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triggering dollar amount. If the OIG es-
timates that the costs of processing
the advisory opinion request have
reached, or are likely to exceed, the
designated triggering dollar amount,
the OIG will notify the requestor. The
requestor may revise its designated
triggering dollar amount in writing in
its response to notification of a cost es-
timate in accordance with paragraph
(d)(2) of this section.

(4) If the OIG notifies the requestor
that the estimated cost of processing
the request has reached or is likely to
exceed the triggering dollar amount,
the OIG will stop processing the re-
quest until such time as the requestor
makes a written request for the OIG to
continue processing the request. Any
delay in the processing of the request
for an advisory opinion attributable to
these procedures will toll the time for
issuance of an advisory opinion until
the requestor asks the OIG to continue
working on the request.

(5) If the requestor chooses not to
pay for completion of an advisory opin-
ion, or withdraws the request, the re-
questor is still obligated to pay for all
costs incurred and identified by the
OIG attributable to processing the re-
quest for an advisory opinion up to
that point.

(6) If the costs incurred by the OIG in
responding to the request are greater
than the amount paid by the requestor,
the OIG will, prior to the issuance of
the advisory opinion, notify the re-
questor of any additional amount due.
The OIG will not issue an advisory
opinion until the full amount owed by
the requestor has been paid. Once the
requestor has paid the OIG the total
amount due for the costs of processing
the request, the OIG will issue the ad-
visory opinion. The time period for
issuing advisory opinions will be tolled
from the time the OIG notifies the re-
questor of the amount owed until the
time full payment is received.

(e) Fees for outside experts. (1) In addi-
tion to the fees identified in this sec-
tion, the requestor also must pay any
required fees for expert opinions, if
any, from outside sources, as described
in §1008.33.

(2) If the OIG determines that it is
necessary to obtain expert advice to
issue a requested advisory opinion, the
OIG will notify the requestor of that
fact and provide the identity of the ap-

§1008.36

propriate expert and an estimate of the
costs of the expert advice.

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

§1008.33 Expert opinions from outside
sources.

(a) The OIG may request expert ad-
vice from qualified sources on non-
legal issues if necessary to respond to
the advisory opinion request. For ex-
ample, the OIG may require the use of
appropriate medical reviewers, such as
quality improvement organizations, to
obtain medical opinions on specific
issues.

(b) The time period for issuing an ad-
visory opinion will be tolled from the
time that the OIG notifies the re-
questor of the need for an outside ex-
pert opinion until the time the OIG re-
ceives the necessary expert opinion.

(c) Once payment is made for the cost
of the expert opinion, as set forth in
§1008.31(e) of this part, either directly
to the expert or otherwise, the OIG will
arrange for a prompt expert review of
the issue or issues in question. Regard-
less of the manner of payment, the ex-
pert’s work and opinion will be subject
to the sole direction of the OIG.

[62 FR 7357, Feb. 19, 1997, as amended at 63
FR 38325, July 16, 1998]

Subpart D—Submission of a For-
mal Request for an Advisory
Opinion

§1008.36 Submission of a request.

(a) A request for a formal advisory
opinion must be submitted in writing.
An original and 2 copies of the request
should be addressed to the headquarter
offices of the OIG.

(b) Each request for an advisory opin-
ion must include—

(1) To the extent known to the re-
questor, the identities, including the
names and addresses, of the requestor
and of all other actual and potential
parties to the arrangement, that are
the subject of the request for an advi-
sory opinion;

(2) The name, title, address, and day-
time telephone number of a contact
person who will be available to discuss
the request for an advisory opinion
with the OIG on behalf of the re-
questor;
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§1008.37

(3) A declaration of the subject cat-
egory or categories as described in
§1008.5 of this part for which the advi-
sory opinion is requested. To the ex-
tent an individual or entity requests an
advisory opinion in accordance with
§§1008.5(a)(3) or (a)(b) of this part, the
requesting individual or entity should
identify the specific subsections of sec-
tions 1128, 1128A or 1128B of the Act or
the specific provision of §1001.952 of
this chapter about which an advisory
opinion is sought:

(4) A complete and specific descrip-
tion of all relevant information bear-
ing on the arrangement for which an
advisory opinion is requested and on
the circumstances of the conduct,! in-
cluding—

(i) Background information,

(ii) For existing arrangements, com-
plete copies of all operative documents,

(iii) For proposed arrangements,
complete copies of all operative docu-
ments, if possible, and otherwise de-
scriptions of proposed terms, drafts, or
models of documents sufficient to per-
mit the OIG to render an informed
opinion,

(iv) Detailed statements of all collat-
eral or oral understandings, if any, and

(v) If applicable, a designation of
trade secrets or confidential commer-
cial or financial information in the
manner described in 45 CFR 5.65;

(5) Signed certifications by the re-
questor(s), as described in §1008.37 of
this part;

(6) A check or money order payable
to the Treasury of the United States in
the amount of $250, as discussed in
§1008.31(b) of this part;

(7) A declaration regarding whether
an advisory opinion in accordance with
part 411 of this title has been or will be
requested from CMS about the arrange-
ment that is the subject of the advi-
sory opinion request; and

(8) Each requesting party’s Taxpayer
Identification Number.

(Approved by the Office of Management and
Budget under control number 0990-0213)

[62 FR 7357, Feb. 19, 1997, as amended at 63
FR 38325, July 16, 1998]

1The requestor is under an affirmative ob-
ligation to make full and true disclosure
with respect to the facts regarding the advi-
sory opinion being requested.

42 CFR Ch. V (10-1-02 Edition)

§1008.37 Disclosure of ownership and
related information.

Each individual or entity requesting
an advisory opinion must supply full
and complete information as to the
identity of each entity owned or con-
trolled by the individual or entity, and
of each person with an ownership or
control interest in the entity, as de-
fined in section 1124(a)(1) of the Social
Security Act (42 U.S.C. 1320a-3(a)(1))
and part 420 of this chapter.

(Approved by the Office of Management and
Budget under control number 0990-0213)

[67 FR 11936, Mar. 18, 2002]

§1008.38 Signed certifications by the
requestor.

(a) BEvery request must include the
following signed certification from all
requestors: ‘“With knowledge of the
penalties for false statements provided
by 18 U.S.C. 1001 and with knowledge
that this request for an advisory opin-
ion is being submitted to the Depart-
ment of Health and Human Services, 1
certify that all of the information pro-
vided is true and correct, and con-
stitutes a complete description of the
facts regarding which an advisory opin-
ion is sought, to the best of my knowl-
edge and belief.”

(b) If the advisory opinion relates to
a proposed arrangement, the request
must also include the following signed
certification from all requestors: ‘“‘The
arrangement described in this request
for an advisory opinion is one that [the
requestor(s)] in good faith plan(s) to
undertake.”” This statement may be
made contingent on a favorable OIG
advisory opinion, in which case, the
phrase ‘‘if the OIG issues a favorable
advisory opinion’ should be added to
the certification.

(c) The certification(s)
signed by—

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

(2) The chief executive officer, or
comparable officer, of the requestor, if
the requestor is a corporation;

must be
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