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(y) Intravenous immune globulin ad-
ministered in the home for the treat-
ment of primary immune deficiency 
diseases. 

[51 FR 41339, Nov. 14, 1986, as amended at 52 
FR 27765, July 23, 1987; 55 FR 22790, June 4, 
1990; 55 FR 53522, Dec. 31, 1990; 56 FR 8841, 
Mar. 1, 1991; 56 FR 43709, Sept. 4, 1991; 57 FR 
24981, June 12, 1992; 57 FR 33896, July 31, 1992; 
58 FR 30668, May 26, 1993; 59 FR 26959, May 25, 
1994; 59 FR 49833, Sept. 30, 1994; 60 FR 8955, 
Feb. 16, 1995; 63 FR 20128, Apr. 23, 1998; 66 FR 
55328, Nov. 1, 2001; 69 FR 66420, Nov. 15, 2004] 

§ 410.12 Medical and other health serv-
ices: Basic conditions and limita-
tions. 

(a) Basic conditions. The medical and 
other health services specified in 
§ 410.10 are covered by Medicare Part B 
only if they are not excluded under 
subpart A of part 411 of this chapter, 
and if they meet the following condi-
tions: 

(1) When the services must be furnished. 
The services must be furnished while 
the individual is in a period of entitle-
ment. (The rules on entitlement are set 
forth in part 406 of this chapter.) 

(2) By whom the services must be fur-
nished. The services must be furnished 
by a facility or other entity as speci-
fied in §§ 410.14 through 410.69. 

(3) Physician certification and recertifi-
cation requirements. If the services are 
subject to physician certification re-
quirements, they must be certified as 
being medically necessary, and as 
meeting other applicable requirements, 
in accordance with subpart B of part 
424 of this chapter. 

(b) Limitations on payment. Payment 
for medical and other health services is 
subject to limitations on the amounts 
of payment as specified in §§ 410.152 and 
410.155 and to the annual and blood 
deductibles as set forth in §§ 410.160 and 
410.161. 

[51 FR 41339, Nov. 14, 1986, as amended at 53 
FR 6648, Mar. 2, 1988; 57 FR 33896, July 31, 
1992] 

§ 410.14 Special requirements for serv-
ices furnished outside the United 
States. 

Medicare part B pays for physicians’ 
services and ambulance services fur-
nished outside the United States if the 
services meet the applicable conditions 
of § 410.12 and are furnished in connec-

tion with covered inpatient hospital 
services that meet the specific require-
ments and conditions set forth in sub-
part H of part 424 of this chapter. 

[51 FR 41339, Nov. 14, 1986, as amended at 53 
FR 6648, Mar. 2, 1988] 

§ 410.15 Annual wellness visits pro-
viding Personalized Prevention 
Plan Services: Conditions for and 
limitations on coverage. 

(a) Definitions. For purposes of this 
section— 

Detection of any cognitive impairment 
means assessment of an individual’s 
cognitive function by direct observa-
tion, with due consideration of infor-
mation obtained by way of patient re-
port, concerns raised by family mem-
bers, friends, caretakers or others. 

Eligible beneficiary means an indi-
vidual who is no longer within 12 
months after the effective date of his 
or her first Medicare Part B coverage 
period and who has not received either 
an initial preventive physical examina-
tion or an annual wellness visit pro-
viding a personalized prevention plan 
within the past 12 months. 

Establishment of, or an update to the 
individual’s medical and family history 
means, at minimum, the collection and 
documentation of the following: 

(i) Past medical and surgical history, 
including experiences with illnesses, 
hospital stays, operations, allergies, in-
juries and treatments. 

(ii) Use or exposure to medications 
and supplements, including calcium 
and vitamins. 

(iii) Medical events in the bene-
ficiary’s parents and any siblings and 
children, including diseases that may 
be hereditary or place the individual at 
increased risk. 

