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accordance with part 413 of this chap-

ter. 

(ii) For support services furnished by 

an independent ESRD facility, Medi-

care pays on the basis of reasonable 

charges that are related to costs and 

allowances that are reasonable when 

the services are furnished in an effec-

tive and economical manner. 

(c) Payment limits for support serv-

ices, equipment and supplies, and noti-

fication of changes to the payment 

limits apply prior to January 1, 2011 as 

follows: 

(1) Support services. The amount of 

payment for home dialysis support 

services is limited to the national aver-

age Medicare-allowed charge per pa-

tient per month for home dialysis sup-

port services, as determined by CMS, 

plus the median cost per treatment for 

all dialysis facilities for laboratory 

tests included under the composite 

rate, as determined by CMS, multiplied 

by the national average number of 

treatments per month. 

(2) Equipment and supplies. Payment 

for home dialysis equipment and sup-

plies is limited to an amount equal to 

the result obtained by subtracting the 

support services payment limit in para-

graph (c)(1) of this section from the 

amount (or, in the case of continuous 

cycling peritoneal dialysis, 130 percent) 

of the national median payment as de-

termined by CMS that would have been 

made under the prospective payment 

rates established in § 413.170 of this 

chapter for hospital-based facilities. 

(3) Notification of changes to the pay-

ment limits. Updated data are incor-

porated into the payment limits when 

the prospective payment rates estab-

lished at § 413.170 of this chapter are up-

dated, and changes are announced by 

notice in the FEDERAL REGISTER with-

out a public comment period. Revisions 

of the methodology for determining the 

limits are published in the FEDERAL 

REGISTER in accordance with the De-

partment’s established rulemaking 

procedures. 

[57 FR 54187, Nov. 17, 1992, as amended at 73 

FR 20474, Apr. 15, 2008; 75 FR 49202, Aug. 12, 

2010] 

§ 414.335 Payment for EPO furnished 
to a home dialysis patient for use in 
the home. 

(a) Prior to January 1, 2011, payment 
for EPO used at home by a home dialy-
sis patient is made only to either a 
Medicare approved ESRD facility or a 
supplier of home dialysis equipment 
and supplies. Effective January 1, 2011, 
payment for EPO used at home by a 
home dialysis patient is made only to a 
Medicare-approved ESRD facility in 
accordance with the per treatment 
payment as defined in § 413.230. 

(b) After January 1, 2011, a home and 
self training amount is added to the 
per treatment base rate for adult and 
pediatric patients as defined in § 413.230 

[75 FR 49202, Aug. 12, 2010] 

Subpart F—Competitive Bidding 
for Certain Durable Medical 
Equipment, Prosthetics, 
Orthotics, and Supplies 
(DMEPOS) 

§ 414.400 Purpose and basis. 

This subpart implements competitive 
bidding programs for certain DMEPOS 
items as required by sections 1847(a) 
and (b) of the Act. 

[72 FR 18084, Apr. 10, 2007] 

§ 414.402 Definitions. 

For purposes of this subpart, the fol-
lowing definitions apply: 

Affected party means a contract sup-
plier that has been notified that their 
DMEPOS CBP contract will be termi-
nated for a breach of contract. 

Bid means an offer to furnish an item 
or items for a particular price and time 
period that includes, where appro-
priate, any services that are directly 
related to the furnishing of the item or 
items. 

Bidding entity means the entity 
whose legal business name is identified 
in the ‘‘Form A: Business Organization 
Information’’ section of the bid. 

Breach of contract means any devi-
ation from contract requirements, in-
cluding a failure to comply with a gov-
ernmental agency or licensing organi-
zation requirements, constitutes a 
breach of contract. 
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Competitive bidding area (CBA) means 
an area established by the Secretary 
under this subpart. 

Competitive bidding program means a 
program established under this subpart 
within a designated CBA. 

Composite bid means the bid sub-
mitted by the supplier for the lead 
item in the product category. 

Contract supplier means an entity 
that is awarded a contract by CMS to 
furnish items under a competitive bid-
ding program. 

Corrective action plan (CAP) means a 
contract supplier’s written document 
with supporting information that de-
scribes the actions the contract sup-
plier will take within a specified time-
frame to remedy a breach of contract. 

Covered document means a financial, 
tax, or other document required to be 
submitted by a bidder as part of an 
original bid submission under a com-
petitive acquisition program in order 
to meet the required financial stand-
ards. 

Covered document review date means 
the later of— 

(1) The date that is 30 days before the 
final date for the closing of the bid 
window; or 

(2) The date that is 30 days after the 
opening of the bid window. 

DMEPOS stands for durable medical 
equipment, prosthetics, orthotics, and 
supplies. 

Grandfathered item means all rented 
items within a product category for 
which payment was made prior to the 
implementation of a competitive bid-
ding program to a grandfathered sup-
plier that chooses to continue to fur-
nish the items in accordance with 
§ 414.408(j) of this subpart and that fall 
within the following payment cat-
egories for competitive bidding: 

(1) An inexpensive or routinely pur-
chased item described in § 414.220 of this 
part. 

(2) An item requiring frequent and 
substantial servicing, as described in 
§ 414.222 of this part. 

(3) Oxygen and oxygen equipment de-
scribed in § 414.226 of this part. 

(4) Other DME described in § 414.229 of 
this part. 

Grandfathered supplier means a non-
contract supplier that chooses to con-

tinue to furnish grandfathered items to 
a beneficiary in a CBA. 

Hearing officer means an individual, 
who was not involved with the CBIC 
recommendation to take action for a 
breach of a DMEPOS Competitive Bid-
ding Program contract, who is des-
ignated by CMS to review and make an 
unbiased and independent rec-
ommendation when there is an appeal 
of CMS’s initial determination to take 
action for a breach of a DMEPOS Com-
petitive Bidding Program contract. 

Hospital has the same meaning as in 
section 1861(e) of the Act. 

