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§419.60

Subpart F—Limitations on Review

§419.60 Limitations on administrative
and judicial review.

There can be no administrative or ju-
dicial review under sections 1869 and
1878 of the Act or otherwise of the fol-
lowing:

(a) The development of the APC sys-
tem, including—

(1) Establishment of the groups and
relative payment weights;

(2) Wage adjustment factors;

(3) Other adjustments; and

(4) Methods for controlling unneces-
sary increases in volume.

(b) The calculation of base amounts
described in section 1833(t)(3) of the
Act.

(c) Periodic adjustments described in
section 1833(t)(9) of the Act.

(d) The establishment of a separate
conversion factor for hospitals de-
scribed in section 1886(d)(1)(B)(v) of the
Act.

(e) The determination of the fixed
multiple, or a fixed dollar cutoff
amount, the marginal cost of care, or
applicable percentage under §419.43(d)
or the determination of insignificance
of cost, the duration of the additional
payments (consistent with subpart G of
this part), the determination of initial
and new categories under §419.66, the
portion of the Medicare hospital out-
patient fee schedule amount associated
with particular devices, drugs, or
biologicals, and the application of any
pro rata reduction under §419.62(c).

[66 FR 18542, Apr. 7, 2000, as amended at 66
FR 55856, Nov. 2, 2001]

Subpart G—Transitional Pass-
through Payments

SOURCE: 66 FR 55856, Nov. 2, 2001, unless
otherwise noted.

§419.62 Transitional pass-through pay-
ments: General rules.

(a) General. CMS provides for addi-
tional payments under §§419.64 and
419.66 for certain innovative medical
devices, drugs, and biologicals.

(b) Budget neutrality. CMS establishes
the additional payments under §§419.64
and 419.66 in a budget neutral manner.

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

(c) Uniform prospective reduction of
pass-through payments. (1) If CMS esti-
mates before the beginning of a cal-
endar year that the total amount of
pass-through payments under §§419.64
and 419.66 for the year would exceed the
applicable percentage (as described in
paragraph (c)(2) of this section) of the
total amount of Medicare payments
under the outpatient prospective pay-
ment system. CMS will reduce, pro
rata, the amount of each of the addi-
tional payments under §§419.64 and
419.66 for that year to ensure that the
applicable percentage is not exceeded.

(2) The applicable percentages are as
follows:

(i) For a year before CY 2004, the ap-
plicable percentage is 2.5 percent.

(ii) For 2004 and subsequent years,
the applicable percentage is a percent-
age specified by CMS up to (but not to
exceed) 2.0 percent.

(d) CY 2002 incorporated amount. For
the portion of CY 2002 affected by these
rules, CMS incorporated 75 percent of
the estimated pass-through costs (be-
fore the incorporation and any pro rata
reduction) for devices into the proce-
dure APCs associated with these de-
vices.

[66 FR 55856, 55865, Nov. 2, 2001; 67 FR 9568,
Mar. 1, 2002]

EFFECTIVE DATE NOTE: At 66 FR 55865, Nov.
2, 2001, §419.62 was amended by adding para-
graph (d), effective Jan. 1, 2002. At 66 FR
67494, Dec. 31, 2001, the amendment was de-
layed indefinitely.

§419.64 Transitional pass-through pay-
ments: Drugs and biologicals.

(a) Eligibility for pass-through pay-
ment. CMS makes a transitional pass-
through payment for the following
drugs and biologicals that are fur-
nished as part of an outpatient hospital
service:

(1) Orphan drugs. A drug or biological
that is used for a rare disease or condi-
tion and has been designated as an or-
phan drug under section 526 of the Fed-
eral Food, Drug and Cosmetic Act if
payment for the drug or biological as
an outpatient hospital service was
being made on August 1, 2000.

(2) Cancer therapy drugs and
biologicals. A drug or biological that is
used in cancer therapy, including, but
not limited to, a chemotherapeutic
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agent, an antiemetic, a hematopoietic
growth factor, a colony stimulating
factor, a biological response modifier,
and a bisphosphonate if payment for
the drug or biological as an outpatient
hospital service was being made on Au-
gust 1, 2000.

(3) Radiopharmaceutical drugs and bio-
logical products. A radiopharmaceutical
drug or biological product used in diag-
nostic, monitoring, and therapeutic nu-
clear medicine services if payment for
the drug or biological as an outpatient
hospital service was being made on Au-
gust 1, 2000.

(4) Other drugs and biologicals. A drug
or biological that meets the following
conditions:

(i) It was first payable as an out-
patient hospital service after December
31, 1996.

(ii) CMS has determined the cost of
the drug or biological is not insignifi-
cant in relation to the amount payable
for the applicable APC (as calculated
under §419.32(c)) as defined in para-
graph (b) of this section.

(iii) A Dbiological that is not sur-
gically implanted or inserted into the
body.

(iv) A biological that is not a skin
substitute or similar product that aids
wound healing.

(b) Cost. CMS determines the cost of
a drug or biological to be not insignifi-
cant if it meets the following require-
ments:

(1) Services furnished before January 1,
2003. The expected reasonable cost of a
drug or biological must exceed 10 per-
cent of the applicable APC payment
amount for the service related to the
drug or biological.

