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central or peripheral) to permit monitoring 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 beneficiaries may receive Medicare coverage for a medically necessary bone
mass measurement:
(1) A woman who has been determined by the physician (or a qualified
nonphysician practitioner) treating her
to be estrogen-deficient and at clinical
risk for osteoporosis, based on her medical history and other findings.
(2) An individual with vertebral abnormalities as demonstrated by an xray to be indicative of osteoporosis,
osteopenia, or vertebral fracture.
(3) An individual receiving (or expecting to receive) glucocorticoid (steroid) 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 therapy.
(e) Denial as not reasonable and necessary. 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 standards on frequency of coverage in paragraph (c) of this section, it is excluded
from Medicare coverage as not ‘‘reasonable’’ 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, diagnostic laboratory tests, and other
diagnostic tests: Conditions.
(a) Ordering diagnostic tests. All diagnostic x-ray tests, diagnostic laboratory 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 results in the management of the beneficiary’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 chiropractor to demonstrate the subluxation of the spine that is the basis
for a beneficiary to receive manual manipulation treatments even though the
physician does not treat the beneficiary.
(2) Mammography exception. A physician who meets the qualification requirements for an interpreting physician 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 beneficiary.
(3) Application to nonphysician practitioners.
Nonphysician
practitioners
(that is, clinical nurse specialists, clinical psychologists, clinical social workers, nurse-midwives, nurse practitioners, and physician assistants) who
furnish services that would be physician services if furnished by a physician, and who are operating within the
scope of their authority under State
law and within the scope of their Medicare statutory benefit, may be treated
the same as physicians treating beneficiaries for the purpose of this paragraph.
(b) Diagnostic x-ray and other diagnostic tests—(1) Basic rule. Except as indicated in paragraph (b)(2) of this section, all diagnostic x-ray and other diagnostic tests covered under section
1861(s)(3) of the Act and payable under
the physician fee schedule must be furnished under the appropriate level of
supervision by a physician as defined in
section 1861(r) of the Act. Services furnished without the required level of supervision are not reasonable and necessary (see § 411.15(k)(1) of this chapter).
(2) Exceptions. The following diagnostic tests payable under the physician fee schedule are excluded from the
basic rule set forth in paragraph (b)(1)
of this section:
(i) Diagnostic mammography procedures, which are regulated by the Food
and Drug Administration.
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(ii) Diagnostic tests personally furnished by a qualified audiologist as defined in section 1861(ll)(3) of the Act.
(iii) Diagnostic psychological testing
services personally furnished by a clinical psychologist or a qualified independent psychologist as defined in program instructions.
(iv) Diagnostic tests (as established
through program instructions) personally 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 procedures listed in the 80000 series of the
Current Procedural Terminology published by the American Medical Association.
(3) Levels of supervision. Except where
otherwise indicated, all diagnostic xray and other diagnostic tests subject
to this provision and payable under the
physician fee schedule must be furnished 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 require either direct or personal supervision as defined in paragraphs (b)(3)(ii)
or (b)(3)(iii) of this section, respectively. (However, diagnostic tests performed 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 procedure is furnished under the physician’s overall direction and control,
but the physician’s presence is not required during the performance of the
procedure. Under general supervision,
the training of the nonphysician personnel who actually perform the diagnostic procedure and the maintenance
of the necessary equipment and supplies are the continuing responsibility
of the physician.
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(ii) Direct supervision in the office setting means the physician must be
present in the office suite and immediately available to furnish assistance
and direction throughout the performance of the procedure. It does not mean
that the physician must be present in
the room when the procedure is performed.
(iii) Personal supervision means a physician must be in attendance in the
room during the performance of the
procedure.
(c) Portable x-ray services. Portable xray services furnished in a place of residence 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, concerning conditions for coverage for
portable x-ray services.
(3) The procedures are limited to—
(i) Skeletal films involving the extremities, 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 defined in subpart C of part 486 of this
chapter, meets the certification requirements 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 participating 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 attending or consulting physician if that
physician is a doctor of medicine, osteopathy, podiatric medicine, dental surgery, or dental medicine.
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(iv) An RHC.
(v) A laboratory, if it meets the applicable requirements for laboratories
of part 493 of this chapter, including
the laboratory of a nonparticipating
hospital that does not meet the requirements for emergency outpatient
services in subpart G of part 424 of this
chapter.
(vi) An FQHC.
(vii) An SNF to its resident under
§ 411.15(p) of this chapter, either directly
(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 described 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 necessity 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 receives from the ordering physician or
nonphysician practitioner.
(B) The documentation that the information that it submitted with the
claim accurately reflects the information it received from the ordering physician 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 additional documentation, it must request
material relevant to the medical necessity of the specific test(s), taking into
consideration current rules and regulations on patient confidentiality.
