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value-based arrangement complies
with both of the following conditions:

(A) The requirement to make refer-
rals to a particular provider, practi-
tioner, or supplier is set out in writing
and signed by the parties.

(B) The requirement to make refer-
rals to a particular provider, practi-
tioner, or supplier does not apply if the
patient expresses a preference for a dif-
ferent provider, practitioner, or sup-
plier; the patient’s insurer determines
the provider, practitioner, or supplier;
or the referral is not in the patient’s
best medical interests in the physi-
cian’s judgment.

(xi) Records of the methodology for
determining and the actual amount of
remuneration paid under the value-
based arrangement must be maintained
for a period of at least 6 years and
made available to the Secretary upon
request.

(xii) For purposes of this paragraph
(aa)(3), ‘‘outcome measure” means a
benchmark that quantifies:

(A) Improvements in or maintenance
of the quality of patient care; or

(B) Reductions in the costs to or re-
ductions in growth in expenditures of
payors while maintaining or improving
the quality of patient care.

(bb) Cybersecurity technology and re-
lated services. (1) Nonmonetary remu-
neration (consisting of technology and
services) necessary and used predomi-
nantly to implement, maintain, or re-
establish cybersecurity, if all of the
following conditions are met:

(i) Neither the eligibility of a physi-
cian for the technology or services, nor
the amount or nature of the tech-
nology or services, is determined in
any manner that directly takes into
account the volume or value of refer-
rals or other business generated be-
tween the parties.

(ii) Neither the physician nor the
physician’s practice (including employ-
ees and staff members) makes the re-
ceipt of technology or services, or the
amount or nature of the technology or
services, a condition of doing business
with the donor.

(iii) The arrangement is documented
in writing.

(2) For purposes of this paragraph
(bb), ‘‘technology’ means any software
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or other types of information tech-
nology.

[86 FR 77656, Dec. 2, 2020, as amended at 87
FR 72285, Nov. 23, 2022; 88 FR 59328, Aug. 28,
2023]

§411.361 Reporting requirements.

(a) Basic rule. Except as provided in
paragraph (b) of this section, all enti-
ties furnishing services for which pay-
ment may be made under Medicare
must submit information to CMS or to
the Office of Inspector General (OIG)
concerning their reportable financial
relationships (as defined in paragraph
(d) of this section), in the form, man-
ner, and at the times that CMS or OIG
specifies.

(b) Ezception. The requirements of
paragraph (a) of this section do not
apply to entities that furnish 20 or
fewer Part A and Part B services dur-
ing a calendar year, or to any Medicare
covered services furnished outside the
United States.

(¢) Required information. The informa-
tion requested by CMS or OIG can in-
clude the following:

(1) The name and unique physician
identification number (UPIN) or the
national provider identifier (NPI) of
each physician who has a reportable fi-
nancial relationship with the entity.

(2) The name and UPIN or NPI of
each physician who has an immediate
family member (as defined at §411.351)
who has a reportable financial relation-
ship with the entity.

(3) The covered services furnished by
the entity.

(4) With respect to each physician
identified under paragraphs (c)(1) and
(c)(2) of this section, the nature of the
financial relationship (including the
extent or value of the ownership or in-
vestment interest or the compensation
arrangement) as evidenced in records
that the entity knows or should know
about in the course of prudently con-
ducting business, including, but not
limited to, records that the entity is
already required to retain to comply
with the rules of the Internal Revenue
Service and the Securities and Ex-
change Commission and other rules of
the Medicare and Medicaid programs.
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(d) Reportable financial relationships.
For purposes of this section, a report-
able financial relationship is any own-
ership or investment interest, as de-
fined at §411.354(b) or any compensa-
tion arrangement, as defined at
§411.354(c), except for ownership or in-
vestment interests that satisfy the ex-
ceptions set forth in §411.356(a) or
§411.356(b) regarding publicly traded se-
curities and mutual funds.

(e) Form and timing of reports. Entities
that are subject to the requirements of
this section must submit the required
information, upon request, within the
time period specified by the request.
Entities are given at least 30 days from
the date of the request to provide the
information. Entities must retain the
information, and documentation suffi-
cient to verify the information, for the
length of time specified by the applica-
ble regulatory requirements for the in-
formation, and, upon request, must
make that information and documenta-
tion available to CMS or OIG.

(f) Consequences of failure to report.
Any person who is required, but fails,
to submit information concerning his
or her financial relationships in ac-
cordance with this section is subject to
a civil money penalty of up to $10,000
as adjusted annually under 45 CFR part
102 for each day following the deadline
established under paragraph (e) of this
section until the information is sub-
mitted. Assessment of these penalties
will comply with the applicable provi-
sions of part 1003 of this title.

(g) Public disclosure. Information fur-
nished to CMS or OIG under this sec-
tion is subject to public disclosure in
accordance with the provisions of part
401 of this chapter.

[72 FR 51098, Sept. 5, 2007, as amended at 80
FR 71378, Nov. 16, 2015; 81 FR 61561, Sept. 6,
2016]

§411.362 Additional requirements con-
cerning physician ownership and
investment in hospitals.

(a) Definitions. For purposes of this
section—

Ownership or investment interest
means for purposes of this section, a di-
rect or indirect ownership or invest-
ment interest in a hospital.

(1) A direct ownership or investment
interest in a hospital exists if the own-

42 CFR Ch. IV (10-1-23 Edition)

ership or investment interest in the
hospital is held without any inter-
vening persons or entities between the
hospital and the owner or investor.

(2) An indirect ownership or invest-
ment interest in a hospital exists if—

(i) Between the owner or investor and
the hospital there exists an unbroken
chain of any number (but no fewer than
one) of persons or entities having own-
ership or investment interests; and

(ii) The hospital has actual knowl-
edge of, or acts in reckless disregard or
deliberate ignorance of, the fact that
the owner or investor has some owner-
ship or investment interest (through
any number of intermediary ownership
or investment interests) in the hos-
pital.

(3) An indirect ownership or invest-
ment interest in a hospital exists even
though the hospital does not know, or
acts in reckless disregard or deliberate
ignorance of, the precise composition
of the unbroken chain or the specific
terms of the ownership or investment
interests that form the links in the
chain.

Physician owner or investor means a
physician (or immediate family mem-
ber of the physician) with a direct or
an indirect ownership or investment
interest in the hospital.

Procedure room means a room in
which catheterizations, angiographies,
angiograms, and endoscopies are per-
formed, except such term shall not in-
clude an emergency room or depart-
ment (exclusive of rooms in which
catheterizations, angiographies,
angiograms, and endoscopies are per-
formed).

Public advertising for the hospital
means any public communication paid
for by the hospital that is primarily in-
tended to persuade individuals to seek
care at the hospital.

(b) General requirements. (1) Physician
ownership and provider agreement. The
hospital had physician ownership or in-
vestment on December 31, 2010; and a
provider agreement under section 1866
of the Act in effect on that date.

(2) Prohibition on facility expansion.
The hospital may not increase the
number of operating rooms, procedure
rooms, and beds beyond that for which
the hospital is licensed on March 23,
2010 (or, in the case of a hospital that
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