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of developing cervical cancer or vag-
inal cancer, as determined in accord-
ance with the following risk factors:

(i) High risk factors for cervical can-
cer:

(A) Early onset of sexual activity
(under 16 years of age).

(B) Multiple sexual partners (five or
more in a lifetime).

(C) History of a sexually transmitted
disease (including HIV infection).

(D) Absence of three negative or any
Pap smears within the previous 7
years.

(ii) High risk factor for vaginal can-
cer: DES (diethylstilbestrol)-exposed
daughters of women who took DES
during pregnancy.

(3) More frequent screening for women
of childbearing age. Subject to the limi-
tation as specified in paragraph (b)(4)
of this section, payment may be made
for a screening pelvic examination per-
formed more frequently than once
every 24 months if the test is per-
formed by a physician or other practi-
tioner as specified in paragraph (a) of
this section for a woman of child-
bearing age who has had an examina-
tion that indicated the presence of cer-
vical or vaginal cancer or other abnor-
mality during any of the preceding 3
years. The term ‘“woman of child-
bearing age’ means a woman who is
premenopausal, and has been deter-
mined by a physician, or a qualified
practitioner, as specified in paragraph
(a) of this section, to be of childbearing
age, based on her medical history or
other findings.

(4) Limitation applicable to women at
high risk and those of childbearing age.
Payment is not made for a screening
pelvic examination for women consid-
ered to be at high risk (under any of
the criteria described in paragraph
(b)(2) of this section), or who qualify
for coverage under the childbearing
provision (under the criteria described
in paragraph (b)(3) of this section)
more frequently than once every 11
months after the month that the last
screening pelvic examination covered
by Medicare was performed.

[62 FR 59101, Oct. 31, 1997; 63 FR 4596, Jan. 30,
1998, as amended at 66 FR 55329, Nov. 1, 2001]
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§410.57 Preventive vaccines.

(a) Medicare Part B pays for the
pneumococcal vaccine and its adminis-
tration.

(b) Medicare Part B pays for the in-
fluenza virus vaccine and its adminis-
tration.

(c) Medicare Part B pays for the
COVID-19 vaccine (or monoclonal anti-
bodies used for pre-exposure prophy-
laxis of COVID-19) and its administra-
tion.

(d) Medicare Part B pays for the Hep-
atitis B vaccine and its administration,
as defined in §410.63(a).

[63 FR 35066, June 26, 1998, as amended at 85
FR 71197, Nov. 6, 2020; 87 FR 70223, Nov. 18,
2022; 88 FR 79527, Nov. 16, 2023]

§410.58 Additional services to HMO
and CMP enrollees.

Services not usually covered under
Medicare Part B may be covered as
medical and other health services if
they are furnished to an enrollee of an
HMO or a CMP and the following condi-
tions are met:

(a) The services are—

(1) Furnished by a physician assist-
ant or nurse practitioner as defined in
§491.2 of this chapter, or are incident to
services furnished by such a practi-
tioner; or

(2) Furnished by a clinical psycholo-
gist as defined in §417.416 of this chap-
ter to an enrollee of an HMO or CMP
that participates in Medicare under a
risk-sharing contract, or are incident
to those services.

(b) The services are services that
would be covered under Medicare Part
B if they were furnished by a physician
or as incident to a physician’s profes-
sional services.

§410.59 Outpatient occupational ther-
apy services: Conditions.

(a) Basic rule. Except as specified in
paragraph (a)3)(iii) of this section,
Medicare Part B pays for outpatient
occupational therapy services only if
they are furnished by an individual
meeting the qualifications in part 484
of this chapter for an occupational
therapist or an appropriately super-
vised occupational therapy assistant
but only under the following condi-
tions:
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(1) They are furnished to a bene-
ficiary while he or she is under the care
of a physician who is a doctor of medi-
cine, osteopathy, or podiatric medi-
cine.

(2) They are furnished under a writ-
ten plan of treatment that meets the
requirements of §410.61.

(3) They are furnished—

(i) By a provider as defined in §489.2
of this chapter, or by others under ar-
rangements with, and under the super-
vision of, a provider; or

(ii) By, or under the direct super-
vision (or as specified otherwise) of, an
occupational therapist in private prac-
tice as described in paragraph (c) of
this section; or

(iii) By, or incident to the service of,
a physician, physician assistant, clin-
ical nurse specialist, or nurse practi-
tioner when those professionals may
perform occupational therapy services
within the scope of State law. When an
occupational therapy service is pro-
vided incident to the service of a physi-
cian, physician assistant, clinical nurse
specialist, or nurse practitioner, by
anyone other than a physician, physi-
cian assistant, clinical nurse specialist,
or nurse practitioner, the service and
the person who furnishes the service
must meet the standards and condi-
tions that apply to occupational ther-
apy and occupational therapists, ex-
cept that a license to practice occupa-
tional therapy in the State is not re-
quired.

