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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 will determine whether a business 
arrangement 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 relate to an ex-
isting arrangement or one into which 
the requestor, in good faith, specifi-
cally plans to enter. The planned ar-
rangement 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 involve the activities 
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 will not address through an 
advisory opinion— 

(1) Whether the fair market value 
was, or will be, paid or received for any 
goods, services, or property; and 

(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. 
The requestor must include in the advi-
sory opinion request a complete de-
scription of the arrangement that the 
requestor is undertaking, or plans to 
undertake, as described in § 411.372. 

(e) Acceptance of requests. (1) CMS 
does not accept an advisory opinion re-
quest or issue an advisory opinion if— 

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

(ii) The request does not describe the 
arrangement at issue with a level of de-
tail sufficient for CMS to issue an opin-
ion, and the requestor does not timely 
respond to CMS requests for additional 
information; 

(iii) CMS is aware, after consultation 
with OIG and DOJ, that the same 
course of action is under investigation, 
or is or has been the subject of a pro-
ceeding involving the Department of 
Health and Human Services or another 
governmental agency; 

(iv) CMS believes that it cannot 
make an informed opinion or could 
only make an informed opinion after 
extensive investigation, clinical study, 
testing, or collateral inquiry; or 

(v) CMS determines that the arrange-
ment or course of conduct at issue is or 
would be in violation of applicable 
State or Federal law or regulation. 

(2) CMS may elect not to accept an 
advisory opinion request if it deter-
mines, after consultation with OIG and 
DOJ: 

(i) The course of action described is 
substantially similar to a course of 
conduct that is under investigation or 
the subject of a proceeding involving 
the Department or other law enforce-
ment agencies; and 

(ii) Issuing an advisory opinion could 
interfere with the investigation or pro-
ceeding. 

(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; 84 FR 63191, Nov. 15, 
2019] 

§ 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 according to 
the instructions specified on the CMS 
Web site. 

(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 
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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: 

(A) 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 

(B) Any entities that provide des-
ignated health services; the types of 
services for which a physician wishes 
to refer, and whether the referrals 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 service 
or employment contracts, leases, 
deeds, pension or insurance plans, or fi-
nancial statements (or, if these rel-
evant documents do not yet exist, a 
complete description, 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) The identity of all entities in-
volved either directly or indirectly in 
the arrangement, including their 
names, addresses, legal form, owner-
ship structure, nature of the business 
(products and services) and, if relevant, 
their Medicare and Medicaid provider 
numbers. The requestor must also in-
clude a brief description of any other 
entities that could affect the outcome 
of the opinion, including those with 
which the requestor, the other parties, 
or the immediate family members of 
involved physicians, have any financial 
relationships (either direct or indirect, 

and as defined in section 1877(a)(2) of 
the Act and § 411.354), or in which any 
of the parties holds an ownership or 
control interest as defined in section 
1124(a)(3) of the Act. 

(6) At the option of the requestor, a 
discussion of the specific issues or 
questions to be addressed by CMS in-
cluding, if possible, a discussion of why 
the requestor believes the referral pro-
hibition in section 1877 of the Act 
might or might not be triggered by the 
arrangement and which, if any, excep-
tions the requestor believes might 
apply. The requestor should attempt to 
designate which facts are relevant to 
each issue or question raised in the re-
quest and should cite the provisions of 
law under which each issue or question 
arises. 

(7) An indication of whether the par-
ties involved in the request have also 
asked for or are planning to ask for an 
advisory opinion on the arrangement 
in question from the OIG under section 
1128D(b) of the Act (42 U.S.C. 1320a– 
7d(b)) and whether the arrangement is 
or is not, to the best of the requestor’s 
knowledge, the subject of an investiga-
tion. 

(8) The certification(s) described in 
§ 411.373. The certification(s) must be 
signed by— 

(i) The requestor, if the requestor is 
an individual; 

(ii) The chief executive officer, or 
other authorized officer, of the re-
questor, if the requestor is a corpora-
tion; 

(iii) The managing partner of the re-
questor, if the requestor is a partner-
ship; or 

(iv) A managing member, if the re-
questor is a limited liability company. 