Item means a product included in a 
competitive bidding program that is 
identified by a HCPCS code, which may 
be specified for competitive bidding 
(for example, a product when it is fur-
nished through mail order), or a com-
bination of codes with or without 
modifiers, and includes the services di-
rectly related to the furnishing of that 
product to the beneficiary. Items that 
may be included in a competitive bid-
ding program are as follows: 

(1) DME other than class III devices 
under the Federal Food, Drug and Cos-
metic Act, as defined in § 414.402, group 
3 complex rehabilitative power wheel-
chairs, complex rehabilitative manual 
wheelchairs, manual wheelchairs de-
scribed by HCPCS codes E1235, E1236, 
E1237, E1238, and K0008, and related ac-
cessories when furnished in connection 
with such wheelchairs, and further 
classified into the following categories: 

(i) Inexpensive or routinely pur-
chased items, as specified in § 414.220(a). 

(ii) Items requiring frequent and sub-
stantial servicing, as specified in 
§ 414.222(a). 

(iii) Oxygen and oxygen equipment, 
as specified in § 414.226(c)(1). 

(iv) Other DME (capped rental 
items), as specified in § 414.229. 

(2) Supplies necessary for the effec-
tive use of DME other than inhalation 
and infusion drugs. 

(3) Enteral nutrients, equipment, and 
supplies. 

(4) Off-the-shelf orthotics, which are 
orthotics described in section 1861(s)(9) 
of the Act that require minimal self- 
adjustment for appropriate use and do 
not require expertise in trimming, 
bending, molding, assembling or cus-
tomizing to fit a beneficiary. 
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(5) Lymphedema compression treat-
ment items. 

Item weight is a number assigned to 
an item based on its beneficiary utili-
zation rate using national data when 
compared to other items in the same 
product category. 

Lead item is the item in a product 
category with multiple items with the 
highest total nationwide Medicare al-
lowed charges of any item in the prod-
uct category prior to each competition. 

Mail order contract supplier is a con-
tract supplier that furnishes items 
through the mail to beneficiaries who 
maintain a permanent residence in a 
competitive bidding area. 

Mail order item means any item (for 
example, diabetic testing supplies) 
shipped or delivered to the bene-
ficiary’s home, regardless of the meth-
od of delivery. 

Metropolitan Statistical Area (MSA) 
has the same meaning as that given by 
the Office of Management and Budget. 

Minimal self-adjustment means an ad-
justment that the beneficiary, care-
taker for the beneficiary, or supplier of 
the device can perform and does not re-
quire the services of a certified 
orthotist (that is, an individual cer-
tified by either the American Board for 
Certification in Orthotics and Pros-
thetics, Inc., or the Board for 
Orthotist/Prosthetist Certification) or 
an individual who has specialized train-
ing. 

National mail order DMEPOS competi-
tive bidding program means a program 
whereby contracts are awarded to sup-
pliers for the furnishing of mail order 
items across the nation. 

Nationwide competitive bidding area 
means a CBA that includes the United 
States, its Territories, and the District 
of Columbia. 

Nationwide mail order contract supplier 
means a mail order contract supplier 
that furnishes items in a nationwide 
competitive bidding area. 

Network means a group of small sup-
pliers that form a legal entity to pro-
vide competitively bid items through-
out the entire CBA. 

Noncontract supplier means a supplier 
that is not awarded a contract by CMS 
to furnish items included in a competi-
tive bidding program. 

Non-mail order item means any item 
(for example, diabetic testing supplies) 
that a beneficiary or caregiver picks up 
in person at a local pharmacy or sup-
plier storefront. 

Parties to the hearing means the 
DMEPOS contract supplier and CMS. 

Physician has the same meaning as in 
section 1861(r) of the Act. 

Pivotal bid means the lowest com-
posite bid based on bids submitted by 
suppliers for a product category that 
includes a sufficient number of sup-
pliers to meet beneficiary demand for 
the items in that product category. 

Price inversion means any situation 
where the following occurs: One item 
(HCPCS code) in a grouping of similar 
items (e.g., walkers, enteral infusion 
pumps, or power wheelchairs) in a 
product category includes a feature 
that another, similar item in the same 
product category does not have (e.g., 
wheels, alarm, or Group 2 perform-
ance); the average of the 2015 fee sched-
ule amounts (or initial, unadjusted fee 
schedule amounts for subsequent years 
for new items) for the code with the 
feature is higher than the average of 
the 2015 fee schedule amounts for the 
code without the feature; and, fol-
lowing a competition, the SPA for the 
code with the feature is lower than the 
SPA for the code without that feature. 

Product category means a grouping of 
related items that are used to treat a 
similar medical condition. 

Regional competitive bidding area 
means a CBA that consists of a region 
of the United States, its Territories, 
and the District of Columbia. 

Regional mail order contract supplier 
means a mail order contract supplier 
that furnishes items in a regional com-
petitive bidding area. 

Single payment amount means the al-
lowed payment for an item furnished 
under a competitive bidding program. 

Small supplier means, a supplier that 
generates gross revenue of $3.5 million 
or less in annual receipts including 
Medicare and non-Medicare revenue. 

Supplier means an entity with a valid 
Medicare supplier number, including 
an entity that furnishes an item 
through the mail. 

Total nationwide allowed services 
means the total number of services al-
lowed for an item furnished in all 
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states, territories, and the District of 
Columbia where Medicare beneficiaries 
reside and can receive covered 
DMEPOS items and services. 

Treating practitioner means a physi-
cian assistant, nurse practitioner, or 
clinical nurse specialist, as those terms 
are defined in section 1861(aa)(5) of the 
Act. 

Weighted bid means the item weight 
multiplied by the bid price submitted 
for that item. 

[72 FR 18084, Apr. 10, 2007, as amended at 74 
FR 2880, Jan. 16, 2009; 74 FR 62009, Nov. 25, 
2009; 75 FR 73622, Nov. 29, 2010; 76 FR 70314, 
Nov. 10, 2011; 81 FR 77966, Nov. 4, 2016; 83 FR 
21925, May 11, 2018; 83 FR 57072, Nov. 14, 2018; 
86 FR 42422, Aug. 4, 2021; 88 FR 77875, Nov. 13, 
2023] 

§ 414.404 Scope and applicability. 

(a) Applicability. Except as specified 
in paragraph (b) of this section, this 
subpart applies to all suppliers that 
furnish the items defined in § 414.402 to 
beneficiaries, including providers, phy-
sicians, treating practitioners, physical 
therapists, and occupational therapists 
that furnish such items under Medicare 
Part B. 