First annual wellness visit providing 
personalized prevention plan services 
means the following services furnished 
to an eligible beneficiary by a health 
professional that include, and take into 
account the results of, a health risk as-
sessment, as those terms are defined in 
this section: 

(i) Review (and administration if 
needed) of a health risk assessment (as 
defined in this section). 

(ii) Establishment of an individual’s 
medical and family history. 
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(iii) Establishment of a list of cur-
rent providers and suppliers that are 
regularly involved in providing medical 
care to the individual. 

(iv) Measurement of an individual’s 
height, weight, body-mass index (or 
waist circumference, if appropriate), 
blood pressure, and other routine meas-
urements as deemed appropriate, based 
on the beneficiary’s medical and family 
history. 

(v) Detection of any cognitive im-
pairment that the individual may have, 
as that term is defined in this section. 

(vi) Review of the individual’s poten-
tial (risk factors) for depression, in-
cluding current or past experiences 
with depression or other mood dis-
orders, based on the use of an appro-
priate screening instrument for persons 
without a current diagnosis of depres-
sion, which the health professional 
may select from various available 
standardized screening tests designed 
for this purpose and recognized by na-
tional medical professional organiza-
tions. 

(vii) Review of the individual’s func-
tional ability and level of safety, based 
on direct observation or the use of ap-
propriate screening questions or a 
screening questionnaire, which the 
health professional as defined in this 
section may select from various avail-
able screening questions or standard-
ized questionnaires designed for this 
purpose and recognized by national 
professional medical organizations. 

(viii) Establishment of the following: 
(A) A written screening schedule for 

the individual such as a checklist for 
the next 5 to 10 years, as appropriate, 
based on recommendations of the 
United States Preventive Services 
Task Force and the Advisory Com-
mittee on Immunization Practices, and 
the individual’s health risk assessment 
(as that term is defined in this sec-
tion), health status, screening history, 
and age-appropriate preventive serv-
ices covered by Medicare. 

(B) A list of risk factors and condi-
tions for which primary, secondary or 
tertiary interventions are rec-
ommended or are underway for the in-
dividual, including any mental health 
conditions or any such risk factors or 
conditions that have been identified 
through an initial preventive physical 

examination (as described under § 410.16 
of this subpart), and a list of treatment 
options and their associated risks and 
benefits. 

(ix) Furnishing of personalized health 
advice to the individual and a referral, 
as appropriate, to health education or 
preventive counseling services or pro-
grams aimed at reducing identified 
risk factors and improving self man-
agement, or community-based lifestyle 
interventions to reduce health risks 
and promote self-management and 
wellness, including weight loss, phys-
ical activity, smoking cessation, fall 
prevention, and nutrition. 

(x) Any other element determined ap-
propriate through the national cov-
erage determination process. 

Health professional means— 
(i) A physician who is a doctor of 

medicine or osteopathy (as defined in 
section 1861(r)(1) of the Act); or 

(ii) A physician assistant, nurse prac-
titioner, or clinical nurse specialist (as 
defined in section 1861(aa)(5) of the 
Act); or 

(iii) A medical professional (includ-
ing a health educator, a registered die-
titian, or nutrition professional, or 
other licensed practitioner) or a team 
of such medical professionals, working 
under the direct supervision (as defined 
in § 410.32(b)(3)(ii)) of a physician as de-
fined in paragraph (i) of this definition. 

Health risk assessment means, for the 
purposes of this section, an evaluation 
tool that meets the following criteria: 

(i) Collects self-reported information 
about the beneficiary. 

(ii) Can be administered independ-
ently by the beneficiary or adminis-
tered by a health professional prior to 
or as part of the AWV encounter. 

(iii) Is appropriately tailored to and 
takes into account the communication 
needs of underserved populations, per-
sons with limited English proficiency, 
and persons with health literacy needs. 

(iv) Takes no more than 20 minutes 
to complete. 

