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absorptiometry) or with a bone sonom-
eter system that has been cleared for
marketing for this use by the FDA
under 21 CFR part 807, or approved 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. Medicare
covers a medically necessary bone
mass measurement if the following
conditions are met:

(1) 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.

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

(3) It is reasonable and necessary for
diagnosing, treating, or monitoring the
condition of a beneficiary who meets
the conditions described in paragraph
(d) of this section.

(c) Standards on frequency of cov-
erage—(1) General rule. Except as al-
lowed under paragraph (c)(2) of this
section, Medicare may cover a bone
mass measurement for a beneficiary if
at least 23 months have passed since
the month the last bone mass measure-
ment was performed.

(2) Exception. If medically necessary,
Medicare may cover a bone mass meas-
urement for a beneficiary more fre-
quently than allowed under paragraph
(c)(1) of this section. Examples of situ-
ations where more frequent bone mass
measurement procedures may be medi-
cally necessary include, but are not
limited to, the following medical cir-
cumstances:

(i) Monitoring beneficiaries on long-
term glucocorticoid (steroid) therapy
of more than 3 months.

(ii) Allowing for a confirmatory base-
line bone mass measurement (either
central or peripheral) to permit moni-
toring of beneficiaries in the future if
the initial test was performed with a
technique that is different from the
proposed monitoring method.

(d) Beneficiaries who may be covered.
The following categories of bene-
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ficiaries may receive Medicare cov-
erage for a medically necessary bone
mass measurement:

(1) A woman who has been deter-
mined by the physician (or a qualified
nonphysician practitioner) treating her
to be estrogen-deficient and at clinical
risk for osteoporosis, based on her med-
ical history and other findings.

(2) An individual with vertebral ab-
normalities as demonstrated by an x-
ray to be indicative of osteoporosis,
osteopenia, or vertebral fracture.

(3) An individual receiving (or ex-
pecting to receive) glucocorticoid (ster-
oid) therapy equivalent to 7.5 mg of

prednisone, or greater, per day for
more than 3 months.
(4) An individual with primary

hyperparathyroidism.

(5) An individual being monitored to
assess the response to or efficacy of an
FDA-approved osteoporosis drug ther-
apy.

(e) Denial as not reasonable and nec-
essary. If CMS determines that a bone
mass measurement does not meet the
conditions for coverage in paragraphs
(b) or (d) of this section, or the stand-
ards on frequency of coverage in para-
graph (c) of this section, it is excluded
from Medicare coverage as not “rea-
sonable” and “necessary” under section
1862(a)(1)(A) of the Act and §411.15(k) of
this chapter.

[63 FR 34327, June 24, 1998]

§410.32 Diagnostic x-ray tests, diag-
nostic laboratory tests, and other
diagnostic tests: Conditions.

(a) Ordering diagnostic tests. All diag-
nostic x-ray tests, diagnostic labora-
tory tests, and other diagnostic tests
must be ordered by the physician who
is treating the beneficiary, that is, the
physician who furnishes a consultation
or treats a beneficiary for a specific
medical problem and who uses the re-
sults in the management of the bene-
ficiary’s specific medical problem.
Tests not ordered by the physician who
is treating the beneficiary are not rea-
sonable and necessary (see §411.15(k)(1)
of this chapter).

(1) Chiropractic exception. A physician
may order an x-ray to be used by a chi-
ropractor to demonstrate the sub-
luxation of the spine that is the basis
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for a beneficiary to receive manual ma-
nipulation treatments even though the
physician does not treat the bene-
ficiary.

(2) Mammography exception. A physi-
cian who meets the qualification re-
quirements for an interpreting physi-
cian under section 354 of the Public
Health Service Act as provided in
§410.34(a)(7) may order a diagnostic
mammogram based on the findings of a
screening mammogram even though
the physician does not treat the bene-
ficiary.

(3) Application to nonphysician practi-
tioners. Nonphysician practitioners
(that is, clinical nurse specialists, clin-
ical psychologists, clinical social work-
ers, nurse-midwives, nurse practi-
tioners, and physician assistants) who
furnish services that would be physi-
cian services if furnished by a physi-
cian, and who are operating within the
scope of their authority under State
law and within the scope of their Medi-
care statutory benefit, may be treated
the same as physicians treating bene-
ficiaries for the purpose of this para-
graph.

(b) Diagnostic x-ray and other diag-
nostic tests—(1) Basic rule. Except as in-
dicated in paragraph (b)(2) of this sec-
tion, all diagnostic x-ray and other di-
agnostic tests covered under section
1861(s)(3) of the Act and payable under
the physician fee schedule must be fur-
nished under the appropriate level of
supervision by a physician as defined in
section 1861(r) of the Act. Services fur-
nished without the required level of su-
pervision are not reasonable and nec-
essary (see §411.15(k)(1) of this chap-
ter).