(b) Exceptions. (1) Physicians, treat-
ing practitioners, and hospitals may 
furnish certain types of competitively 
bid durable medical equipment without 
submitting a bid and being awarded a 
contract under this subpart, provided 
that all of the following conditions are 
satisfied: 

(i) The items furnished are limited to 
crutches, canes, walkers, folding man-
ual wheelchairs, blood glucose mon-
itors, and infusion pumps that are 
DME, and off-the-shelf (OTS) orthotics. 

(ii) The items are furnished by the 
physician or treating practitioner to 
his or her own patients as part of his or 
her professional service or by a hos-
pital to its own patients during an ad-
mission or on the date of discharge. 

(iii) The items are billed under a bill-
ing number assigned to the hospital, 
physician, the treating practitioner (if 
possible), or a group practice to which 
the physician or treating practitioner 
has reassigned the right to receive 
Medicare payment. 

(2) A physical therapist in private 
practice (as defined in § 410.60(c) of this 
chapter) or an occupational therapist 

in private practice (as defined in 

§ 410.59(c) of this chapter) may furnish 

competitively bid off-the-shelf 

orthotics without submitting a bid and 

being awarded a contract under this 

subpart, provided that the items are 

furnished only to the therapist’s own 

patients as part of the physical or oc-

cupational therapy service. 

(3) Payment for items furnished in 

accordance with paragraphs (b)(1) and 

(b)(2) of this section will be paid in ac-

cordance with § 414.408(a). 

[72 FR 18084, Apr. 10, 2007, as amended at 74 

FR 2880, Jan. 16, 2009; 75 FR 73623, Nov. 29, 

2010; 76 FR 70314, Nov. 10, 2011] 

§ 414.406 Implementation of programs. 

(a) Implementation contractor. CMS 

designates one or more implementa-

tion contractors for the purpose of im-

plementing this subpart. 

(b) Competitive bidding areas. CMS des-

ignates through program instructions 

or by other means, such as the request 

for bids, each CBA in which a competi-

tive bidding program may be imple-

mented under this subpart. 

(c) Revisions to competitive bidding 
areas. CMS may revise the CBAs des-

ignated under paragraph (b) of this sec-

tion. 

(d) Competitively bid items. CMS des-

ignates the items that are included in 

a competitive bidding program through 

program instructions or by other 

means 

(e) Claims processing. The Durable 
Medical Equipment Medicare Adminis-
trative Contractor designated to proc-
ess DMEPOS claims for a particular ge-
ographic region also processes claims 
for items furnished under a competi-
tive bidding program in the same geo-
graphic region. 

[71 FR 48409, Aug. 18, 2006, as amended at 72 

FR 18085, Apr. 10, 2007] 

§ 414.408 Payment rules. 

(a) Payment basis. (1) The payment 
basis for an item furnished under a 
competitive bidding program is 80 per-
cent of the single payment amount cal-
culated for the item under § 414.416 for 
the CBA in which the beneficiary main-
tains a permanent residence. 
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(2) If an item that is included in a 
competitive bidding program is fur-
nished to a beneficiary who does not 
maintain a permanent residence in a 
CBA, the payment basis for the item is 
80 percent of the lesser of the actual 
charge for the item, or the applicable 
fee schedule amount for the item, as 
determined under subpart C or subpart 
D. 

(b) No changes to the single payment 
amount. The single payment amount 
calculated for each item under each 
competitive bidding program is paid 
for the duration of the competitive bid-
ding program and will not be adjusted 
by any update factor. 

(c) Payment on an assignment-related 
basis. Payment for an item furnished 
under this subpart is made on an as-
signment-related basis. 

(d) Applicability of advanced bene-
ficiary notice. Implementation of a pro-
gram in accordance with this subpart 
does not preclude the use of an ad-
vanced beneficiary notice. 

(e) Requirement to obtain competitively 
bid items from a contract supplier. (1) 
General rule. Except as provided in 
paragraph (e)(2) of this section, all 
items that are included in a competi-
tive bidding program must be furnished 
by a contract supplier for that pro-
gram. 

(2) Exceptions. (i) A grandfathered 
supplier may furnish a grandfathered 
item to a beneficiary in accordance 
with paragraph (j) of this section. 

(ii) Medicare may make a secondary 
payment for an item furnished by a 
noncontract supplier that the bene-
ficiary is required to use under his or 
her primary insurance policy. The pro-
visions of this paragraph do not super-
sede Medicare secondary payer statu-
tory and regulatory provisions, includ-
ing the Medicare secondary payment 
rules located in §§ 411.32 and 411.33 of 
this subchapter, and payment will be 
calculated in accordance with those 
rules. 

(iii) If a beneficiary is outside of the 
CBA in which he or she maintains a 
permanent residence, he or she may ob-
tain an item from a— 

(A) Contract supplier, if the bene-
ficiary obtains the item in another 
CBA and the item is included in the 

competitive bidding program for that 
CBA; or 

(B) Supplier with a valid Medicare 
billing number, if the beneficiary ob-
tains the item in an area that is not a 
CBA, or if the beneficiary obtains the 
item in another CBA but the item is 
not included in the competitive bidding 
program for that CBA. 

(iv) A physician, treating practi-
tioner, physical therapist in private 
practice, occupational therapist in pri-
vate practice, or hospital may furnish 
an item in accordance with § 414.404(b) 
of this subpart. 

(3) Unless paragraph (e)(2) of this sec-
tion applies: 

(i) Medicare will not make payment 
for an item furnished in violation of 
paragraph (e)(1) of this section, and 

(ii) A beneficiary has no financial li-
ability to a noncontract supplier that 
furnishes an item included in the com-
petitive bidding program for a CBA in 
violation of paragraph (e)(1) of this sec-
tion, unless the beneficiary has signed 
an advanced beneficiary notice. 

(4) CMS separately designates the 
Medicare billing number of all noncon-
tract suppliers to monitor compliance 
with paragraphs (e)(1) and (e)(2) of this 
section. 