(v) Addresses, at a minimum, the fol-
lowing topics: 

(A) Demographic data, including but 
not limited to age, gender, race, and 
ethnicity. 

(B) Self assessment of health status, 
frailty, and physical functioning. 
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(C) Psychosocial risks, including but 
not limited to, depression/life satisfac-
tion, stress, anger, loneliness/social 
isolation, pain, and fatigue. 

(D) Behavioral risks, including but 
not limited to, tobacco use, physical 
activity, nutrition and oral health, al-
cohol consumption, sexual health, 
motor vehicle safety (seat belt use), 
and home safety. 

(E) Activities of daily living (ADLs), 
including but not limited to, dressing, 
feeding, toileting, grooming, physical 
ambulation (including balance/risk of 
falls), and bathing. 

(F) Instrumental activities of daily 
living (IADLs), including but not lim-
ited to, shopping, food preparation, 
using the telephone, housekeeping, 
laundry, mode of transportation, re-
sponsibility for own medications, and 
ability to handle finances. 

Review of the individual’s functional 
ability and level of safety means, at min-
imum, assessment of the following top-
ics: 

(i) Hearing impairment. 
(ii) Ability to successfully perform 

activities of daily living. 
(iii) Fall risk. 
(iv) Home safety. 
Subsequent annual wellness visit pro-

viding personalized prevention plan serv-
ices means the following services fur-
nished to an eligible beneficiary by a 
health professional that include, and 
take into account the results of an up-
dated health risk assessment, as those 
terms are defined in this section: 

(i) Review (and administration, if 
needed) of an updated health risk as-
sessment (as defined in this section). 

(ii) An update of the individual’s 
medical and family history. 

(iii) An update of the list of current 
providers and suppliers that are regu-
larly involved in providing medical 
care to the individual as that list was 
developed for the first annual wellness 
visit providing personalized prevention 
plan services or the previous subse-
quent annual wellness visit providing 
personalized prevention plan services. 

(iv) Measurement of an individual’s 
weight (or waist circumference), blood 
pressure and other routine measure-
ments as deemed appropriate, based on 
the individual’s medical and family 
history. 

(v) Detection of any cognitive im-
pairment that the individual may have, 
as that term is defined in this section. 

(vi) An update to the following: 
(A) The written screening schedule 

for the individual as that schedule is 
defined in paragraph (a) of this section 
for the first annual wellness visit pro-
viding personalized prevention plan 
services. 

(B) The list of risk factors and condi-
tions for which primary, secondary or 
tertiary interventions are rec-
ommended or are underway for the in-
dividual as that list was developed at 
the first annual wellness visit pro-
viding personalized prevention plan 
services or the previous subsequent an-
nual wellness visit providing personal-
ized prevention plan services. 

(vii) Furnishing of personalized 
health advice to the individual and a 
referral, as appropriate, to health edu-
cation or preventive counseling serv-
ices or programs as that advice and re-
lated services are defined in paragraph 
(a) of this section. 

(viii) Any other element determined 
appropriate through the national cov-
erage determination process. 

(b) Conditions for coverage of annual 
wellness visits providing personalized pre-
vention plan services. Medicare Part B 
pays for first and subsequent annual 
wellness visits providing personalized 
prevention plan services that are fur-
nished to an eligible beneficiary, as de-
scribed in this section, if they are fur-
nished by a health professional, as de-
fined in this section. 

(c) Limitations on coverage of an an-
nual wellness visit providing personalized 
prevention plan services. Payment may 
not be made for either a first or a sub-
sequent annual wellness visit providing 
personalized prevention plan services 
that is performed for an individual who 
is— 

(1) Not an eligible beneficiary as de-
scribed in this section. 