(2) Exceptions. The following diag-
nostic tests payable under the physi-
cian fee schedule are excluded from the
basic rule set forth in paragraph (b)(1)
of this section:

(i) Diagnostic mammography proce-
dures, which are regulated by the Food
and Drug Administration.

(ii) Diagnostic tests personally fur-
nished by a qualified audiologist as de-
fined in section 1861(11)(3) of the Act.

(iii) Diagnostic psychological testing
services personally furnished by a clin-
ical psychologist or a qualified inde-
pendent psychologist as defined in pro-
gram instructions.

§410.32

(iv) Diagnostic tests (as established
through program instructions) person-
ally performed by a physical therapist
who is certified by the American Board
of Physical Therapy Specialties as a
qualified electrophysiologic clinical
specialist and permitted to provide the
service under State law.

(v) Diagnostic tests performed by a
nurse practitioner or clinical nurse
specialist authorized to perform the
tests under applicable State laws.

(vi) Pathology and laboratory proce-
dures listed in the 80000 series of the
Current Procedural Terminology pub-
lished by the American Medical Asso-
ciation.

(3) Levels of supervision. Except where
otherwise indicated, all diagnostic x-
ray and other diagnostic tests subject
to this provision and payable under the
physician fee schedule must be fur-
nished under at least a general level of
physician supervision as defined in
paragraph (b)(3)(i) of this section. In
addition, some of these tests also re-
quire either direct or personal super-
vision as defined in paragraphs (b)(3)(ii)
or (b)(3)(iii) of this section, respec-
tively. (However, diagnostic tests per-
formed by a physician assistant (PA)
that the PA is legally authorized to
perform under State law require only a
general level of physician supervision.)
When direct or personal supervision is
required, physician supervision at the
specified level is required throughout
the performance of the test.

(i) General supervision means the pro-
cedure is furnished under the physi-
cian’s overall direction and control,
but the physician’s presence is not re-
quired during the performance of the
procedure. Under general supervision,
the training of the nonphysician per-
sonnel who actually perform the diag-
nostic procedure and the maintenance
of the necessary equipment and sup-
plies are the continuing responsibility
of the physician.

(ii) Direct supervision in the office set-
ting means the physician must be
present in the office suite and imme-
diately available to furnish assistance
and direction throughout the perform-
ance of the procedure. It does not mean
that the physician must be present in
the room when the procedure is per-
formed.
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(iii) Personal supervision means a phy-
sicilan must be in attendance in the
room during the performance of the
procedure.

(c) Portable x-ray services. Portable x-
ray services furnished in a place of res-
idence used as the patient’s home are
covered if the following conditions are
met:

(1) These services are furnished under
the general supervision of a physician,
as defined in paragraph (b)(3)(i) of this
section.

(2) The supplier of these services
meets the requirements set forth in
part 486, subpart C of this chapter, con-
cerning conditions for coverage for
portable x-ray services.

(3) The procedures are limited to—

(i) Skeletal films involving the ex-
tremities, pelvis, vertebral column, or
skull;

(ii) Chest or abdominal films that do
not involve the use of contrast media;
and

(iii) Diagnostic mammograms if the
approved portable x-ray supplier, as de-
fined in subpart C of part 486 of this
chapter, meets the -certification re-
quirements of section 354 of the Public
Health Service Act, as implemented by
21 CFR part 900, subpart B.

(d) Diagnostic laboratory tests. (1) Who
may furnish services. Medicare Part B
pays for covered diagnostic laboratory
tests that are furnished by any of the
following:

(i) A participating hospital or par-
ticipating RPCH.

(ii) A nonparticipating hospital that
meets the requirements for emergency
outpatient services specified in subpart
G of part 424 of this chapter and the
laboratory requirements specified in
part 493 of this chapter.

(iii) The office of the patient’s at-
tending or consulting physician if that
physician is a doctor of medicine, oste-
opathy, podiatric medicine, dental sur-
gery, or dental medicine.

(iv) An RHC.

(v) A laboratory, if it meets the ap-
plicable requirements for laboratories
of part 493 of this chapter, including
the laboratory of a nonparticipating
hospital that does not meet the re-
quirements for emergency outpatient
services in subpart G of part 424 of this
chapter.
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(vi) An FQHC.

(vii) An SNF to its resident under
§411.15(p) of this chapter, either di-
rectly (in accordance with
§483.75(k)(1)(i) of this chapter) or under
an arrangement (as defined in §409.3 of
this chapter) with another entity de-
scribed in this paragraph.

(2) Documentation and recordkeeping
requirements.

(i) Ordering the service. The physician
or (qualified nonphysican practitioner,
as defined in paragraph (a)(3) of this
section), who orders the service must
maintain documentation of medical ne-
cessity in the beneficiary’s medical
record.

(ii) Submitting the claim. The entity
submitting the claim must maintain
the following documentation:

(A) The documentation that it re-
ceives from the ordering physician or
nonphysician practitioner.