(2) Services furnished after December 31,
2002. CMS considers the average cost of
a new drug or biological to be not in-
significant if it meets the following
conditions:

(i) The estimated average reasonable
cost of the drug or biological in the
category exceeds 10 percent of the ap-
plicable APC payment amount for the
service related to the drug or biologi-
cal.

(i1) The estimated average reasonable
cost of the drug or biological exceeds
the cost of the drug or biological por-
tion of the APC payment amount for

§419.66

the related service by at least 25 per-
cent.

(iii) The difference between the esti-
mated reasonable cost of the drug or
biological and the estimated portion of
the APC payment amount for the drug
or biological exceeds 10 percent of the
APC payment amount for the related
service.

(c) Limited period of payment. CMS
limits the eligibility for a pass-through
payment under this section to a period
of at least 2 years, but not more than
3 years, that begins as follows:

(1) For a drug or biological described
in paragraphs (a)(1) through (a)(3) of
this section—August 1, 2000.

(2) For a drug or biological described
in paragraph (a)(4) of this section—the
date that CMS makes its first pass-
through payment for the drug or bio-
logical.

(d) Amount of pass-through payment.
Subject to any reduction determined
under §419.62(b), the pass-through pay-
ment for a drug or biological equals the
amount determined under section
1842(o) of the Social Security Act,
minus the portion of the APC payment
amount that CMS determines is associ-
ated with the drug or biological.

[66 FR 18542, Apr. 7, 2000, as amended at 69
FR 832, Jan. 6, 2004; 69 FR 65863, Nov. 15, 2004;
74 FR 60680, Nov. 20, 2009; 79 FR 67031, Nov. 10,
2014]

§419.66 Transitional pass-through pay-
ments: Medical devices.

(a) General rule. CMS makes a pass-
through payment for a medical device
that meets the requirements in para-
graph (b) of this section and that is de-
scribed by a category of devices estab-
lished by CMS under the criteria in
paragraph (c) of this section.

(b) Eligibility. A medical device must
meet the following requirements:

(1) If required by the FDA, the device
must have received FDA premarket ap-
proval or clearance (except for a device
that has received an FDA investiga-
tional device exemption (IDE) and has
been classified as a Category B device
by the FDA in accordance with
§§405.203 through 405.207 and 405.211
through 405.215 of this chapter), or
meet another appropriate FDA exemp-
tion for premarket approval or clear-
ance. Under this provision, the pass-
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through payment application for a
medical device must be submitted
within 3 years from the date of the ini-
tial FDA approval or clearance, if re-
quired, unless there is a documented,
verifiable delay in U.S. market avail-
ability after FDA approval or clearance
is granted, in which case CMS will con-
sider the pass-through payment appli-
cation if it is submitted within 3 years
from the date of market availability.

(2) The device is determined to be
reasonable and necessary for the diag-
nosis or treatment of an illness or in-
jury or to improve the functioning of a
malformed body part (as required by
section 1862(a)(1)(A) of the Act).

(3) The device is an integral part of
the service furnished, is used for one
patient only, comes in contact with
human tissue, and is surgically im-
planted or inserted (either perma-
nently or temporarily) or applied in or
on a wound or other skin lesion.

(4) The device is not any of the fol-
lowing:

(i) Equipment, an instrument, appa-
ratus, implement, or item of this type
for which depreciation and financing
expenses are recovered as depreciable
assets as defined in Chapter 1 of the
Medicare Provider Reimbursement
Manual (CMS Pub. 15-1).

(ii) A material or supply furnished in-
cident to a service (for example, a su-
ture, customized surgical kit, or clip,
other than radiological site marker).

(c) Criteria for establishing device cat-
egories. CMS uses the following criteria
to establish a category of devices under
this section:

(1) CMS determines that a device to
be included in the category is not ap-
propriately described by any of the ex-
isting categories or by any category
previously in effect, and was not being
paid for as an outpatient service as of
December 31, 1996.

(2) CMS determines either of the fol-
lowing:

(i) The device to be included in the
category has demonstrated that it will
substantially improve the diagnosis or
treatment of an illness or injury or im-
prove the functioning of a malformed
body part compared to the benefits of a
device or devices in a previously estab-
lished category or other available
treatment; or

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

(ii) For devices for which pass-
through payment status will begin on
or after January 1, 2020, as an alter-
native pathway to paragraph (c)(2)(i) of
this section, a new device is part of the
Food and Drug Administration’s
(FDA’s) Breakthrough Devices Pro-
gram and has received marketing au-
thorization for the indication covered
by the Breakthrough Device designa-
tion.

(3) Except for medical devices identi-
fied in paragraph (e) of this section,
CMS determines the cost of the device
is not insignificant as described in
paragraph (d) of this section.

(d) Cost criteria. CMS considers the
average cost of a category of devices to
be not insignificant if it meets the fol-
lowing conditions:

(1) The estimated average reasonable
cost of devices in the category exceeds
25 percent of the applicable APC pay-
ment amount for the service related to
the category of devices.