(f) Purchased equipment. (1) The single 
payment amounts for new purchased 
durable medical equipment, including 
power wheelchairs that are purchased 
when the equipment is initially fur-
nished and enteral nutrition equipment 
are calculated based on the bids sub-
mitted and accepted for these items. 
For contracts entered into beginning 
on or after January 1, 2011, payment on 
a lump sum purchase basis is only 
available for power wheelchairs classi-
fied as complex rehabilitative power 
wheelchairs. 

(2) Payment for used purchased dura-
ble medical equipment and enteral nu-
trition equipment is made in an 
amount equal to 75 percent of the sin-
gle payment amounts calculated for 
new purchased equipment under para-
graph (f)(1) of this section. 

(g) Purchased supplies and orthotics. 
The single payment amounts for the 
following purchased items are cal-
culated based on the bids submitted 
and accepted for the following items: 
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(1) Supplies used in conjunction with 
durable medical equipment. 

(2) Enteral nutrients. 

(3) Enteral nutrition supplies. 

(4) OTS orthotics. 

(5) Lymphedema compression treat-
ment items. 

(h) Rented equipment—(1) Capped rent-
al DME. Subject to the provisions of 
paragraph (h)(2) of this section, pay-
ment for capped rental durable medical 
equipment is made in an amount equal 
to 10 percent of the single payment 
amounts calculated for new durable 
medical equipment under paragraph 
(f)(1) of this section for each of the first 
3 months, and 7.5 percent of the single 
payment amounts calculated for these 
items for each of the remaining months 
4 through 13. 

(2) For contracts entered into begin-
ning on or after January 1, 2011, the 
monthly fee schedule amount for rent-
al of power wheelchairs equals 15 per-
cent of the single payment amounts 
calculated for new durable medical 
equipment under paragraph (f)(1) of 
this section for each of the first 3 
months, and 6 percent of the single 
payment amounts calculated for these 
items for each of the remaining months 
4 through 13. 

(3) Additional payment to certain con-
tract suppliers for capped rental DME. (i) 
Except as specified in paragraph 
(h)(3)(ii) of this section, Medicare 
makes 13 monthly payments to a con-
tract supplier that furnishes capped 
rental durable medical equipment to a 
beneficiary who would otherwise be en-
titled to obtain the item from a grand-
fathered supplier under paragraph (j) of 
this section. Payment is made using 
the methodology described in para-
graph (h)(1) of this section. The con-
tract supplier must transfer title to 
the item to the beneficiary on the first 
day that begins after the 13th contin-
uous month in which payments are 
made in accordance with this para-
graph. 

(ii) Medicare does not make payment 
to a contract supplier under paragraph 
(h)(3)(i) of this section if the contract 
supplier furnishes capped rental dura-
ble medical equipment to a beneficiary 
who previously rented the equipment 
from another contract supplier. 

(4) Maintenance and servicing of rented 
DME. Separate maintenance and serv-
icing payments are not made for any 
rented durable medical equipment. 

(5) Payment for rented enteral nutrition 
equipment. Payment for rented enteral 
nutrition equipment is made in an 
amount equal to 10 percent of the sin-
gle payment amounts calculated for 
new enteral nutrition equipment under 
paragraph (f)(1) of this section for each 
of the first 3 months, and 7.5 percent of 
the single payment amount calculated 
for these items under paragraph (f)(1) 
of this section for each of the remain-
ing months 4 through 15. The contract 
supplier to which payment is made in 
month 15 for furnishing enteral nutri-
tion equipment on a rental basis must 
continue to furnish, maintain and serv-
ice the equipment until a determina-
tion is made by the beneficiary’s physi-
cian or treating practitioner that the 
equipment is no longer medically nec-
essary. 

(6) Maintenance and servicing of rented 
enteral nutrition equipment. Payment for 
the maintenance and servicing of 
rented enteral nutrition equipment be-
ginning 6 months after 15 months of 
rental payments is made in an amount 
equal to 5 percent of the single pay-
ment amounts calculated for these 
items under paragraph (f)(1) of this sec-
tion. 

(7) Payment for inexpensive or routinely 
purchased durable medical equipment. 
Payment for inexpensive or routinely 
purchased durable medical equipment 
furnished on a rental basis is made in 
an amount equal to 10 percent of the 
single payment amount calculated for 
new purchased equipment. 

(8) Payment amounts for rented DME 
requiring frequent and substantial serv-
icing—(i) General rule. Except as pro-
vided in paragraph (h)(7)(ii) of this sec-
tion, the single payment amounts for 
rented durable medical equipment re-
quiring frequent and substantial serv-
icing are calculated based on the rental 
bids submitted and accepted for the 
furnishing of these items on a monthly 
basis. 

(ii) Exception. The single payment 
amounts for continuous passive motion 
exercise devices are calculated based 
on the bids submitted and accepted for 
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the furnishing of these items on a daily 
basis. 

(i) Monthly payment amounts for oxy-
gen and oxygen equipment—(1) Basic 
payment amount. Subject to the provi-
sions of paragraph (i)(2) of this section, 
the single payment amounts for oxygen 
and oxygen equipment are calculated 
based on the bids submitted and ac-
cepted for the furnishing on a monthly 
basis of each of the five classes of oxy-
gen and oxygen equipment described in 
§ 414.226(c)(1). 

(2) Additional payment to certain con-
tract suppliers. (i) Except as specified in 
paragraph (i)(2)(iii) of this section, 
Medicare makes monthly payments to 
a contract supplier that furnishes oxy-
gen equipment to a beneficiary who 
would otherwise be entitled to obtain 
the item from a grandfathered supplier 
under paragraph (j) of this section as 
follows: 

(A) If Medicare made 26 or less 
monthly payments to the former sup-
plier, Medicare makes a monthly pay-
ment to the contract supplier for up to 
the number of months equal to the dif-
ference between 36 and the number of 
months for which payment was made 
to the former supplier. 

(B) If Medicare made 27 or more 
monthly payments to the former sup-
plier, Medicare makes 10 monthly pay-
ments to the contract supplier. 

(ii) Payment is made using the meth-
odology described in paragraph (i)(1) of 
this section. On the first day after the 
month in which the final rental pay-
ment is made under paragraph (i)(2)(i) 
of this section, the contract supplier 
must transfer title of the oxygen equip-
ment to the beneficiary. 

