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census division is equal to a blend of
the national rate and the regional rate
in accordance with the following sched-
ule:

" . Regional National

Time period pegr]cent percent
7/1/04-12/31/04 80 20
CY 2005 .... 60 40
CY 2006 .... . 40 60
CY 2007-CY 2009 ..... . 20 80
CY 2010 and thereafter o] 100

[69 FR 40292, July 1, 2004]

§414.620 Publication of the ambulance
fee schedule.

(a) Changes in payment rates result-
ing from incorporation of the annual
inflation factor and the productivity
adjustment as described in §414.610(f)
will be announced by CMS by instruc-
tion and on the CMS Web site.

(b) CMS will follow applicable rule-
making procedures in publishing revi-
sions to the fee schedule for ambulance
services that result from any factors
other than those described in
§414.610().

[75 FR 73626, Nov. 29, 2010]

§414.625 Limitation on review.

There will be no administrative or ju-
dicial review under section 1869 of the
Act or otherwise of the amounts estab-
lished under the fee schedule for ambu-
lance services, including the following:

(a) Establishing mechanisms to con-
trol increases in expenditures for am-
bulance services.

(b) Establishing definitions for ambu-
lance services that link payments to
the type of services provided.

(c) Considering appropriate regional
and operational differences.

(d) Considering adjustments to pay-
ment rates to account for inflation and
other relevant factors.

(e) Phasing in the application of the
payment rates under the fee schedule
in an efficient and fair manner.

§414.626 Data reporting by ground
ambulance organizations.

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

Data collection period means, with re-
spect to a year, the 12-month period

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

that reflects the ground ambulance or-
ganization’s annual accounting period.

Data reporting period means, with re-
spect to a year, the 5-month period
that begins the day after the last day
of the ground ambulance organization’s
data collection period.

For a year means one of the calendar
years from 2020 through 2024.

Medicare Ground Ambulance Data Col-
lection Instrument means the single sur-
vey-based data collection instrument
that can be accessed by sampled ambu-
lance organizations under this section
via a secure web-based system for re-
porting data under this section.

(b) Data collection and submission re-
quirement. Except as provided in para-
graph (d) of this section, a ground am-
bulance organization selected by CMS
under paragraph (c) of this section
must do the following:

(1) Within 30 days of the date that
CMS notifies a ground ambulance orga-
nization under paragraph (c)(3) of this
section that it has selected the ground
ambulance organization to report data
under this section, the ground ambu-
lance organization must select a data
collection period that corresponds with
its annual accounting period and pro-
vide the start date of that data collec-
tion period to CMS or its contractor.

(2) Collect during its selected data
collection period the data necessary to
complete the Medicare Ground Ambu-
lance Data Collection Instrument.

(3) Submit to CMS a completed Medi-
care Ground Ambulance Data Collec-
tion Instrument during the data re-
porting period that corresponds to the
ground ambulance organization’s se-
lected data collection period.

(c) Representative sample. (1) Random
sample. For purposes of the data collec-
tion described in paragraph (b) of this
section, and for a year, CMS will select
a random sample of 25 percent of eligi-
ble ground ambulance organizations
that is stratified based on:

(i) Provider versus supplier status
and ownership (for-profit, non-profit,
and government);

(ii) Service area population density
(transports originating in primarily
urban, rural, and super rural zip codes);
and

(iii) Medicare-billed transport vol-
ume categories.
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(2) Selection eligibility. A ground am-
bulance organization is eligible to be
selected for data reporting under this
section for a year if it is enrolled in
Medicare and has submitted to CMS at
least one Medicare ambulance trans-
port claim during the year prior to the
selection under paragraph (b)(1) of this
section.

(3) Notification of selection for a year.
CMS will notify an eligible ground am-
bulance organization that it has been
selected to report data under this sec-
tion for a year at least 30 days prior to
the beginning of the calendar year in
which the ground ambulance organiza-
tion must begin to collect data by post-
ing a list of selected organizations on
the CMS web page and providing writ-
ten notification to each selected
ground ambulance organization via
email or U.S. mail.

(4) Limitation. CMS will not select the
same ground ambulance organization
under this paragraph (c) in 2 consecu-
tive years, to the extent practicable.

(d) Hardship exemption. A ground am-
bulance organization selected under
paragraph (c) of this section may re-
quest and CMS may grant an exception
to the reporting requirements under
paragraph (b) of this section in the
event of a significant hardship, such as
a natural disaster, bankruptcy, or
similar situation that the Secretary
determines interfered with the ability
of the ground ambulance organization
to submit such information in a timely
manner for the data collection period
selected by the ground ambulance or-
ganization.

(1) To request a hardship exemption,
the ground ambulance organization
must submit a request to CMS, in the
form and manner specified by CMS,
within 90 calendar days of the date
that CMS notified the ground ambu-
lance organization that it would re-
ceive a 10 percent payment reduction
as a result of not submitting sufficient
information under the data collection
system. The request form must include
all of the following:

(i) Ground ambulance organization
name.

(ii) NPI number.

(iii) Ground ambulance organization
address.

§414.626

(iv) Chief executive officer and any
other designated personnel contact in-
formation, including name, email ad-
dress, telephone number and mailing
address (must include a physical ad-
dress, a post office box address is not
acceptable).

