Centers for Medicare & Medicaid Services, HHS
written notification of the right to request reconsideration under § 414.916(c).
(4) Upon termination of participation
in the CAP a physician must—
(i) Continue to submit claims for
drugs supplied and administered under
the CAP prior to the effective date of
the physician’s termination from the
CAP consistent with § 414.908(a) until
all such claims are timely submitted.
(ii) Return any unused CAP drugs
that had not been administered to the
beneficiary prior to the effective date
of the physician’s termination from the
CAP to the approved CAP vendor consistent with applicable law and regulation and any agreement with the approved CAP vendor.
(iii) Cooperate in any post-payment
review activities on claims submitted
under the CAP, as required under section 1847B(a)(3) of the Act.
(5) An approved CAP vendor that has
billed and been paid for CAP drugs that
have not been administered must refund any payments made by CMS or
the beneficiary and his or her supplemental insurer in accordance with
§ 414.914(h)(3)(i)(2) of this chapter.

§ 414.930 Compendia for determination
of medically-accepted indications
for off-label uses of drugs and
biologicals
in
an
anti-cancer
chemotherapeutic regimen.
(a) Definitions. For the purposes of
this section:
Compendium means a comprehensive
listing of FDA-approved drugs and
biologicals or a comprehensive listing
of a specific subset of drugs and
biologicals in a specialty compendium,
for example a compendium of anti-cancer treatment. A compendium—
(i) Includes a summary of the pharmacologic characteristics of each drug
or biological and may include information on dosage, as well as recommended
or endorsed uses in specific diseases.
(ii) Is indexed by drug or biological.
(iii) Has a publicly transparent process for evaluating therapies and for
identifying potential conflicts of interests.
Publicly transparent process for evaluating therapies means that the process
provides that the following information from an internal or external request for inclusion of a therapy in a
compendium are available to the public
for a period of not less than 5 years,
which includes availability on the compendium’s Web site for a period of not
less than 3 years, coincident with the
compendium’s publication of the related recommendation:
(i) The internal or external request
for listing of a therapy recommendation including criteria used to evaluate
the request.
(ii) A listing of all the evidentiary
materials reviewed or considered by
the compendium pursuant to the request.
(iii) A listing of all individuals who
have substantively participated in the
review or disposition of the request.
(iv) Minutes and voting records of
meetings for the review and disposition
of the request.
Publicly transparent process for identifying potential conflicts of interests
means that process provides that the
following information is identified and
made timely available in response to a
public request for a period of not less
than 5 years, coincident with the compendium’s publication of the related
recommendation:

[70 FR 39098, July 6, 2005, as amended at 72
FR 66403, Nov. 27, 2007; 74 FR 62013, Nov. 25,
2009]

§ 414.918

Assignment.

Payment for a CAP drug may be
made only on an assignment-related
basis.
[70 FR 39099, July 6, 2005]

§ 414.920

Judicial review.

The following areas under the CAP
are not subject to administrative or judicial review:
(a) The establishment of payment
amounts.
(b) The awarding of vendor contracts.
(c) The establishment of competitive
acquisition areas.
(d) The selection of CAP drugs.
(e) The bidding structure.
(f) The number of vendors selected.
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