(iii) Medicare does not make pay-
ment to a contract supplier under para-
graph (i)(2) of this section if the con-
tract supplier furnishes oxygen equip-
ment to a beneficiary who previously 
rented the equipment from another 
contract supplier. 

(j) Special rules for certain rented dura-
ble medical equipment and oxygen and ox-
ygen equipment—(1) Supplier election. (i) 
A supplier that is furnishing durable 
medical equipment or is furnishing ox-
ygen or oxygen equipment on a rental 
basis to a beneficiary prior to the im-
plementation of a competitive bidding 
program in the CBA where the bene-

ficiary maintains a permanent resi-

dence may elect to continue furnishing 

the item as a grandfathered supplier. 

(ii) A supplier that elects to be a 

grandfathered supplier must continue 

to furnish the grandfathered items to 

all beneficiaries who elect to continue 

receiving the grandfathered items from 

that supplier for the remainder of the 

rental period for that item. 

(2) Payment for grandfathered items 

furnished during the first competitive bid-

ding program implemented in a CBA. 

Payment for grandfathered items fur-

nished during the first competitive bid-

ding program implemented in a CBA is 

made as follows: 

(i) For inexpensive and routinely pur-

chased items described in § 414.220(a), 

payment is made in the amount deter-

mined under § 414.220(b). 

(ii) For other durable medical equip-

ment or capped rental items described 

in § 414.229, payment is made in the 

amount determined under § 414.229(b). 

(iii) For items requiring frequent and 

substantial servicing described in 

§ 414.222, payment is made in accord-

ance with paragraph (a)(1) of this sec-

tion. 

(iv) For oxygen and oxygen equip-

ment described in § 414.226(c)(1), pay-

ment is made in accordance with para-

graph (a)(1) of this section. 

(3) Payment for grandfathered items 

furnished during all subsequent competi-

tive bidding programs in a CBA. Begin-

ning with the second competitive bid-

ding program implemented in a CBA, 

payment is made for grandfathered 

items in accordance with paragraph 

(a)(1) of this section. 

(4) Choice of suppliers. (i) Bene-

ficiaries who are renting an item that 

meets the definition of a grandfathered 

item in § 414.402 of this subpart may 

elect to obtain the item from a grand-

fathered supplier. 

(ii) A beneficiary who is otherwise 

entitled to obtain a grandfathered item 

from a grandfathered supplier under 

paragraph (j) of this section may elect 

to obtain the same item from a con-

tract supplier at any time after a com-

petitive bidding program is imple-

mented. 
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(iii) If a beneficiary elects to obtain 
the same item from a contract sup-
plier, payment is made for the item ac-
cordance with paragraph (a)(1) of this 
section. 

(5) Notification of beneficiaries and 
CMS by suppliers that choose to become 
grandfathered suppliers. (i) Notification 
of beneficiaries by suppliers. (A) Require-
ments of notification. A noncontract 
supplier that elects to become a grand-
fathered supplier must provide a 30-day 
written notification to each Medicare 
beneficiary that resides in a competi-
tive bidding area and is currently rent-
ing a competitively bid item from that 
supplier. The 30-day notification to the 
beneficiary must meet the following 
requirements: 

(1) Be sent by the supplier to the ben-
eficiary at least 30 business days before 
the start date of the implementation of 
the competitive bidding program for 
the CBA in which the beneficiary re-
sides. 

(2) Identify the grandfathered items 
that the supplier is willing to continue 
to rent to the beneficiary. 

(3) Be in writing (for example, by let-
ter or postcard) and the supplier must 
maintain proof of delivery. 

(4) State that the supplier is willing 
to continue to furnish certain rented 
Durable Medical Equipment (DME), ox-
ygen and oxygen equipment, and sup-
plies that the supplier is currently fur-
nishing to the beneficiary (that is, be-
fore the start of the competitive bid-
ding program) and is willing to con-
tinue to provide these items to the ben-
eficiary for the remaining rental 
months. 

(5) State that the beneficiary has the 
choice to continue to receive a grand-
fathered item(s) from the grand-
fathered supplier or may elect to re-
ceive the item(s) from a contract sup-
plier after the end of the last month for 
which a rental payment is made to the 
noncontract supplier. 

(6) Provide the supplier’s telephone 
number and instruct the beneficiary to 
call the supplier with any questions 
and to notify the supplier of his or her 
decision to use or not use the supplier 
as a grandfathered supplier. 

(7) State that the beneficiary can ob-
tain information about the competitive 
bidding program by calling 1–800– 

MEDICARE or on the Internet at http:// 
www.Medicare.gov. 

(B) Record of beneficiary’s choice. The 
supplier should obtain an election from 
the beneficiary regarding whether to 
use or not use the supplier as a grand-
fathered supplier. The supplier must 
maintain a record of its attempts to 
communicate with the beneficiary to 
obtain the beneficiary’s election re-
garding grandfathering. When the sup-
plier obtains such an election, the sup-
plier must maintain a record of the 
beneficiary decision including the date 
the choice was made, and how the ben-
eficiary communicated his or her 
choice to the supplier. 

(C) Notification. If the beneficiary 
chooses not to continue to receive a 
grandfathered item(s) from their cur-
rent supplier, the supplier must pro-
vide the beneficiary with 2 more no-
tices in addition to the 30-day notice 
prior to the supplier picking up its 
equipment. 

(1) 10-day notification: Ten business 
days prior to picking up the item, the 
supplier should have direct contact (for 
example, a phone call) with the bene-
ficiary or the beneficiary’s caregiver 
and receive acknowledgement that the 
beneficiary understands their equip-
ment will be picked up. This should 
occur on the first anniversary date 
after the start of the CBP or on an-
other date agreed to by the beneficiary 
or the beneficiary’s caregiver. The 
beneficiary’s anniversary date occurs 
every month and is the date of the 
month on which the item was first de-
livered to the beneficiary by the cur-
rent supplier. When a date other than 
the anniversary date is chosen by the 
beneficiary or the beneficiary’s care-
giver, the noncontract supplier will 
still receive payment up to the anni-
versary date after the start of the CBP, 
and the new contract supplier may not 
bill for any period of time before the 
anniversary date. 

