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make a payment toward a loan, or oth-
erwise subsidize a loan, for any indi-
vidual physician owner or investor or 
group of physician owners or investors 
that is related to acquiring any owner-
ship or investment interest in the hos-
pital. 

(v) Ownership or investment returns 
are distributed to each owner or inves-
tor in the hospital in an amount that is 
directly proportional to the ownership 
or investment interest of such owner or 
investor in the hospital. 

(vi) Physician owners and investors 
do not receive, directly or indirectly, 
any guaranteed receipt of or right to 
purchase other business interests re-
lated to the hospital, including the 
purchase or lease of any property under 
the control of other owners or inves-
tors in the hospital or located near the 
premises of the hospital. 

(vii) The hospital does not offer a 
physician owner or investor the oppor-
tunity to purchase or lease any prop-
erty under the control of the hospital 
or any other owner or investor in the 
hospital on more favorable terms than 
the terms offered to an individual who 
is not a physician owner or investor. 

(5) Patient safety. The hospital satis-
fies the following criteria: 

(i) If the hospital does not have a 
physician available on the premises to 
provide services during all hours in 
which the hospital is providing services 
to the patient, the hospital must dis-
close this information to the patient. 
Before providing services to the pa-
tient, the hospital must receive a 
signed acknowledgment from the pa-
tient stating that the patient under-
stands that a physician may not be 
present during all hours services are 
furnished to the patient. 

(ii) The hospital must have the ca-
pacity to provide assessment and ini-
tial treatment for all patients, and the 
ability to refer and transfer patients to 
hospitals with the capability to treat 
the needs of the patient that the hos-
pital is unable to address. For purposes 
of this paragraph, the hospital inpa-
tient stay or outpatient visit begins 
with the provision of a package of in-
formation regarding scheduled 
preadmission testing and registration 
for a planned hospital admission for in-
patient care or an outpatient service. 

(6) Prohibition on conversion from an 
ambulatory surgery center. The hospital 
must not have been converted from an 
ambulatory surgical center to a hos-
pital on or after March 23, 2010. 

[75 FR 72260, Nov. 24, 2010] 

§ 411.370 Advisory opinions relating to 
physician referrals. 

(a) Period during which CMS accepts 
requests. The provisions of § 411.370 
through § 411.389 apply to requests for 
advisory opinions that are submitted 
to CMS during any time period in 
which CMS is required by law to issue 
the advisory opinions described in this 
subpart. 

(b) Matters that qualify for advisory 
opinions and who may request one. Any 
individual or entity may request a 
written advisory opinion from CMS 
concerning whether a physician’s refer-
ral relating to designated health serv-
ices (other than clinical laboratory 
services) is prohibited under section 
1877 of the Act. In the advisory opinion, 
CMS determines whether a business ar-
rangement described by the parties to 
that arrangement appears to con-
stitute a ‘‘financial relationship’’ (as 
defined in section 1877(a)(2) of the Act) 
that could potentially restrict a physi-
cian’s referrals, and whether the ar-
rangement or the designated health 
services at issue appear to qualify for 
any of the exceptions to the referral 
prohibition described in section 1877 of 
the Act. 

(1) The request must involve an exist-
ing arrangement or one into which the 
requestor, in good faith, specifically 
plans to enter. The planned arrange-
ment may be contingent upon the 
party or parties receiving a favorable 
advisory opinion. CMS does not con-
sider, for purposes of an advisory opin-
ion, requests that present a general 
question of interpretation, pose a hypo-
thetical situation, or involve the ac-
tivities of third parties. 

(2) The requestor must be a party to 
the existing or proposed arrangement. 

(c) Matters not subject to advisory opin-
ions. CMS does not address through the 
advisory opinion process— 

(1) Whether the fair market value 
was, or will be, paid or received for any 
goods, services, or property; and 
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(2) Whether an individual is a bona 
fide employee within the requirements 
of section 3121(d)(2) of the Internal Rev-
enue Code of 1986. 

(d) Facts subject to advisory opinions. 
CMS considers requests for advisory 
opinions that involve applying specific 
facts to the subject matter described in 
paragraph (b) of this section. Reques-
tors must include in the advisory opin-
ion request a complete description of 
the arrangement that the requestor is 
undertaking, or plans to undertake, as 
described in § 411.372. 

(e) Requests that will not be accepted. 
CMS does not accept an advisory opin-
ion request or issue an advisory opin-
ion if— 

(1) The request is not related to a 
named individual or entity; 

(2) CMS is aware that the same, or 
substantially the same, course of ac-
tion is under investigation, or is or has 
been the subject of a proceeding involv-
ing the Department of Health and 
Human Services or another govern-
mental agency; or 

(3) CMS believes that it cannot make 
an informed opinion or could only 
make an informed opinion after exten-
sive investigation, clinical study, test-
ing, or collateral inquiry. 

(f) Effects of an advisory opinion on 
other Governmental authority. Nothing 
in this part limits the investigatory or 
prosecutorial authority of the OIG, the 
Department of Justice, or any other 
agency of the Government. In addition, 
in connection with any request for an 
advisory opinion, CMS, the OIG, or the 
Department of Justice may conduct 
whatever independent investigation it 
believes appropriate. 

[69 FR 57227, Sept. 24, 2004, as amended at 72 
FR 51098, Sept. 5, 2007] 

§ 411.372 Procedure for submitting a 
request. 

(a) Format for a request. A party or 
parties must submit a request for an 
advisory opinion to CMS in writing, in-
cluding an original request and 2 cop-
ies. The request must be addressed to: 
Centers for Medicare & Medicaid Serv-
ices, Department of Health and Human 
Services, Office of Financial Manage-
ment, Division of Premium Billing and 
Collections, Mail Stop C3–09–27, Atten-

tion: Advisory Opinions, 7500 Security 
Boulevard, Baltimore, MD 21244–1850. 

(b) Information CMS requires with all 
submissions. The request must include 
the following: 

(1) The name, address, telephone 
number, and Taxpayer Identification 
Number of the requestor. 

(2) The names and addresses, to the 
extent known, of all other actual and 
potential parties to the arrangement 
that is the subject of the request. 

(3) The name, title, address, and day-
time telephone number of a contact 
person who will be available to discuss 
the request with CMS on behalf of the 
requestor. 

(4) A complete and specific descrip-
tion of all relevant information bear-
ing on the arrangement, including— 

(i) A complete description of the ar-
rangement that the requestor is under-
taking, or plans to undertake, includ-
ing: the purpose of the arrangement; 
the nature of each party’s (including 
each entity’s) contribution to the ar-
rangement; the direct or indirect rela-
tionships between the parties, with an 
emphasis on the relationships between 
physicians involved in the arrangement 
(or their immediate family members 
who are involved) and any entities that 
provide designated health services; the 
types of services for which a physician 
wishes to refer, and whether the refer-
rals will involve Medicare or Medicaid 
patients; 

(ii) Complete copies of all relevant 
documents or relevant portions of doc-
uments that affect or could affect the 
arrangement, such as personal services 
or employment contracts, leases, 
deeds, pension or insurance plans, fi-
nancial statements, or stock certifi-
cates (or, if these relevant documents 
do not yet exist, a complete descrip-
tion, to the best of the requestor’s 
knowledge, of what these documents 
are likely to contain); 

(iii) Detailed statements of all collat-
eral or oral understandings, if any; and 

(iv) Descriptions of any other ar-
rangements or relationships that could 
affect CMS’s analysis. 

(5) Complete information on the iden-
tity of all entities involved either di-
rectly or indirectly in the arrange-
ment, including their names, addresses, 
legal form, ownership structure, nature 
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