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§410.30 Prescription drugs used in im-
munosuppressive therapy.

(a) Scope. Payment may be made for
prescription drugs used in immuno-
suppressive therapy that have been ap-
proved for marketing by the FDA and
that meet one of the following condi-
tions:

(1) The approved labeling includes
the indication for preventing or treat-
ing the rejection of a transplanted
organ or tissue.

(2) The approved labeling includes
the indication for use in conjunction
with immunosuppressive drugs to pre-
vent or treat rejection of a trans-
planted organ or tissue.

(3) Have been determined by a carrier
(in accordance with part 421, subpart C
of this chapter), in processing a Medi-
care claim, to be reasonable and nec-
essary for the specific purpose of pre-
venting or treating the rejection of a
patient’s transplanted organ or tissue,
or for use in conjunction with immuno-
suppressive drugs for the purpose of
preventing or treating the rejection of
a patient’s transplanted organ or tis-
sue. (In making these determinations,
the carriers may consider factors such
as authoritative drug compendia, cur-
rent medical literature, recognized
standards of medical practice, and pro-
fessional medical publications.)

(b) Eligibility. For drugs furnished on
or after December 21, 2000, coverage is
available only for prescription drugs
used in immunosuppressive therapy,
furnished to an individual who received
an organ or tissue transplant for which
Medicare payment is made, provided
the individual is eligible to receive
Medicare Part B benefits, including,
beginning January 1, 2023, an indi-
vidual who meets the requirements
specified in §407.55 of this subchapter.

(c) Coverage. Drugs are covered under
this provision irrespective of whether
they can be self-administered.

[60 FR 8955, Feb. 16, 1995. Redesignated at 63
FR 34327, June 24, 1998; 74 FR 62002, Nov. 25,
2009; 87 FR 66510, Nov. 3, 2022]

§410.31 Bone mass measurement: Con-
ditions for coverage and frequency
standards.

(a) Definition. As used in this section
unless specified otherwise, the fol-
lowing definition applies:

§410.31

Bone mass measurement means a
radiologic, radioisotopic, or other pro-
cedure that meets the following condi-
tions:

(1) Is performed for the purpose of
identifying bone mass, detecting bone
loss, or determining bone quality.

(2) Is performed with either a bone
densitometer (other than single-photon
or dual-photon absorptiometry) or with
a bone sonometer system that has been
cleared for marketing for this use by
the FDA under 21 CFR part 807, or ap-
proved for marketing by the FDA for
this use under 21 CFR part 814.

(3) Includes a physician’s interpreta-
tion of the results of the procedure.

(b) Conditions for coverage. (1) Medi-
care covers a medically necessary bone
mass measurement if the following
conditions are met:

(i) Following an evaluation of the
beneficiary’s need for the measure-
ment, including a determination as to
the medically appropriate procedure to
be used for the beneficiary, it is or-
dered by the physician or a qualified
nonphysician practitioner (as these
terms are defined in §410.32(a)) treating
the beneficiary.

(ii) It is performed under the appro-
priate level of supervision of a physi-
cian (as set forth in §410.32(b)).

(iii) It is reasonable and necessary for
diagnosing and treating the Condition
of a beneficiary who meets the condi-
tions described in paragraph (d) of this
section.

(2) Medicare covers a medically nec-
essary bone mass measurement for an
individual defined under paragraph
(d)(b) of this section if the conditions
under paragraph (b)(1) of this section
are met and the monitoring is per-
formed by the use of a dual energy x-
ray absorptiometry system (axial skel-
eton).

(3) Medicare covers a medically nec-
essary confirmatory baseline bone
mass measurement for an individual
defined under paragraph (d) of this sec-
tion, if the conditions under paragraph
(b)(1) of this section are met and the
confirmatory baseline bone mass meas-
urement is performed by a dual energy
x-ray absorptiometry system (axial
skeleton) and the initial measurement
was not performed by a dual energy x-
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