(2) 2-day notification: Two business 
days prior to picking up the item the 
supplier should contact the beneficiary 
or the beneficiary’s caregiver by phone 
to notify the beneficiary of the date 
the supplier will pick up the item. This 
date should not be before the bene-
ficiary’s first anniversary date that oc-
curs after the start of the competitive 
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bidding program unless an alternative 
arrangement has been made with the 
beneficiary and the new contract sup-
plier. 

(D) Pickup procedures. (1) The pickup 
of the noncontract supplier’s equip-
ment and the delivery of the new con-
tract supplier’s equipment should 
occur on the same date, that is, the 
first rental anniversary date of the 
equipment that occurs after the start 
of the competitive bidding program un-
less an alternative arrangement has 
been made with the beneficiary and the 
new contract supplier. 

(2) Under no circumstance should a 
supplier pick up a rented item prior to 
the supplier’s receiving acknowledge-
ment from the beneficiary that the 
beneficiary is aware of the date on 
which the supplier is picking up the 
item and the beneficiary has made ar-
rangements to have the item replaced 
on that date by a contract supplier. 

(3) When a beneficiary chooses to 
switch to a new contract supplier, the 
current noncontract supplier and the 
new contract supplier must make ar-
rangements that are suitable to the 
beneficiary. 

(4) The contract supplier may not 
submit a claim with a date of delivery 
for the new equipment that is prior to 
the first anniversary date that occurs 
after the beginning of the CBP, and the 
contract supplier may not begin billing 
until the first anniversary date that 
occurs after the beginning of the CBP. 

(5) The noncontract supplier must 
submit a claim to be paid up to the 
first anniversary date that occurs after 
the beginning of the CBP. Therefore, 
they should not pick up the equipment 
before that date unless an alternative 
arrangement has been made with the 
beneficiary and the new contract sup-
plier. 

(ii) Notification to CMS by suppliers. A 
noncontract supplier that elects to be-
come a grandfathered supplier must 
provide a written notification to CMS 
of this decision. This notification must 
meet the following requirements: 

(A) State that the supplier agrees to 
continue to furnish certain rented 
DME, oxygen and oxygen equipment 
that it is currently furnishing to bene-
ficiaries (that is, before the start of the 
competitive bidding program) in a CBA 

and will continue to provide these 
items to these beneficiaries for the re-
maining months of the rental period. 

(B) Include the following informa-
tion: 

(1) Name and address of the supplier. 
(2) The 6-digit NSC number of the 

supplier. 
(3) Product category(s) by CBA for 

which the supplier is willing to be a 
grandfathered supplier. 

(C) State that the supplier agrees to 
meet all the terms and conditions per-
taining to grandfathered suppliers. 

(D) Be provided by the supplier to 
CMS in writing at least 30 business 
days before the start date of the imple-
mentation of the Medicare DMEPOS 
Competitive Bidding Program. 

(6) Suppliers that choose not to become 
grandfathered suppliers. (i) Requirement 
for non-grandfathered supplier. A non-
contract supplier that elects not to be-
come a grandfathered supplier is re-
quired to pick up the item it is cur-
rently renting to the beneficiary from 
the beneficiary’s home after proper no-
tification. 

(ii) Notification. Proper notification 
includes a 30-day, a 10-day, and a 2-day 
notice of the supplier’s decision not to 
become a grandfathered supplier to its 
Medicare beneficiaries who are cur-
rently renting certain DME competi-
tively bid item(s) and who reside in a 
CBA. 

(iii) Requirements of notification. 
These notifications must meet all of 
the requirements listed in paragraph 
(j)(5)(i) of this section for the 30-day, 
10-day and 2-day notices that must be 
sent by suppliers who decide to be 
grandfathered suppliers, with the fol-
lowing exceptions for the 30-day notice. 

(A) State that, for those items for 
which the supplier has decided not to 
be a grandfathered supplier, the sup-
plier will only continue to rent these 
competitively bid item(s) to its bene-
ficiaries up to the first anniversary 
date that occurs after the start of the 
Medicare DMEPOS Competitive Bid-
ding Program. 

(B) State that the beneficiary must 
select a contract supplier for Medicare 
to continue to pay for these items. 

(C) Refer the beneficiary to the con-
tract supplier locator tool on and to 1– 
800–MEDICARE to obtain information 
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about the availability of contract sup-
pliers for the beneficiary’s area. 

(iv) Pickup procedures. (A) The pick- 
up of the noncontract supplier’s equip-
ment and the delivery of the new con-
tract supplier’s equipment should 
occur on the same date, that is, the 
first rental anniversary date of the 
equipment that occurs after the start 
of the competitive bidding program un-
less an alternative arrangement has 
been made with the beneficiary and the 
new contract supplier. 

(B) Under no circumstance should a 
supplier pick up a rented item prior to 
the supplier’s receiving acknowledge-
ment from the beneficiary that the 
beneficiary is aware of the date on 
which the supplier is picking up the 
item and the beneficiary has made ar-
rangements to have the item replaced 
on that date by a contract supplier. 

(C) When a beneficiary chooses to 
switch to a new contract supplier, the 
current noncontract supplier and the 
new contract supplier must make ar-
rangements that are agreeable to the 
beneficiary. 

(D) The contract supplier cannot sub-
mit a claim with a date of delivery for 
the new equipment that is prior to the 
first anniversary date that occurs after 
the beginning of the CBP. 

(7) Payment for accessories and supplies 
for grandfathered items. Accessories and 
supplies that are used in conjunction 
with and are necessary for the effective 
use of a grandfathered item may be fur-
nished by the same grandfathered sup-
plier that furnishes the grandfathered 
item. Payment is made in accordance 
with paragraph (a)(1) of this section. 

(k) Payment for maintenance, servicing 
and replacement of beneficiary-owned 
items. (1) Payment is made for the 
maintenance and servicing of bene-
ficiary-owned items, provided the 
maintenance and servicing is per-
formed by a contract supplier or a non-
contract supplier having a valid Medi-
care billing number, as follows: 

(i) Payment for labor is made in ac-
cordance with § 414.210(e)(1) of subpart 
D. 