(v) Reason for requesting a hardship
exemption.

(vi) Evidence of the impact of the
hardship (such as photographs, news-
paper or other media articles, financial
data, bankruptcy filing, etc.).

(vii) Date when the ground ambu-
lance organization would be able to
begin collecting data under paragraph
(b) of this section.

(viii) Date and signature of the chief
executive officer or other designated
personnel of the ground ambulance or-
ganization.

(2) CMS will provide a written re-
sponse to the hardship exemption re-
quest within 30 days of its receipt of
the hardship exemption form.

(e) Notification of non-compliance and
informal review. (1) Notification of non-
compliance. A ground ambulance orga-
nization selected under paragraph (c) of
this section for a year that does not
sufficiently report data under para-
graph (b) of this section, will receive
written notification from CMS that it
will receive a payment reduction under
§414.610(c)(9).

(2) Informal review. A ground ambu-
lance organization that receives a writ-
ten notification under paragraph (e)(1)
of a payment reduction under
§414.610(c)(9) may submit a request for
an informal review within 90 days of
the date it received the notificationby
submitting a request to CMS, in the
form and manner specified by CMS,
that includes all of the following infor-
mation:

(i) Ground ambulance organization
name.

(ii) NPI number.

(iii) Chief executive officer and any
other designated personnel contact in-
formation, including name, email ad-
dress, telephone number and mailing
address with the street location of the
ground ambulance organization.

(iv) Ground ambulance organization’s
selected data collection period and
data reporting period.
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(v) A statement of the reasons why
the ground ambulance organization
does not agree with CMS’ determina-
tion and any supporting documenta-
tion.

(f) Public availability of data. Begin-
ning in 2024, and at least once every 2
yvears thereafter, CMS will post on its
website data that it collected under
this section, including but not limited
to summary statistics and ground am-
bulance organization characteristics.

(g) Limitations on review. There is no
administrative or judicial review under
section 1869 or section 1878 of the Act,
or otherwise of the data required for
submission under paragraph (b) of this
section or the selection of ground am-
bulance organizations under paragraph
(c) of this section.

[84 FR 63193, Nov. 15, 2019, as amended at 86
FR 65669, Nov. 19, 2021; 87 FR 70226, Nov. 18,
2022]

Subpart I—Payment for Drugs and
Biologicals

SOURCE: 69 FR 1116, Jan. 7, 2004, unless oth-
erwise noted.

§414.701 Purpose.

This subpart implements section
1842(0) of the Act by specifying the
methodology for determining the pay-
ment allowance limit for drugs and
biologicals covered under Part B of
Title XVIITI of the Act (hereafter in this
subpart referred to as the ‘‘program’’)
that are not paid on a cost or prospec-
tive payment system basis. Examples
of drugs that are subject to the rules
contained in this subpart are: Drugs
furnished incident to a physician’s
service; durable medical equipment
(DME) drugs; separately billable drugs
at independent dialysis facilities not
under the ESRD composite rate; statu-
torily covered drugs, for example, in-
fluenza, pneumococcal, hepatitis, and
COVID-19 vaccines, antigens, hemo-
philia blood clotting factor, immuno-
suppressive drugs and certain oral anti-
cancer drugs.

[85 FR 71197, Nov. 6, 2020]

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

§414.704 Definitions.

As used in this subpart, the following
definition applies. Drug refers to both
drugs and biologicals.

§414.707

(a) Method of payment. (1) Payment
for a drug in calendar year 2004 is based
on the lesser of—

(i) The actual charge on the claim for
program benefits; or

(ii) 85 percent of the average whole-
sale price determined as of April 1,
2003, subject to the exceptions as speci-
fied in paragraphs (a)(2) through (a)(8)
of this section.

(2) The payment limits for the fol-
lowing drugs are calculated using 95
percent of the average wholesale price:

(i) Blood clotting factors.

(ii) A drug or biological furnished
during 2004 that was not available for
Medicare payment as of April 1, 2003.

(iii) Pneumococcal, influenza, and
COVID-19 vaccines as well as hepatitis
B vaccine that is furnished to individ-
uals at high or intermediate risk of
contracting hepatitis B (as defined in
§410.63(a) of this subchapter).

(iv) A drug or biological furnished
during 2004 in connection with the fur-
nishing of renal dialysis services if sep-
arately billed by renal dialysis facili-
ties.

(3) The payment limits for infusion
drugs furnished through a covered item
of durable medical equipment are cal-
culated using 95 percent of the average
wholesale price in effect on October 1,
2003.

(4) The payments limits for drugs
contained in the following table are
calculated based on the percentages of
the average wholesale price determined
as of April 1, 2003 that are specified in
the table.

Basis of payment.

Percentage

used to cal-

Drug culate 2004

payment
limit

EPOETIN ALFA 87
LEUPROLIDE ACETATE 81
GOSERELIN ACETATE 80
RITUXIMAB ......cccoecviiiis 81
PACLITAXEL . . 81
DOCETAXEL ...... e 80
CARBOPLATIN . 81
IRINOTECAN ...... . 80
GEMCITABINE HCL ... 80
PAMIDRONATE DISODIUM 85
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