(c) Additional information CMS might 
require. If the request does not contain 
all of the information required by para-
graph (b) of this section, or, if either 
before or after accepting the request, 
CMS believes it needs more informa-
tion in order to render an advisory 
opinion, it may request whatever addi-
tional information or documents it 
deems necessary. Additional informa-
tion must be provided in writing, 
signed by the same person who signed 
the initial request (or by an individual 
in a comparable position), and be cer-
tified as described in § 411.373. 
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(d) Requests for expedited review. Par-

ties may seek expedited review of ar-

rangements under § 411.380(c)(1)(i) for a 

determination as to whether the ar-

rangement or course of conduct is in-

distinguishable in all material aspects 

from an arrangement or course of con-

duct that was the subject of a prior ad-

visory opinion. Parties seeking such 

expedited review must identify the rel-

evant advisory opinion and provide an 

explanation of why the subject ar-

rangement is indistinguishable from 

the arrangement that was the subject 

of the prior relevant advisory opinion. 

Requestors should clearly and promi-

nently indicate in their submission to 

CMS that they are seeking expedited 

review. 

[69 FR 57227, Sept. 24, 2004, as amended at 81 

FR 80553, Nov. 15, 2016; 84 FR 63191, Nov. 15, 

2019] 

§ 411.373 Certification. 

(a) Every request must include the 

following signed certification: ‘‘With 

knowledge of the penalties for false 

statements provided by 18 U.S.C. 1001 

and with knowledge that this request 

for an advisory opinion is being sub-

mitted to the Department of Health 

and Human Services, I certify that all 

of the information provided is true and 

correct, and constitutes a complete de-

scription of the facts regarding which 

an advisory opinion is sought, to the 

best of my knowledge and belief.’’ 

(b) If the advisory opinion relates to 

a proposed arrangement, in addition to 

the certification required by paragraph 

(a) of this section, the following certifi-

cation must be included and signed by 

the requestor: ‘‘The arrangement de-

scribed in this request for an advisory 

opinion is one into which [the re-

questor], in good faith, plans to enter.’’ 

This statement may be made contin-

gent on a favorable advisory opinion, 

in which case the requestor should add 

one of the following phrases to the cer-

tification: 

(1) ‘‘if CMS issues a favorable advi-

sory opinion.’’ 

(2) ‘‘if CMS and the OIG issue favor-

able advisory opinions.’’ 

[69 FR 57227, Sept. 24, 2004] 

§ 411.375 Fees for the cost of advisory 
opinions. 

(a) Hourly rate. CMS will charge an 
hourly rate of $220. Parties may re-
quest an estimate from CMS after sub-
mitting a complete request. Before 
issuing the advisory opinion, CMS will 
calculate the final fee for responding to 
the request. 

(b) Agreement to pay all costs. (1) By 
submitting the request for an advisory 
opinion, the requestor agrees, except as 
indicated in paragraph (c)(3) of this 
section, to pay all costs the Depart-
ment incurs in responding to the re-
quest for an advisory opinion. 

(2) In its request for an advisory 
opinion, the requestor may designate a 
triggering dollar amount. If CMS esti-
mates that the costs of processing the 
advisory opinion request have reached 
or are likely to exceed the designated 
triggering dollar amount, CMS notifies 
the requestor. 

(3) If CMS notifies the requestor that 
the actual or estimated cost of proc-
essing the request has reached or is 
likely to exceed the triggering dollar 
amount, CMS stops processing the re-
quest until the requestor makes a writ-
ten request for CMS to continue. If 
CMS is delayed in processing the re-
quest for an advisory opinion because 
of this procedure, the time within 
which CMS must issue an advisory 
opinion is suspended until the re-
questor asks CMS to continue working 
on the request. 

(4) If the requestor chooses not to 
pay for CMS to complete an advisory 
opinion, or withdraws the request, the 
requestor is still obligated to pay for 
all costs CMS has identified as costs it 
incurred in processing the request for 
an advisory opinion, up to that point. 

(5) If the costs CMS has incurred in 
responding to the request are greater 
than the amount the requestor has 
paid, CMS, before issuing the advisory 
opinion, notifies the requestor of any 
additional amount that is due. CMS 
does not issue an advisory opinion 
until the requestor has paid the full 
amount that is owed. Once the re-
questor has paid CMS the total amount 
due for the costs of processing the re-
quest, CMS issues the advisory opinion. 
The time period CMS has for issuing 
advisory opinions is suspended from 
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