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make an ASC payment and other revi-
sions as appropriate.

[76 FR 74582, Nov. 30, 2011]

§416.174 Payment for non-opioid pain
management drugs and biologicals
that function as supplies in surgical
procedures.

(a) Eligibility for separate payment for
non-opioid pain management drugs and
biologicals. Beginning on or after Janu-
ary 1, 2022, a non-opioid pain manage-
ment drug or biological that functions
as a surgical supply is eligible for sepa-
rate payment for an applicable cal-
endar year if CMS determines it meets
the following requirements through
that year’s rulemaking:

(1) The drug is approved under a new
drug application under section 505(c) of
the Federal Food, Drug, and Cosmetic
Act (FDCA), under an abbreviated new
drug application under section 505(j),
or, in the case of a biological product,
is licensed under section 351 of the Pub-
lic Health Service Act. The product has
an FDA approved indication for pain
management or analgesia.

(2) The per-day cost of the drug or bi-
ological estimated by CMS for the year
exceeds the OPPS drug packaging
threshold set for such year through no-
tice and comment rulemaking.

(3) The drug or biological does not
have transitional pass-through pay-
ment status under §419.64 of this sub-
chapter. In the case where a drug or bi-
ological otherwise meets the require-
ments under this section and has tran-
sitional pass-through payment status
that expires during the calendar year,
the drug or biological will qualify for
separate payment as specified in this
paragraph (a) during such calendar
year on the first day of the next cal-
endar year quarter following the expi-
ration of its pass-through status.

(4) The drug or biological is not al-
ready separately payable in the OPPS
or ASC payment system under a policy
other than the one specified in this sec-
tion.

(b) [Reserved]

[86 FR 63993, Nov. 16, 2021, as amended at 87
FR 72291, Nov. 23, 2022]

§416.179

§416.178 Limitations on administra-
tive and judicial review.

There is no administrative or judicial
review under section 1869 of the Act,
section 1878 of the Act, or otherwise of
the following:

(a) The classification system;

(b) Relative weights;

(c) Payment amounts; and

(d) Geographic adjustment factors.

§416.179 Payment and coinsurance re-
duction for devices replaced with-
out cost or when full or partial
credit is received.

(a) General rule. CMS reduces the
amount of payment for a covered sur-
gical procedure for which CMS deter-
mines that a significant portion of the
payment is attributable to the cost of
an implanted device not on pass-
through status under subpart G of part
419 of this subchapter when one of the
following situations occur:

(1) The device is replaced without
cost to the ASC or the beneficiary;

(2) The ASC receives full credit for
the cost of a replaced device; or

(3) The ASC receives partial credit
for the cost of a replaced device but
only where the amount of the device
credit is greater than or equal to 50
percent of the cost of the new replace-
ment device being implanted.

(b) Amount of reduction to the ASC
payment for the covered surgical proce-
dure. (1) The amount of the reduction
to the ASC payment made under para-
graphs (a)(1) and (a)(2) of this section is
calculated in the same manner as the
device payment reduction that would
be applied to the ASC payment for the
covered surgical procedure in order to
remove predecessor device costs so that
the ASC payment amount for a device
with pass-through status under §419.66
of this subchapter represents the full
cost of the device, and no packaged de-
vice payment is provided through the
ASC payment for the covered surgical
procedure.

(2) The amount of the reduction to
the ASC payment made under para-
graph (a)(3) of this section is 50 percent
of the payment reduction that would
be calculated under paragraph (b)(1) of
this section.
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