(ii) Payment for parts that are not 
items (as defined in § 414.402) is made in 
accordance with § 414.210(e)(1) of sub-
part D. 

(iii) Payment for parts that are items 
(as defined in § 414.402) is made in ac-
cordance with paragraph (a)(1) of this 
section. 

(2) Additional payments are made in 
accordance with § 414.210(e)(2), (e)(3) 
and (e)(5) of this part for the mainte-
nance and servicing of oxygen equip-
ment if performed by a contract sup-
plier or a noncontract supplier having 
a valid Medicare billing number. 

(3) Beneficiaries must obtain a re-
placement of a beneficiary-owned item, 
other than parts needed for the repair 
of beneficiary-owned equipment from a 
contract supplier. Payment is made for 
the replacement item in accordance 
with paragraph (a)(1) of this section. 

(l) Exceptions for certain items and 
services paid in accordance with special 
payment rules. The payment rules in 
paragraphs (f) thru (h), (j)(2), (j)(3), and 
(j)(7), and (k) of this section do not 
apply to items and services paid in ac-
cordance with the special payment 
rules at § 414.409. 

[72 FR 18085, Apr. 10, 2007, as amended at 74 
FR 2880, Jan. 16, 2009; 74 FR 62009, Nov. 25, 
2009; 75 FR 73623, Nov. 29, 2010; 76 FR 70315, 
Nov. 10, 2011; 79 FR 66264, Nov. 6, 2014; 88 FR 
77875, Nov. 13, 2023] 

§ 414.409 Special payment rules. 

(a) Payment on a bundled, continuous 
rental basis. In no more than 12 CBAs, 
in conjunction with competitions that 
begin after January 1, 2015, payment is 
made on a bundled, continuous month-
ly rental basis for standard power 
wheelchairs and continuous positive 
airway pressure (CPAP) devices. The 
CBAs and competitions where these 
payment rules apply are announced in 
advance of each competition, with the 
payment rules in this section used in 
lieu of the payment rules at § 414.408(f) 
thru (h), (j)(2), (j)(3), and (j)(7), and (k). 
The single payment amounts are estab-
lished based on bids submitted and ac-
cepted for furnishing rented standard 
power wheelchairs and CPAP devices 
on a monthly basis for each month of 
medical need during the contract pe-
riod. The single payment amount for 
the monthly rental of the DME in-
cludes payment for the rented equip-
ment, maintenance and servicing of the 
rented equipment, and replacement of 
supplies and accessories necessary for 
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the effective use of the rented equip-
ment. Separate payment for replace-
ment of equipment, repair or mainte-
nance and servicing of equipment, or 
for replacement of accessories and sup-
plies necessary for the effective use of 
equipment is not allowed under any 
circumstance. 

(b) Payment for grandfathered DME 
items paid on a bundled, continuous rent-
al basis. Payment to a supplier that 
elects to be a grandfathered supplier of 
DME furnished in CBPs where these 
special payment rules apply is made in 
accordance with § 414.408(a)(1). 

(c) Supplier transitions for DME paid 
on a bundled, continuous rental basis. 
Changes from a non-contract supplier 
to a contract supplier at the beginning 
of a CBP where payment is made on a 
bundled, continuous monthly rental 
basis results in the contract supplier 
taking on responsibility for meeting 
all of the monthly needs for furnishing 
the covered DME. In the event that a 
beneficiary relocates from a CBA 
where these special payment rules 
apply to an area where rental cap rules 
apply, a new period of continuous use 
begins for the capped rental item as 
long as the item is determined to be 
medically necessary. 

(d) Responsibility for repair and mainte-
nance and servicing of power wheelchairs. 
In no more than 12 CBAs where pay-
ment for power wheelchairs is made on 
a capped rental basis, for power wheel-
chairs furnished in conjunction with 
competitions that begin after January 
1, 2015, contract suppliers that furnish 
power wheelchairs under contracts 
awarded based on these competitions 
shall continue to repair power wheel-
chairs they furnish following transfer 
of title to the equipment to the bene-
ficiary. The responsibility of the con-
tract supplier to repair, maintain and 
service beneficiary-owned power wheel-
chairs does not apply to power wheel-
chairs that the contract supplier did 
not furnish to the beneficiary. For 
power wheelchairs that the contract 
supplier furnishes during the contract 
period, the responsibility of the con-
tract supplier to repair, maintain and 
service the power wheelchair once it is 
owned by the beneficiary continues 
until the reasonable useful lifetime of 
the equipment expires, coverage for the 

power wheelchair ends, or the bene-
ficiary relocates outside the CBA 
where the item was furnished. The con-
tract supplier may not charge the ben-
eficiary or the program for any nec-
essary repairs or maintenance and 
servicing of a beneficiary-owned power 
wheelchair it furnished during the con-
tract period. 

[79 FR 66264, Nov. 6, 2014] 

§ 414.410 Phased-in implementation of 
competitive bidding programs. 

(a) Phase-in of competitive bidding pro-
grams. CMS phases in competitive bid-
ding programs so that competition 
under the programs occurs— 

(1) In CY 2009, in Cincinnati—Middle-
town (Ohio, Kentucky and Indiana), 
Cleveland—Elyria—Mentor (Ohio), 
Charlotte—Gastonia—Concord (North 
Carolina and South Carolina), Dallas— 
Fort Worth—Arlington (Texas), Kansas 
City (Missouri and Kansas), Miami— 
Fort Lauderdale—Miami Beach (Flor-
ida), Orlando (Florida), Pittsburgh 
(Pennsylvania), and Riverside—San 
Bernardino—Ontario (California). 

(2) In CY 2011, in an additional 91 
MSAs (the additional 70 MSAs selected 
by CMS as of June 1, 2008, and the next 
21 largest MSAs by total population 
based on 2009 population estimates, and 
not already phased in as of June 1, 
2008). CMS may subdivide any of the 91 
MSAs with a population of greater 
than 8,000,000 into separate CBAs, 
thereby resulting in more than 91 
CBAs. 

