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(v) The determination is based on whether
the physician is a member of the donor’s
medical staff, if the donor has a formal med-
ical staff;

(vi) The determination is based on the
level of uncompensated care provided by the
physician; or

(vii) The determination is made in any rea-
sonable and verifiable manner that does not
directly take into account the volume or
value of referrals or other business generated
between the parties.

(7) The arrangement is set forth in a writ-
ten agreement that—

(i) Is signed by the parties;

(ii) Specifies the items and services being
provided, the donor’s cost of the items and
services, and the amount of the physician’s
contribution; and

(iii) Covers all of the electronic health
records items and services to be provided by
the donor. This requirement will be met if
all separate agreements between the donor
and the physician (and the donor and any
family members of the physician) incor-
porate each other by reference or if they
cross-reference a master list of agreements
that is maintained and updated centrally
and is available for review by the Secretary
upon request. The master list should be
maintained in a manner that preserves the
historical record of agreements.

(8) The donor does not have actual knowl-
edge of, and does not act in reckless dis-
regard or deliberate ignorance of, the fact
that the physician possesses or has obtained
items or services equivalent to those pro-
vided by the donor.

(9) For items or services that are of the
type that can be used for any patient with-
out regard to payor status, the donor does
not restrict, or take any action to limit, the
physician’s right or ability to use the items
or services for any patient.

(10) The items and services do not include
staffing of physician offices and are not used
primarily to conduct personal business or
business unrelated to the physician’s med-
ical practice.

(11) The electronic health records software
contains electronic prescribing capability,
either through an electronic prescribing
component or the ability to interface with
the physician’s existing electronic pre-
scribing system that meets the applicable
standards under Medicare Part D at the time
the items and services are provided.

(12) The arrangement does not violate the
anti-kickback statute (section 1128B(b) of
the Act), or any Federal or State law or reg-
ulation governing billing or claims submis-
sion.

(13) The transfer of the items or services
occurs and all conditions in this paragraph
(w) are satisfied on or before December 31,
2013.

§411.361

§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) Exception. 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.

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

(1) The name and unique physician
identification number (UPIN) of each
physician who has a reportable finan-
cial relationship with the entity.

(2) The name and UPIN of each physi-
cian who has an immediate family
member (as defined in §411.351) who has
a reportable financial relationship 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 and/or value of the ownership or
investment interest or the compensa-
tion arrangement) as evidenced in
records that the entity knows or
should know about in the course of
prudently conducting business, includ-
ing, but not limited to, records that
the entity is already required to retain
to comply with the rules of the Inter-
nal Revenue Service and the Securities
and Exchange Commission and other
rules of the Medicare and Medicaid pro-
grams.

(d) Reportable financial relationships.
For purposes of this section, a report-
able financial relationship is any own-
ership or investment interest, as de-
fined in §411.354(b) or any compensa-
tion arrangement, as defined in
§411.354(c), except for ownership or in-
vestment interests that satisfy the ex-
ceptions set forth in §411.356(a) or
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§411.370

§411.356(b) regarding publicly-traded
securities 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) Conmsequences 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
for each day following the deadline es-
tablished 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.

§411.370 Advisory opinions relating to
physician referrals.

(a) Period during which CMS will ac-
cept requests. The provisions of §411.370
through §411.389 apply to requests for
advisory opinions that are submitted
to CMS after November 3, 1997, and be-
fore August 21, 2000, and to any re-
quests submitted during any other
time period during which CMS is re-
quired 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-
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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

(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
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