Office of Inspector General—Health Care, HHS

§1007.21 Other applicable HHS regula-
tions.

Except as otherwise provided in this
part, the following regulations from 45
CFR subtitle A apply to grants under
this part:

Part 16, subpart C—Department
Grant Appeals Process—Special Provi-
sions Applicable To Reconsideration of
Disallowances [Note that this applies
only to disallowance determinations
and not to any other determinations,
e.g., over certification or recertifi-
cation];

Part 74—Administration of Grants;

Part 75—Informal Grant Appeals Pro-
cedures;

Part 80—Nondiscrimination Under
Programs Receiving Federal Assist-
ance Through the Department of
Health and Human Services, Effec-
tuation of title VI of the Civil Rights
Act of 1964;

Part 81—Practice and Procedure for
Hearings Under 45 CFR part 80;

Part 84—Nondiscrimination on the
Basis of Handicap in Programs and Ac-
tivities Receiving or Benefiting From
Federal Financial Assistance;

Part 91—Nondiscrimination on the
Basis of Age in HHS Programs or Ac-
tivities Receiving Federal Financial
Assistance.

PART 1008—ADVISORY OPINIONS
BY THE OIG

Subpart A—General Provisions

Sec.

1008.1 Basis and purpose.

1008.3 Effective period.

1008.5 Matters subject to advisory opinions.

Subpart B—Preliminary Obligations and
Responsibilities of the Requesting Party

1008.11 Who may submit a request.

1008.15 Facts subject to advisory opinions.

1008.18 Preliminary questions suggested for
the requesting party.

Subpart C—Advisory Opinion Fees

1008.31 OIG fees for the cost of advisory
opinions.
1008.33 Expert
sources.

opinions from  outside

§1008.1

Subpart D—Submission of a Formal
Request for an Advisory Opinion

1008.36 Submission of a request.

1008.37 Disclosure of ownership and related
information.

1008.38 Signed certifications
questor.

1008.39 Additional information.

1008.40 Withdrawal.

by the re-

Subpart E—Obligations and Responsibilities
of the OIG

1008.41 OIG acceptance of the request.

1008.43 Issuance of a formal advisory opin-
ion.

1008.45 Rescission, termination or modifica-
tion.

1008.47 Disclosure.

Subpart F—Scope and Effect of OIG
Advisory Opinions

1008.51 Exclusivity of OIG advisory opin-
ions.

1008.53 Affected parties.

1008.55 Admissibility of evidence.

1008.59 Range of the advisory opinion.

AUTHORITY: 42 U.S.C. 1320a-7d(b).

SOURCE: 62 FR 7357, Feb. 19, 1997, unless
otherwise noted.

Subpart A—General Provisions

§1008.1 Basis and purpose.

(a) This part contains the specific
procedures for the submission of re-
quests by an individual or entity for
advisory opinions to, and the issuance
of advisory opinions by, the OIG, in
consultation with the Department of
Justice (DoJ), in accordance with sec-
tion 1128D(b) of the Social Security Act
(Act), 42 U.S.C. 1320a-7d(b). The OIG
will issue such advisory opinions based
on actual or proposed factual cir-
cumstances submitted by the request-
ing individual or entity, or by counsel
on behalf of the requesting individual
or entity, provided all other require-
ments of this part are satisfied (includ-
ing the requirement that the request-
ing individual or entity provide the
certifications required in accordance
with §1008.38 of this part).

(b) An individual or entity may re-
quest an advisory opinion from the OIG
regarding any of five specific subject
matters described in §1008.5 of this
part.
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§1008.3

(c) The requesting party must pro-
vide a complete description of the facts
as set forth in subpart B of this part,
and pay the costs to the OIG of proc-
essing the request for an advisory opin-
ion as set forth in subpart C of this
part.

(d) Nothing in this part limits the in-
vestigatory or prosecutorial authority
of the OIG, DoJ or any other agency of
the Government.

[62 FR 7357, Feb. 19, 1997, as amended at 63
FR 38324, July 16, 1998]

§1008.3 Effective period.

The provisions in this part are appli-
cable to requests for advisory opinions
submitted on or after February 21, 1997,
and before August 21, 2000, and to any
requests submitted during any other
time period for which the OIG is re-
quired by law to issue advisory opin-
ions.

§1008.5 Matters subject to advisory
opinions.

(a) An individual or entity may re-
quest an advisory opinion from the OIG
regarding—

(1) What constitutes prohibited remu-
neration within the meaning of section
1128B(b) of the Act;

(2) Whether an arrangement, or pro-
posed arrangement, satisfies the cri-
teria set forth in section 1128B(b)(3) of
the Act for activities that do not result
in prohibited remuneration;

(3) Whether an arrangement, or pro-
posed arrangement, satisfies the cri-
teria set forth in §1001.952 of this chap-
ter for activities that do not result in
prohibited remuneration;

(4) What constitutes an inducement
to reduce or limit services under sec-
tion 1128A(b) of the Act to Medicare or
Medicaid program beneficiaries; and

(5) Whether any activity, or proposed
activity, constitutes grounds for the
imposition of a sanction under sections
1128, 1128A or 1128B of the Act.

(b) Exceptions. The OIG will not ad-
dress through the advisory opinion
process—

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

(2) Whether an individual is a bona
fide employee within the requirements

42 CFR Ch. V (10-1-04 Edition)

of section 3121(d)(2) of the Internal Rev-
enue Code of 1986.

[62 FR 7357, Feb. 19, 1997, as amended at 63
FR 38324, July 16, 1998]

Subpart B—Preliminary Obliga-
tions and Responsibilities of
the Requesting Party

§1008.11 Who may submit a request.

Any individual or entity may submit
a request to the OIG for an advisory
opinion regarding an existing arrange-
ment or one which the requestor in
good faith specifically plans to under-
take. The requestor must be a party to
the arrangement, or proposed arrange-
ment, that is the subject of the re-
quest.

§1008.15 Facts
opinions.

(@) The OIG will consider requests
from a requesting party for advisory
opinions regarding the application of
specific facts to the subject matters set
forth in §1008.5(a) of this part. The
facts must relate to an existing ar-
rangement, or one which the requestor
in good faith plans to undertake. The
plans may be contingent upon receiv-
ing a favorable advisory opinion. The
advisory opinion request should con-
tain a complete description of the ar-
rangement that the requestor is under-
taking, or plans to undertake.

(b) Requests presenting a general
question of interpretation, posing a hy-
pothetical situation, or regarding the
activities of third parties do not qual-
ify as advisory opinion requests.

(c) Advisory opinion request will not
be accepted, and/or opinions will not be
issued when—

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

(2) The same, or substantially the
same, course of action is under inves-
tigation, or is or has been the subject
of a proceeding involving the Depart-
ment of Health and Human Services or
another governmental agency; or

(3) An informed opinion cannot be
made, or could be made only after ex-
tensive investigation, clinical study,
testing, or collateral inquiry.

[62 FR 7357, Feb. 19, 1997, as amended at 63
FR 38324, July 16, 1998]

subject to advisory
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