(4) Effective for dates of service on
and after January 1, 2020, for occupa-
tional therapy services described in
paragraph (a)3)(i) or (ii) of this sec-
tion, as applicable—

(i) Claims for services furnished in
whole or in part by an occupational
therapy assistant must include the pre-
scribed modifier; and

(ii) Effective for dates of service on
or after January 1, 2022, claims for such
services that include the modifier and
for which payment is made under sec-
tions 1848 or 1834(k) of the Act are paid
an amount equal to 85 percent of the
amount of payment otherwise applica-
ble for the service.

(iii) For purposes of this paragraph,
“furnished in whole or in part’’ means
when the occupational therapy assist-
ant either:

§410.59

(A) Furnishes all the minutes of a
service exclusive of the occupational
therapist; or

(B) Except as provided in paragraph
(a)(4)(iv) of this section, furnishes a
portion of a service, or in the case of a
15-minute (or other time interval)
timed code, a portion of a unit of serv-
ice separately from the part furnished
by the occupational therapist such
that the minutes for that portion of a
service (or unit of a service) furnished
by the occupational therapist assistant
exceed 10 percent of the total minutes
for that service (or unit of a service).

(iv) Paragraph (a)(4)(iii)(B) of this
section does not apply when deter-
mining whether the prescribed modi-
fier applies to the last 15-minute unit
of a service billed for a patient on a
treatment day when the occupational
therapist provides more than the mid-
point of a 15-minute timed code, that
is, 8 or more minutes, regardless of any
minutes for the same service furnished
by the occupational therapy assistant.

(v) Where there are two remaining 15-
minute units to bill of the same serv-
ice, and the occupational therapist and
occupational therapy assistant each
provided between 9 and 14 minutes of
the service with a total time of at least
23 minutes and no more than 28 min-
utes, one unit of the service is billed
with the prescribed modifier for the
minutes furnished by the occupational
therapy assistant and one unit is billed
without the prescribed modifier for the
service provided by the occupational
therapist.

(b) Conditions for coverage of out-
patient therapy services furnished to cer-
tain inpatients of a hospital or a CAH or
SNF. Medicare Part B pays for out-
patient occupational therapy services
furnished to an inpatient of a hospital,
CAH, or SNF who requires them but
who has exhausted or is otherwise in-
eligible for benefit days under Medi-
care Part A.

(c) Special provisions for services fur-
nished by occupational therapists in pri-
vate practice—(1) Basic qualifications. In
order to qualify under Medicare as a
supplier of outpatient occupational
therapy services, each individual occu-
pational therapist in private practice
must meet the following requirements:
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(i) Be legally authorized (if applica-
ble, licensed, certified, or registered) to
engage in the private practice of occu-
pational therapy by the State in which
he or she practices, and practice only
within the scope of his or her license,
certification, or registration.

(ii) Engage in the private practice of
occupational therapy on a regular basis
as an individual, in one of the following
practice types: a solo practice, partner-
ship, or group practice; or as an em-
ployee of one of these.

(iii) Bill Medicare only for services
furnished in his or her private practice
office space, or in the patient’s home.
A therapist’s private practice office
space refers to the location(s) where
the practice is operated, in the State(s)
where the therapist (and practice, if
applicable) is legally authorized to fur-
nish services, during the hours that the
therapist engages in practice at that
location. When services are furnished
in private practice office space, that
space must be owned, leased, or rented
by the practice and used for the exclu-
sive purpose of operating the practice.
A patient’s home does not include any
institution that is a hospital, an CAH,
or a SNF.

(iv) Treat individuals who are pa-
tients of the practice and for whom the
practice collects fees for the services
furnished.

(2) Supervision of occupational therapy
services. Except as otherwise provided
in this paragraph, occupational ther-
apy services are performed by, or under
the direct supervision of, an occupa-
tional therapist in private practice. All
services not performed personally by
the therapist must be performed by
employees of the practice, directly su-
pervised by the therapist, and included
in the fee for the therapist’s services.
Remote therapeutic monitoring serv-
ices may be performed by an occupa-
tional therapy assistant under the gen-
eral supervision of the occupational
therapist in private practice; services
performed by an unenrolled occupa-
tional therapist must be under the di-
rect supervision of the occupational
therapist.

(d) Excluded services. No service is in-
cluded as an outpatient occupational
therapy service if it would not be in-
cluded as an inpatient hospital service

42 CFR Ch. IV (10-1-24 Edition)

if furnished to a hospital or CAH inpa-
tient.

(e) Annual limitation on incurred ex-
penses. (1) Amount of limitation. (i) In
1999, 2000, and 2001, no more than $1,500
of allowable charges incurred in a cal-
endar year for outpatient occupational
therapy services are recognized in-
curred expenses.

(ii) In 2002 and thereafter, the limita-
tion is determined by increasing the
limitation in effect in the previous cal-
endar year by the increase in the Medi-
care Economic Index for the current
year.

(iii) The limitation is not applied for
services furnished from December 8,
2003 through December 31, 2005.

(iv) Outpatient occupational therapy
services furnished by a CAH directly or
under arrangements must be counted
towards the annual limitation on in-
curred expenses as if such services were
paid under section 1834(k)(1)(b) of the
Act.