(B) The documentation that the in-
formation that it submitted with the
claim accurately reflects the informa-
tion it received from the ordering phy-
sician or nonphysician practitioner.

(iii) Requesting additional information.
The entity submitting the claim may
request additional diagnostic and other
medical information to document that
the services it bills are reasonable and
necessary. If the entity requests addi-
tional documentation, it must request
material relevant to the medical neces-
sity of the specific test(s), taking into
consideration current rules and regula-
tions on patient confidentiality.

(3) Claims review. (i) Documentation re-
quirements. Upon request by CMS, the
entity submitting the claim must pro-
vide the following information:

(A) Documentation of the order for
the service billed (including informa-
tion sufficient to enable CMS to iden-
tify and contact the ordering physician
or nonphysician practitioner).

(B) Documentation showing accurate
processing of the order and submission
of the claim.

(C) Diagnostic or other medical infor-
mation supplied to the laboratory by
the ordering physician or nonphysician
practitioner, including any ICD-9-CM
code or narrative description supplied.

(ii) Services that are not reasonable and
necessary. If the documentation pro-
vided under paragraph (d)(3)(i) of this
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section does not demonstrate that the
service is reasonable and necessary,
CMS takes the following actions:

(A) Provides the ordering physician
or nonphysician practitioner informa-
tion sufficient to identify the claim
being reviewed.

(B) Requests from the ordering physi-
cian or nonphysician practitioner those
parts of a beneficiary’s medical record
that are relevant to the specific
claim(s) being reviewed.

(C) If the ordering physician or non-
physician practitioner does not supply
the documentation requested, informs
the entity submitting the claim(s) that
the documentation has not been sup-
plied and denies the claim.

(iii) Medical necessity. The entity sub-
mitting the claim may request addi-
tional diagnostic and other medical in-
formation from the ordering physician
or nonphysician practitioner to docu-
ment that the services it bills are rea-
sonable and necessary. If the entity re-
quests additional documentation, it
must request material relevant to the
medical necessity of the specific
test(s), taking into consideration cur-
rent rules and regulations on patient
confidentiality.

(4) Automatic denial and manual re-
view. (i) General rule. Except as pro-
vided in paragraph (d)(4)(ii) of this sec-
tion, CMS does not deny a claim for
services that exceed utilization param-
eters without reviewing all relevant
documentation that is submitted with
the claim (for example, justifications
prepared by providers, primary and sec-
ondary diagnoses, and copies of med-
ical records).

(ii) Exceptions. CMS may automati-
cally deny a claim without manual re-
view if a national coverage decision or
LMRP specifies the circumstances
under which the service is denied, or
the service is specifically excluded
from Medicare coverage by law.

(e) Diagnostic laboratory tests fur-
nished in hospitals and CAHs. The pro-
visions of paragraphs (a) and (d)(2)
through (d)(4), inclusive, of this section
apply to all diagnostic laboratory test
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furnished by hospitals and CAHs to
outpatients.

[62 FR 59098, Oct. 31, 1997, as amended at 63
FR 26308, May 12, 1998; 63 FR 53307, Oct. 5,
1998; 63 FR 58906, Nov. 2, 1998; 64 FR 59440,
Nov. 2, 1999; 66 FR 58809, Nov. 23, 2001]

§410.33 Independent diagnostic test-
ing facility.

(a) General rule. (1) Effective for diag-
nostic procedures performed on or after
March 15, 1999, carriers will pay for di-
agnostic procedures under the physi-
cian fee schedule only when performed
by a physician, a group practice of phy-
sicians, an approved supplier of port-
able x-ray services, a nurse practi-
tioner, or a clinical nurse specialist
when he or she performs a test he or
she is authorized by the State to per-
form, or an independent diagnostic
testing facility (IDTF). An IDTF may
be a fixed location, a mobile entity, or
an individual nonphysician practi-
tioner. It is independent of a physi-
cian’s office or hospital; however, these
rules apply when an IDTF furnishes di-
agnostic procedures in a physician’s of-
fice.

(2) Exceptions. The following diag-
nostic tests that are payable under the
physician fee schedule and furnished by
a nonhospital testing entity are not re-
quired to be furnished in accordance
with the criteria set forth in para-
graphs (b) through (e) of this section:

(i) Diagnostic mammography proce-
dures, which are regulated by the Food
and Drug Administration.

(ii) Diagnostic tests personally fur-
nished by a qualified audiologist as de-
fined in section 1861(11)(3) of the Act.

(iii) Diagnostic psychological testing
services personally furnished by a clin-
ical psychologist or a qualified inde-
pendent psychologist as defined in pro-
gram instructions.

(iv) Diagnostic tests (as established
through program instructions) person-
ally performed by a physical therapist
who is certified by the American Board
of Physical Therapy Specialties as a
qualified electrophysiologic clinical
specialist and permitted to provide the
service under State law.

(b) Supervising physician. (1) An IDTF
must have one or more supervising
physicians who are responsible for the
direct and ongoing oversight of the
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