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and conditions that apply to other con-
tract suppliers in the CBA.

(2) Before CMS awards additional
contracts under paragraph (i)(1) of this
section, a supplier must submit up-
dated information demonstrating that
the supplier meets the requirements
under paragraphs (b) through (d) of this
section.

[72 FR 18085, Apr. 10, 2007, as amended at 74
FR 2880, Jan. 16, 2009; 76 FR 70315, Nov. 10,
2011; 79 FR 66264, Nov. 6, 2014; 81 FR 77967,
Nov. 4, 2016; 83 FR 21925, May 11, 2018; 83 FR
57072, Nov. 14, 2018]

§414.416 Determination of competitive
bidding payment amounts.

(a) General rule. CMS establishes a
single payment amount for each item
furnished under a competitive bidding
program.

(b) Methodology for setting payment
amount. (1) The single payment amount
for a lead item furnished under a com-
petitive bidding program is equal to
the maximum bid submitted for that
item by suppliers whose composite bids
for the product category that includes
the item are equal to or below the piv-
otal bid for that product category.

(2) The single payment amount for a
lead item must be less than or equal to
the amount that would otherwise be
paid for the same item under subpart C
or subpart D of this part.

(3) The single payment amount for an
item in a product category furnished
under a competitive bidding program
that is not a lead item for that product
category is equal to the single payment
amount for the lead item in the same
product category multiplied by the
ratio of the average of the 2015 fee
schedule amounts for all areas (that is,
all states, the District of Columbia,
Puerto Rico, the United States Virgin
Islands), for the item to the average of
the 2015 fee schedule amounts for all
areas for the lead item.

[72 FR 18085, Apr. 10, 2007, as amended at 81
FR 77967, Nov. 4, 2016; 83 FR 57072, Nov. 14,
2018]
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(a) A network may be comprised of at
least 2 but not more than 20 small sup-
pliers.

Opportunity for networks.
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(b) The following rules apply to net-
works that seek contracts under this
subpart:

(1) Each network must form a single
legal entity that acts as the bidder and
submits the bid. Any agreement en-
tered into for purposes of forming a
network must be submitted to CMS.
The network must identify itself as a
network and identify all of its mem-
bers.

(2) Each member of the network must
satisfy the requirements in §414.414(b)
through (d).

(3) A small supplier may join one or
more networks but cannot submit an
individual bid to furnish the same
product category in the same CBA as
any network in which it is a member.
A small supplier may not be a member
of more than one network if those net-
works submit bids to furnish the same
product category in the same CBA.

(4) The network cannot be anti-
competitive, and this section does not
supersede any Federal law or regula-
tion that regulates anticompetitive be-
havior.

(5) A bid submitted by a network
must include a statement from each
network member certifying that the
network member joined the network
because it is unable independently to
furnish all of the items in the product
category for which the network is sub-
mitting a bid to beneficiaries through-
out the entire geographic area of the
CBA.

(6) At the time that a network sub-
mits a bid, the network’s total market
share for each product category that is
the subject of the network’s bid cannot
exceed 20 percent of the Medicare de-
mand for that product category in the
CBA.

(c) If the network is awarded a con-
tract, 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]

§414.420 Physician or treating practi-
tioner authorization and consider-
ation of clinical efficiency and
value of items.

(a) Prescription for a particular brand
item or mode of delivery. (1) A physician
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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 out-
come 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 bene-
ficiary’s medical record why the par-
ticular brand or mode of delivery is
medically necessary to avoid an ad-
verse medical outcome.

(b) Furnishing of a prescribed par-
ticular 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 appro-
priate alternative brand of item or
mode of delivery for the beneficiary
and obtain a revised written prescrip-
tion 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.

(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 par-
ticular 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 con-
tract supplier is prohibited from sub-
mitting a claim to Medicare if it fur-
nishes an item different from that
specified in the written prescription re-
ceived from the beneficiary’s physician
or treating practitioner. Payment will
not be made to a contract supplier that
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submits a claim prohibited by this
paragraph.

[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 con-
tract, 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.

(¢) Nondiscrimination. The items fur-
nished by a contract supplier under
this subpart must be the same items
that the contract supplier makes avail-
able to other customers.

(d) Change of ownership (CHOW). (1)
CMS may transfer a contract to a suc-
cessor entity that merges with, or ac-
quires, a contract supplier if the suc-
cessor entity—

(i) Meets all requirements applicable
to contract suppliers for the applicable
competitive bidding program;

(i1) Submits to CMS the documenta-
tion described under §414.414(b)
through (d) if documentation has not
previously been submitted by the suc-
cessor entity or if the documentation
is no longer sufficient for CMS to make
a financial determination. A successor
entity is not required to duplicate pre-
viously submitted information if the
previously submitted information is
not needed to make a financial deter-
mination. This documentation must be
submitted prior to the effective date of
the CHOW; and

(iii) Submits to CMS a signed nova-
tion agreement acceptable to CMS
stating that it assumes all obligations
under the contract. This documenta-
tion must be submitted no later than
10 days after the effective date of the
CHOW.

(2) Except as specified in paragraph
(d)(3) of this section, CMS may transfer
the entire contract, including all prod-
uct categories and competitive bidding
areas, to a successor entity.

(3) For contracts issued in the Round
2 Recompete and subsequent rounds in
the case of a CHOW where a contract
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