(v) Beginning in 2018 and for each
successive calendar year, the amount
described in paragraph (e)(1)(ii) of this
section is no longer applied as a limita-
tion on incurred expenses for out-
patient occupational therapy services,
but, is instead applied as a threshold
above which claims for occupational
therapy services must include the KX
modifier (the KX modifier threshold) to
indicate that the service is medically
necessary and justified by appropriate
documentation in the medical record
and claims for services above the KX
modifier threshold that do not include
the KX modifier are denied.

(2) For purposes of applying the KX
modifier threshold, outpatient occupa-
tional therapy includes:

(i) Outpatient occupational therapy
services furnished under this section;

(ii) Outpatient occupational therapy
services furnished by a comprehensive
outpatient rehabilitation facility;

(iii) Outpatient occupational therapy
services furnished by a physician or in-
cident to a physician’s service;

(iv) Outpatient occupational therapy
services furnished by a nurse practi-
tioner, clinical nurse specialist, or phy-
sician assistant or incident to their
services; and

(v) Outpatient occupational therapy
services furnished by a CAH directly or
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under arrangements, included in the
amount of annual incurred expenses as
if such services were furnished under
section 1834(k)(1)(B) of the Act.

(3) A process for medical review of
claims for outpatient occupational
therapy services applies as follows:

(i) For 2012 through 2017, medical re-
view applies to claims for services at or
in excess of $3,700 of recognized in-
curred expenses as described in para-
graph (e)(1)(i) of this section.

(A) For 2012, 2013, and 2014 all claims
at and above the $3,700 medical review
threshold are subject to medical re-
view; and

(B) For 2015, 2016, and 2017 claims at
and above the $3,700 medical review
threshold are subject to a targeted
medical review process.

(ii) For 2018 and subsequent years, a
targeted medical review process applies
when the accrued annual incurred ex-
penses reach the following medical re-
view threshold amounts:

(A) Beginning with 2018 and before
2028, $3,000;

(B) For 2028 and each year thereafter,
the applicable medical review thresh-
old is determined by increasing the
medical review threshold in effect for
the previous year (starting with $3,000
in 2027) by the increase in the Medicare
Economic Index for the current year.

[63 FR 58906, Nov. 2, 1998, as amended at 67
FR 80040, Dec. 31, 2002; 69 FR 66421, Nov. 15,
2004; 72 FR 66399, Nov. 27, 2007; 77 FR 69363,
Nov. 16, 2012; 78 FR 74811, Dec. 10, 2013; 79 FR
68002, Nov. 13, 2014; 83 FR 60073, Nov. 23, 2018;
84 FR 63188, Nov. 15, 2019; 86 FR 65664, Nov. 19,
2021; 88 FR 79527, Nov. 16, 2023]

§410.60 Outpatient physical therapy
services: Conditions.

(a) Basic rule. Except as specified in
paragraph (a)(3)(iii) of this section,
Medicare Part B pays for outpatient
physical therapy services only if they
are furnished by an individual meeting
the qualifications in part 484 of this
chapter for a physical therapist or an
appropriately supervised physical ther-
apist assistant but only under the fol-
lowing conditions:

(1) They are furnished to a bene-
ficiary while he or she is under the care
of a physician who is a doctor of medi-
cine, osteopathy, or podiatric medi-
cine.

§410.60

(2) They are furnished under a writ-
ten plan of treatment that meets the
requirements of §410.61.

(3) They are furnished—

(i) By a provider as defined in §489.2
of this chapter, or by others under ar-
rangements with, and under the super-
vision of, a provider; or

(ii) By, or under the direct super-
vision (or as specified otherwise) of, a
physical therapist in private practice
as described in paragraph (c) of this
section; or

(iii) By, or incident to the service of,
a physician, physician assistant, clin-
ical nurse specialist, or nurse practi-
tioner when those professionals may
perform physical therapy services
under State law. When a physical ther-
apy service is provided incident to the
service of a physician, physician’s as-
sistant, clinical nurse specialist, or
nurse practitioner, by anyone other
than a physician, physician assistant,
clinical nurse specialist, or nurse prac-
titioner, the service and the person
who furnishes the service must meet
the standards and conditions that
apply to physical therapy and physical
therapists, except that a license to
practice physical therapy in the State
is not required.

(4) Effective for dates of service on
and after January 1, 2020, for physical
therapy services described in para-
graphs (a)(3)(i) or (ii) of this section, as
applicable—

(i) Claims for services furnished in
whole or in part by a physical therapist
assistant must include the prescribed
modifier; and

(ii) Effective for dates of service on
or after January 1, 2022, claims for such
services that include the modifier and
for which payment is made under sec-
tions 1848 or 1834(k) of the Act are paid
an amount equal to 85 percent of the
amount of payment otherwise applica-
ble for the service.

(iii) For purposes of this paragraph,
“furnished in whole or in part’’ means
when the physical therapist assistant
either:

(A) Furnishes all the minutes of a
service exclusive of the physical thera-
pist; or

(B) Except as provided in paragraph
(a)(4)(iv) of this section, furnishes a
portion of a service, or in the case of a
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