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(e) Criteria for determining that a phy-
sician knew that services were excluded as 
not reasonable and necessary. A physi-
cian will be determined to have known 
that furnished services were excluded 
from coverage as not reasonable and 
necessary if one or more of the condi-
tions in § 411.406 of this subpart are 
met. 

(f) Acceptable evidence of prior notice to 
a beneficiary that Medicare was likely to 
deny payment for a particular service. To 
qualify for waiver of the refund re-
quirement under paragraph (d)(2) of 
this section, the physician must inform 
the beneficiary (or person acting on his 
or her behalf) that the physician be-
lieves Medicare is likely to deny pay-
ment. 

(1) The notice must— 

(i) Be in writing, using approved no-
tice language; 

(ii) Cite the particular service or 
services for which payment is likely to 
be denied; and 

(iii) Cite the physician’s reasons for 
believing Medicare payment will be de-
nied. 

(2) The notice is not acceptable evi-
dence if— 

(i) The physician routinely gives this 
notice to all beneficiaries for whom he 
or she furnishes services; or 

(ii) The notice is no more than a 
statement to the effect that there is a 
possibility that Medicare may not pay 
for the service. 

(g) Applicability of sanctions to physi-
cians who fail to make refunds under this 
section. A physician who knowingly and 
willfully fails to make refunds as re-
quired by this section may be subject 
to sanctions as provided for in chapter 
V, parts 1001, 1002, and 1003 of this title. 

[55 FR 24568, June 18, 1990; 55 FR 35142, 35143, 

Aug. 28, 1990] 
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AUTHORITY: 42 U.S.C. 1302 and 1395hh. 

SOURCE: 50 FR 12741, Mar. 29, 1985, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 412.1 Scope of part. 

(a) Purpose. (1) This part implements 
sections 1886(d) and (g) of the Act by 
establishing a prospective payment 
system for the operating costs of inpa-
tient hospital services furnished to 
Medicare beneficiaries in cost report-
ing periods beginning on or after Octo-
ber 1, 1983, and a prospective payment 
system for the capital-related costs of 
inpatient hospital services furnished to 
Medicare beneficiaries in cost report-
ing periods beginning on or after Octo-
ber 1, 1991. 

(i) Under these prospective payment 
systems, payment for the operating 
and capital-related costs of inpatient 
hospital services furnished by hospitals 

subject to the systems (generally, 

short-term, acute-care hospitals) is 

made on the basis of prospectively de-

termined rates and applied on a per dis-

charge basis. 

(ii) Payment for other costs related 

to inpatient hospital services is made 

on a reasonable cost basis as follows: 

(A) Organ acquisition costs incurred 

by hospitals with approved organ 

transplant programs. 

(B) The costs of qualified nonphysi-

cian anesthetist’s services, as described 

in § 412.113(c). 

(C) Direct costs of approved nursing 

and allied health educational pro-

grams. 

(D) Costs related to hematopoietic 

stem cell acquisition for the purpose of 

an allogeneic hematopoietic stem cell 

transplant as described in § 412.113(e). 

(iii) Payment for the direct costs of 

graduate medical education is made on 

a per resident amount basis in accord-

ance with §§ 413.75 through 413.83 of this 

chapter. 

(iv) Additional payments are made 

for outlier cases, bad debts, indirect 

medical education costs, for serving a 

disproportionate share of low-income 

patients, for the additional resource 

costs of domestic National Institute for 

Occupational Safety and Health ap-

proved surgical N95 respirators, and for 

the additional resource costs for small, 

independent hospitals to establish and 

maintain access to buffer stocks of es-

sential medicines. 

(v) Under either prospective payment 

system, a hospital may keep the dif-

ference between its prospective pay-

ment rate and its operating or capital- 

related costs incurred in furnishing in-

patient services, and the hospital is at 

risk for inpatient operating or inpa-

tient capital-related costs that exceed 

its payment rate. 

(2) This part implements section 124 

of Public Law 106–113 by establishing a 

per diem prospective payment system 

for the inpatient operating and capital 

costs of hospital inpatient services fur-

nished to Medicare beneficiaries by a 

psychiatric facility that meets the con-

ditions of subpart N of this part. 
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