 96370.

(3) Category 3. (i) Includes intra-
venous chemotherapy infusions, includ-
ing certain chemotherapy drugs and
biologicals.

(ii) Payment equals 1 unit of 96413
plus 4 units of 96415.

(4) Initial visit. (i) For each of the
three categories listed in paragraphs
(c)(1) through (3) of this section, the
payment amounts are set higher for
the first visit by the qualified home in-
fusion therapy supplier to initiate the
furnishing of home infusion therapy
services in the patient’s home and
lower for subsequent visits in the pa-
tient’s home. The difference in pay-
ment amounts is a percentage based on
the relative payment for a new patient
rate over an existing patient rate using
the annual physician fee schedule eval-
uation and management payment
amounts for a given year and cal-
culated in a budget neutral manner.

(ii) The first visit payment amount is
subject to the following requirements
if a patient has previously received
home infusion therapy services:

(A) The previous home infusion ther-
apy services claim must include a pa-
tient status code to indicate a dis-
charge.

(B) If a patient has a previous claim
for HIT services, the first visit home
infusion therapy services claim subse-
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quent to the previous claim must show
a gap of more than 60 days between the
last home infusion therapy services
claim and must indicate a discharge in
the previous period before a HIT sup-
plier may submit a home infusion ther-
apy services claim for the first visit
payment amount.

(d) Required payment adjustments. The
single payment amount represents pay-
ment in full for all costs associated
with the furnishing of home infusion
therapy services and is subject to the
following adjustments:

(1) An adjustment for a geographic
wage index and other costs that may
vary by region, using an appropriate
wage index based on the site of service
of the beneficiary.

(2) Beginning in 2022, an annual in-
crease in the single payment amounts
from the prior year by the percentage
increase in the Consumer Price Index
(CPI) for all urban consumers (United
States city average) for the 12-month
period ending with June of the pre-
ceding year.

(3)(1) An annual reduction in the per-
centage increase described in para-
graph (d)(2) of this section by the pro-
ductivity adjustment described in sec-
tion 1886(b)(3)(B)(xi)(II) of the Act.

(ii) The application of the paragraph
(¢)(3)(i) of this section may result in
the both of the following:

(A) A percentage being less than zero
for a year.

(B) Payment being less than the pay-
ment rates for the preceding year.

(e) Medical review. All payments
under this system may be subject to a
medical review adjustment reflecting
the following:

(1) Beneficiary eligibility.

(2) Plan of care requirements.

(3) Medical necessity determinations.

PART 415—SERVICES FURNISHED BY
PHYSICIANS IN PROVIDERS, SU-
PERVISING PHYSICIANS IN
TEACHING SETTINGS, AND RESI-
DENTS IN CERTAIN SETTINGS

Subpart A—General Provisions

Sec.
415.1 Basis and scope.
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