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than 60 days after receipt of the attes-
tation instructions from its carrier.

[60 FR 41978, Aug. 14, 1995, as amended at 60
FR 63440, Dec. 11, 1995]

§ 411.361 Reporting requirements.
(a) Basic rule. Except as provided in

paragraph (b) of this section, all enti-
ties furnishing items or services for
which payment may be made under
Medicare must submit information to
HCFA concerning their financial rela-
tionships (as defined in paragraph (d) of
this section), in such form, manner,
and at such times as HCFA specifies.

(b) Exception. The requirements of
paragraph (a) of this section do not
apply to entities that provide 20 or
fewer Part A and Part B items and
services during a calendar year, or to
designated health services provided
outside the United States.

(c) Required information. The informa-
tion submitted to HCFA under para-
graph (a) of this section must include
at least the following:

(1) The name and unique physician
identification number (UPIN) of each
physician who has a financial relation-
ship with the entity;

(2) The name and UPIN of each physi-
cian who has an immediate relative (as
defined in § 411.351) who has a financial
relationship with the entity;

(3) The covered items and services
provided by the entity; and

(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, if requested by
HCFA).

(d) Reportable financial relationships.
For purposes of this section, a financial
relationship is any ownership or in-
vestment interest or any compensation
arrangement, as described in section
1877 of the Act.

(e) Form and timing of reports. Entities
that are subject to the requirements of
this section must submit the required
information on a HCFA-prescribed
form within the time period specified
by the servicing carrier or inter-
mediary. Entities are given at least 30
days from the date of the carrier’s or
intermediary’s request to provide the

initial information. Thereafter, an en-
tity must provide updated information
within 60 days from the date of any
change in the submitted information.
Entities must retain documentation
sufficient to verify the information
provided on the forms and, upon re-
quest, must make that documentation
available to HCFA or the 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
for each day of the period beginning on
the day following the applicable dead-
line established under paragraph (e) of
this section until the information is
submitted. Assessment of these pen-
alties will comply with the applicable
provisions of part 1003 of this title.

(g) Public disclosure. Information fur-
nished to HCFA under this section is
subject to public disclosure in accord-
ance with the provisions of part 401 of
this chapter.

§ 411.370 Advisory opinions relating to
physician referrals.

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