(2) An eligible beneficiary as de-
scribed in this section and who has had 
either an initial preventive physical 
examination as specified in § 410.16 of 
this subpart or either a first or a subse-
quent annual wellness visit providing 
personalized prevention plan services 
performed within the past 12 months. 
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(d) Effective date. Coverage for an an-
nual wellness visit providing personal-
ized prevention plan services is effec-
tive for services furnished on or after 
January 1, 2011. 

[75 FR 73613, Nov. 29, 2010, as amended at 76 
FR 1367, Jan. 10, 2011; 76 FR 73470, Nov. 28, 
2011] 

§ 410.16 Initial preventive physical ex-
amination: Conditions for and limi-
tations on coverage. 

(a) Definitions. As used in this sec-
tion, the following definitions apply: 

Eligible beneficiary means, for the pur-
poses of this section, an individual who 
receives his or her initial preventive 
examination not more than 1 year after 
the effective date of his or her first 
Medicare Part B coverage period. 

End-of-life planning means, for pur-
poses of this section, verbal or written 
information regarding the following 
areas: 

(1) An individual’s ability to prepare 
an advance directive in the case where 
an injury or illness causes the indi-
vidual to be unable to make health 
care decisions. 

(2) Whether or not the physician is 
willing to follow the individual’s wish-
es as expressed in an advance directive. 

Initial preventive physical examination 
means all of the following services fur-
nished to an eligible beneficiary by a 
physician or other qualified nonphysi-
cian practitioner with the goal of 
health promotion and disease detec-
tion: 

(1) Review of the beneficiary’s med-
ical and social history with attention 
to modifiable risk factors for disease, 
as those terms are defined in this sec-
tion. 

(2) Review of the beneficiary’s poten-
tial (risk factors) for depression, in-
cluding current or past experiences 
with depression or other mood dis-
orders, based on the use of an appro-
priate screening instrument for persons 
without a current diagnosis of depres-
sion, which the physician or other 
qualified nonphysician practitioner 
may select from various available 
standardized screening tests designed 
for this purpose and recognized by na-
tional professional medical organiza-
tions. 

(3) Review of the beneficiary’s func-
tional ability, and level of safety as 
those terms are defined in this section, 
as described in paragraph (4) of this 
definition, based on the use of appro-
priate screening questions or a screen-
ing questionnaire, which the physician 
or other qualified nonphysician practi-
tioner may select from various avail-
able screening questions or standard-
ized questionnaires designed for this 
purpose and recognized by national 
professional medical organizations. 

(4) An examination to include meas-
urement of the beneficiary’s height, 
weight, body mass index, blood pres-
sure, a visual acuity screen, and other 
factors as deemed appropriate, based 
on the beneficiary’s medical and social 
history, and current clinical standards. 

(5) End-of-life planning as that term 
is defined in this section upon agree-
ment with the individual. 

(6) Education, counseling, and refer-
ral, as deemed appropriate by the phy-
sician or qualified nonphysician practi-
tioner, based on the results of the re-
view and evaluation services described 
in this section. 

(7) Education, counseling, and refer-
ral, including a brief written plan such 
as a checklist provided to the indi-
vidual for obtaining an electrocardio-
gram, as appropriate, and the appro-
priate screening and other preventive 
services that are covered as separate 
Medicare Part B benefits as described 
in sections 1861(s)(10), (jj), (nn), (oo), 
(pp), (qq)(1), (rr), (uu), (vv), (xx)(1), 
(yy), (bbb), and (ddd) of the Act. 

Medical history is defined to include, 
at a minimum, the following: 

(1) Past medical and surgical history, 
including experiences with illnesses, 
hospital stays, operations, allergies, in-
juries, and treatments. 

(2) Current medications and supple-
ments, including calcium and vita-
mins. 

(3) Family history, including a re-
view of medical events in the bene-
ficiary’s family, including diseases 
that may be hereditary or place the in-
dividual at risk. 

A physician for purposes of this sec-
tion means a doctor of medicine or os-
teopathy (as defined in section 
1861(r)(1) of the Act). 
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