§ 414.420

42 CFR Ch. IV (10–1–10 Edition)
(c) Payment for a particular brand of
item or mode of delivery. Medicare does
not make an additional payment to a
contract supplier that furnishes a particular brand or mode of delivery for an
item, as directed by a prescription
written by the beneficiary’s physician
or treating practitioner.
(d) Prohibition on billing for an item
different from the particular brand of item
or mode of delivery prescribed. A contract supplier is prohibited from submitting a claim to Medicare if it furnishes an item different from that
specified in the written prescription received from the beneficiary’s physician
or treating practitioner. Payment will
not be made to a contract supplier that
submits a claim prohibited by this
paragraph.

the subject of the network’s bid cannot
exceed 20 percent of the Medicare demand for that product category in the
CBA.
(c) If the network is awarded a contract, each supplier must submit its
own claims and will receive payment
directly from Medicare for the items
that it furnishes under the competitive
bidding program.
[72 FR 18085, Apr. 10, 2007]
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§ 414.420 Physician or treating practitioner authorization and consideration of clinical efficiency and
value of items.
(a) Prescription for a particular brand
item or mode of delivery. (1) A physician
or treating practitioner may prescribe,
in writing, a particular brand of an
item for which payment is made under
a competitive bidding program, or a
particular mode of delivery for an
item, if he or she determines that the
particular brand or mode of delivery
would avoid an adverse medical outcome for the beneficiary.
(2) When a physician or treating
practitioner prescribes a particular
brand or mode of delivery of an item
under paragraph (a)(1) of this section,
the physician or treating practitioner
must document the reason in the beneficiary’s medical record why the particular brand or mode of delivery is
medically necessary to avoid an adverse medical outcome.
(b) Furnishing of a prescribed particular brand item or mode of delivery. If
a physician or treating practitioner
prescribes a particular brand of an
item or mode of delivery, the contract
supplier must—
(1) Furnish the particular brand or
mode of delivery as prescribed by the
physician or treating practitioner;
(2) Consult with the physician or
treating practitioner to find an appropriate alternative brand of item or
mode of delivery for the beneficiary
and obtain a revised written prescription from the physician or treating
practitioner; or
(3) Assist the beneficiary in locating
a contract supplier that can furnish
the particular brand of item or mode of
delivery prescribed by the physician or
treating practitioner.

[72 FR 18085, Apr. 10, 2007]

§ 414.422 Terms of contracts.
(a) Basic rule. CMS specifies the
terms and conditions of the contracts
entered into with contract suppliers
under this subpart. A contract supplier
must comply with all terms of its contract, including any option exercised
by CMS, for the full duration of the
contract period.
(b) Recompeting competitive bidding
contracts. CMS recompetes competitive
bidding contracts at least once every 3
years.
(c) Nondiscrimination. The items furnished by a contract supplier under
this subpart must be the same items
that the contract supplier makes available to other customers.
(d) Change of ownership. (1) A contract supplier must notify CMS if it is
negotiating a change in ownership 60
days before the anticipated date of the
change.
(2) CMS may award a contract to an
entity that merges with, or acquires, a
contract supplier if—
(i) The successor entity meets all requirements applicable to contract suppliers for the applicable competitive
bidding program;
(ii) The successor entity submits to
CMS the documentation described
under § 414.414(b) through (d) if that
documentation has not previously been
submitted by the successor entity or
the contract supplier that is being acquired, or is no longer current. This

56

VerDate Mar<15>2010

09:33 Dec 01, 2010

Jkt 220181

PO 00000

Frm 00066

Fmt 8010

Sfmt 8010

Y:\SGML\220181.XXX

220181

jdjones on DSK8KYBLC1PROD with CFR

Centers for Medicare & Medicaid Services, HHS
documentation must be submitted
within 30 days prior to the anticipated
effective date of the change of ownership. A successor entity is not required
to duplicate previously submitted information if the previously submitted
information is still current;
(iii) The successor entity is acquiring
the assets of the existing contract supplier, it submits to CMS, at least 30
days before the anticipated effective
date of the change of ownership, a
signed novation agreement acceptable
to CMS stating that it will assume all
obligations under the contract; or
(iv) A new entity will be formed as a
result of the merger or acquisition, the
existing contract supplier submits to
CMS, at least 30 days before the anticipated effective date of the change of
ownership, its final draft of a novation
agreement as described in paragraph
(d)(2)(iii) of this section for CMS review. The successor entity must submit to CMS, within 30 days after the effective
date
of
the
change
of
ownernship and executed novation
agreement acceptable to CMS.
(e) Furnishing of items. Except as otherwise prohibited under section 1877 of
the Act, or any other applicable law or
regulation:
(1) A contract supplier must agree to
furnish items under its contract to any
beneficiary who maintains a permanent residence in, or who visits, the
CBA and who requests those items
from that contract supplier.
(2) A skilled nursing facility defined
under section 1819(a) of the Act or a
nursing facility defined under section
1919(a) of the Act that has elected to
furnish items only to its own residents
and that is also a contract supplier
may furnish items under a competitive
bidding program to its own patients to
whom it would otherwise furnish Part
B services.
(f) Disclosure of subcontracting arrangements—(1) Initial disclosure. Not
later than 10 days after the date a supplier enters into a contract under this
section the supplier must disclose information on both of the following:
(i) Each subcontracting arrangement
that the supplier has in furnishing
items and services under the contract.
(ii) Whether each subcontractor
meets the requirement of section

§ 414.424

1834(a)(20)(F)(i) of the Act if applicable
to such subcontractor.
(2) Subsequent disclosure. Not later
than 10 days after the date a supplier
enters into a subcontracting arrangement subsequent to contract award
with CMS, the supplier must disclose
information on both of the following:
(i) The subcontracting arrangement
that the supplier has in furnishing
items and services under the contract.
(ii) Whether the subcontractor meets
the
requirement
of
section
1834(a)(20)(F)(i) of the Act, if applicable
to such subcontractor.
(g) Breach of contract. (1) Any deviation from contract requirements, including a failure to comply with governmental agency or licensing organization requirements, constitutes a
breach of contract.
(2) In the event a contract supplier
breaches its contract, CMS may take
one or more of the following actions:
(i) Require the contract supplier to
submit a corrective action plan;
(ii) Suspend the contract supplier’s
contract;
(iii) Terminate the contract;
(iv) Preclude the contract supplier
from participating in the competitive
bidding program;
(v) Revoke the supplier number of
the contract supplier; or
(vi) Avail itself of other remedies allowed by law.
[72 FR 18085, Apr. 10, 2007, as amended at 74
FR 2881, Jan. 16, 2009]

§ 414.424 Administrative or judicial review.
(a) There is no administrative or judicial review under this subpart of the
following:
(1)
Establishment
of
payment
amounts.
(2) Awarding of contracts.
(3) Designation of CBAs.
(4) Phase-in of the competitive bidding programs.
(5) Selection of items for competitive
bidding.
(6) Bidding structure and number of
contract suppliers selected for a competitive bidding program.
(b) A denied claim is not appealable
if the denial is based on a determination by CMS that a competitively bid
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