(2) The estimated average reasonable
cost of the devices in the category ex-
ceeds the cost of the device-related
portion of the APC payment amount
for the related service by at least 25
percent.

(3) The difference between the esti-
mated average reasonable cost of the
devices in the category and the portion
of the APC payment amount for the de-
vice exceeds 10 percent of the APC pay-
ment amount for the related service.

(e) Devices exempt from cost criteria.
The following medical devices are not
subject to the cost requirements de-
scribed in paragraph (d) of this section,
if payment for the device was being
made as an outpatient service on Au-
gust 1, 2000:

(1) A device of brachytherapy.

(2) A device of temperature-mon-
itored cryoablation.

(f) Identifying a category for a device.
A device is described by a category, if
it meets the following conditions:

(1) Matches the long descriptor of the
category code established by CMS.

(2) Conforms to guidance issued by
CMS relating to the definition of terms
and other information in conjunction
with the category descriptors and
codes.

(g) Limited period of payment for de-
vices. CMS limits the eligibility of a
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pass-through payment established
under this section to a period of at
least 2 years, but not more than 3
years, beginning on the first date on
which pass-through payment is made.

(h) Amount of pass-through payment.
Subject to any reduction determined
under §419.62(b), the pass-through pay-
ment for a device is the hospital’s
charge for the device, adjusted to the
actual cost for the device, minus the
amount included in the APC payment
amount for the device.

[66 FR 55856, Nov. 2, 2001, as amended at 67
FR 66813, Nov. 1, 2002; 70 FR 68728, Nov. 10,
2005; 74 FR 60680, Nov. 20, 2009; 78 FR 75198,
Dec. 10, 2013; 79 FR 67031, Nov. 10, 2014; 80 FR
70606, Nov. 13, 2015; 81 FR 79880, Nov. 14, 2016;
84 FR 61491, Nov. 12, 2019; 85 FR 86303, Dec. 29,
2020]

Subpart H—Transitional Corridors

SOURCE: 656 FR 18542, Apr. 7, 2000, unless
otherwise noted. Redesignated at 66 FR 55856,
Nov. 2, 2001.

§419.70 Transitional adjustments to
limit decline in payments.

(a) Before 2002. Except as provided in
paragraph (d) of this section, for cov-
ered hospital outpatient services fur-
nished before January 1, 2002, for which
the prospective payment system
amount (as defined in paragraph (e) of
this section) is—

(1) At least 90 percent, but less than
100 percent, of the pre-BBA amount (as
defined in paragraph (f) of this sec-
tion), the amount of payment under
this part is increased by 80 percent of
the amount of this difference;

(2) At least 80 percent, but less than
90 percent, of the pre-BBA amount, the
amount of payment under this part is
increased by the amount by which the
product of 0.71 and the pre-BBA
amount exceeds the product of 0.70 and
the prospective payment system
amount;

(3) At least 70 percent, but less than
80 percent, of the pre-BBA amount, the
amount of payment under this part is
increased by the amount by which the
product of 0.63 and the pre-BBA
amount, exceeds the product of 0.60 and
the PPS amount; or

(4) Less than 70 percent of the pre-
BBA amount, the amount of payment

§419.70

under this part shall be increased by 21
percent of the pre-BBA amount.

(b) For 2002. Except as provided in
paragraph (d) of this section, for cov-
ered hospital outpatient services fur-
nished during 2002, for which the pro-
spective payment system amount is—

(1) At least 90 percent, but less than
100 percent, of the pre-BBA amount,
the amount of payment under this part
is increased by 70 percent of the
amount of this difference;

(2) At least 80 percent, but less than
90 percent, of the pre-BBA amount, the
amount of payment under this part is
increased by the amount by which the
product of 0.61 and the pre-BBA
amount exceeds the product of 0.60 and
the prospective payment system
amount; or

(3) Less than 80 percent of the pre-
BBA amount, the amount of payment
under this part is increased by 13 per-
cent of the pre-BBA amount.

(c) For 2003. Except as provided in
paragraph (d) of this section, for cov-
ered hospital outpatient services fur-
nished during 2003, for which the pro-
spective payment system amount is—

(1) At least 90 percent, but less than
100 percent, of the pre-BBA amount,
the amount of payment under this part
is increased by 60 percent of the
amount of this difference; or

(2) Less than 90 percent of the pre-
BBA amount, the amount of payment
under this part is increased by 6 per-
cent of the pre-BBA amount.

(d) Hold harmless provisions—(1) Tem-
porary treatment for small rural hospitals
before January 1, 2006. For covered hos-
pital outpatient services furnished in a
calendar year before January 1, 2006,
for which the prospective payment sys-
tem amount is less than the pre-BBA
amount, the amount of payment under
this part is increased by the amount of
that difference if the hospital—

(i) Is located in a rural area as de-
fined in §412.64(b) of this chapter or is
treated as being located in a rural area
under section 1886(d)(8)(E) of the Act;
and

(ii) Has 100 or fewer beds as defined in
§412.105(b) of this chapter.

(2) Temporary treatment for small rural
hospitals on or after January 1, 2006. For
covered hospital outpatient services
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