(3) Claims review. (i) Documentation requirements. Upon request by CMS, the
entity submitting the claim must provide the following information:
(A) Documentation of the order for
the service billed (including information sufficient to enable CMS to identify 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 information 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 provided under paragraph (d)(3)(i) of this
section does not demonstrate that the
service is reasonable and necessary,
CMS takes the following actions:
(A) Provides the ordering physician
or nonphysician practitioner information sufficient to identify the claim
being reviewed.
(B) Requests from the ordering physician 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 nonphysician practitioner does not supply
the documentation requested, informs
the entity submitting the claim(s) that
the documentation has not been supplied and denies the claim.
(iii) Medical necessity. The entity submitting the claim may request additional diagnostic and other medical information from the ordering physician
or nonphysician practitioner to document that the services it bills are reasonable and necessary. If the entity requests additional documentation, it
must request material relevant to the
medical necessity of the specific
test(s), taking into consideration current rules and regulations on patient
confidentiality.
(4) Automatic denial and manual review. (i) General rule. Except as provided in paragraph (d)(4)(ii) of this section, CMS does not deny a claim for
services that exceed utilization parameters without reviewing all relevant
documentation that is submitted with
the claim (for example, justifications
prepared by providers, primary and secondary diagnoses, and copies of medical records).
(ii) Exceptions. CMS may automatically deny a claim without manual review if a national coverage decision or
LMRP specifies the circumstances
under which the service is denied, or
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the service is specifically excluded
from Medicare coverage by law.
(e) Diagnostic laboratory tests furnished in hospitals and CAHs. The provisions of paragraphs (a) and (d)(2)
through (d)(4), inclusive, of this section
apply to all diagnostic laboratory test
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 testing facility.
(a) General rule. (1) Effective for diagnostic procedures performed on or after
March 15, 1999, carriers will pay for diagnostic procedures under the physician fee schedule only when performed
by a physician, a group practice of physicians, an approved supplier of portable x-ray services, a nurse practitioner, or a clinical nurse specialist
when he or she performs a test he or
she is authorized by the State to perform, or an independent diagnostic
testing facility (IDTF). An IDTF may
be a fixed location, a mobile entity, or
an individual nonphysician practitioner. It is independent of a physician’s office or hospital; however, these
rules apply when an IDTF furnishes diagnostic procedures in a physician’s office.
(2) Exceptions. The following diagnostic tests that are payable under the
physician fee schedule and furnished by
a nonhospital testing entity are not required to be furnished in accordance
with the criteria set forth in paragraphs (b) through (e) of this section:
(i) Diagnostic mammography procedures, which are regulated by the Food
and Drug Administration.
(ii) Diagnostic tests personally furnished by a qualified audiologist as defined in section 1861(ll)(3) of the Act.
(iii) Diagnostic psychological testing
services personally furnished by a clinical psychologist or a qualified independent psychologist as defined in program instructions.
(iv) Diagnostic tests (as established
through program instructions) personally performed by a physical therapist
who is certified by the American Board
of Physical Therapy Specialties as a
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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
quality of the testing performed, the
proper operation and calibration of the
equipment used to perform tests, and
the qualification of nonphysician personnel who use the equipment. This
level of supervision is that required for
general supervision set forth in
§ 410.32(b)(3)(i).
(2) The supervising physician must
evidence proficiency in the performance and interpretation of each type of
diagnostic procedure performed by the
IDTF. The proficiency may be documented by certification in specific
medical specialties or subspecialties or
by criteria established by the carrier
for the service area in which the IDTF
is located. In the case of a procedure
requiring the direct or personal supervision of a physician as set forth in
§ 410.32(b)(3)(ii) or (b)(3)(iii), the IDTF’s
supervising physician must personally
furnish this level of supervision whether the procedure is performed in the
IDTF or, in the case of mobile services,
at the remote location. The IDTF must
maintain documentation of sufficient
physician resources during all hours of
operations to assure that the required
physician supervision is furnished. In
the case of procedures requiring direct
supervision, the supervising physician
may oversee concurrent procedures.
(c) Nonphysician personnel. Any nonphysician personnel used by the IDTF
to perform tests must demonstrate the
basic qualifications to perform the
tests in question and have training and
proficiency as evidenced by licensure
or certification by the appropriate
State health or education department.
In the absence of a State licensing
board, the technician must be certified
by
an
appropriate
national
credentialing body. The IDTF must
maintain documentation available for
review that these requirements are
met.
(d) Ordering of tests. All procedures
performed by the IDTF must be specifically ordered in writing by the physician who is treating the beneficiary,
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