(3) After CY 2011, additional CBAs 
(or, in the case of national mail order 
for items and services, after CY 2010). 

(4) For competitions (other than for 
national mail order items and services) 
after CY 2011 and prior to CY 2015, the 
following areas are excluded: 

(i) Rural areas. 
(ii) MSAs not selected under para-

graphs (a)(1) or (a)(2) of this section 
with a population of less than 250,000. 

(iii) An area with low population den-
sity within an MSA not selected under 
paragraphs (a)(1) or (a)(2) of this sec-
tion. 

(b) Selection of MSAs for CY 2007 and 
CY 2009. CMS selects the MSAs for pur-
poses of designating CBAs in CY 2007 
and CY 2009 by considering the fol-
lowing variables: 
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(1) The total population of an MSA. 
(2) The Medicare allowed charges for 

DMEPOS items per fee-for-service ben-
eficiary in an MSA. 

(3) The total number of DMEPOS 
suppliers per fee-for-service beneficiary 
who received DMEPOS items in an 
MSA. 

(4) An MSA’s geographic location. 
(c) Exclusions from a CBA. CMS may 

exclude from a CBA a rural area (as de-
fined in § 412.64(b)(1)(ii)(C) of this sub-
chapter), or an area with low popu-
lation density based on one or more of 
the following factors— 

(1) Low utilization of DMEPOS items 
by Medicare beneficiaries receiving fee- 
for-service benefits relative to similar 
geographic areas; 

(2) Low number of DMEPOS suppliers 
relative to similar geographic areas; or 

(3) Low number of Medicare fee-for- 
service beneficiaries relative to similar 
geographic areas. 

(d) Selection of additional CBAs after 
CY 2009. (1) Beginning after CY 2009, 
CMS designates through program in-
structions or by other means addi-
tional CBAs based on CMS’ determina-
tion that the implementation of a com-
petitive bidding program in a par-
ticular area would be likely to result in 
significant savings to the Medicare 
program. 

(2) Beginning after CY 2009, CMS may 
designate through program instruc-
tions or by other means a nationwide 
CBA or one or more regional CBAs for 
purposes of implementing competitive 
bidding programs for items that are 
furnished through the mail by nation-
wide or regional mail order contract 
suppliers. 

[72 FR 18085, Apr. 10, 2007, as amended at 74 
FR 2880, Jan. 16, 2009; 75 FR 73623, Nov. 29, 
2010; 76 FR 70315, Nov. 10, 2011] 

§ 414.411 Special rule in case of com-
petitions for diabetic testing strips 
conducted on or after January 1, 
2011. 

(a) National mail order competitions. A 
supplier must demonstrate that their 
bid submitted as part of a national 
mail order competition for diabetic 
testing strips covers the furnishing of a 
sufficient number of different types of 
diabetic testing strip products that, in 
the aggregate, and taking into account 

volume for the different products, in-
cludes at least 50 percent of all the dif-
ferent types of products on the market. 
A type of diabetic testing strip means 
a specific brand and model of testing 
strips. 

(b) Other competitions. CMS may 
apply this special rule to non-mail 
order or local competitions for diabetic 
testing strips. 

[75 FR 73623, Nov. 29, 2010] 

§ 414.412 Submission of bids under a 
competitive bidding program. 

(a) Requirement to submit a bid. Except 
as provided under § 414.404(b), in order 
for a supplier to receive payment for 
items furnished to beneficiaries under 
a competitive bidding program, the 
supplier must submit a bid to furnish 
those items and be awarded a contract 
under this subpart. 

(b) Grouping of items into product cat-
egories. (1) Composite bids, as defined in 
§ 414.402, are submitted for lead items, 
as defined in § 414.402. 

(2) The bid submitted for each lead 
item and product category cannot ex-
ceed the payment amount that would 
otherwise apply to the lead item 
under— 

(i) Subpart C of this part, without 
the application of § 414.210(g); 

(ii) Subpart D of this part, without 
the application of § 414.105; or 

(iii) Subpart Q of this part, without 
the application of § 414.1690. 

(3) The bids submitted for standard 
power wheelchairs paid in accordance 
with the special payment rules at 
§ 414.409(a) cannot exceed the average 
monthly payment for the bundle of 
items and services that would other-
wise apply to the item under subpart D 
of this part. 

(4) The bids submitted for continuous 
positive airway pressure (CPAP) de-
vices paid in accordance with the spe-
cial payment rules at § 414.409(a) cannot 
exceed the 1993 fee schedule amounts 
for these items, increased by the cov-
ered item update factors provided for 
these items in section 1834(a)(14) of the 
Act. 

(5) Suppliers shall take into consider-
ation the special payment rules at 
§ 414.409(d) when submitting bids for 
furnishing power wheelchairs under 
competitions where these rules apply. 
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(c) Furnishing of items. A bid must in-
clude all costs related to furnishing all 
items in the product category, includ-
ing all services directly related to the 
furnishing of the items. 

(d) Commonly-owned or controlled sup-
pliers. (1) For purposes of this para-
graph— 

(i) An ownership interest is the pos-
session of equity in the capital, stock 
or profits of another supplier; 

(ii) A controlling interest exists if 
one or more of owners of a supplier is 
an officer, director or partner in an-
other supplier; and 

(iii) Two or more suppliers are com-
monly-owned if one or more of them 
has an ownership interest totaling at 
least 5 percent in the other(s). 

(2) A supplier must disclose in its bid 
each supplier in which it has an owner-
ship or controlling interest and each 
supplier which has an ownership or 
controlling interest in it. 

(3) Commonly-owned or controlled 
suppliers must submit a single bid to 
furnish a product category in a CBA. 
Each commonly-owned or controlled 
supplier that is located in the CBA for 
which the bid is being submitted must 
be included in the bid. The bid must 
also include any commonly-owned or 
controlled supplier that is located out-
side of the CBA but would furnish the 
product category to the beneficiaries 
who maintain a permanent residence in 
the CBA. 

(e) Mail order suppliers. (1) Suppliers 
that furnish items through the mail 
must submit a bid to furnish these 
items in a CBA in which a mail order 
competitive bidding program that in-
cludes the items is implemented. 

(2) Suppliers that submit one or more 
bids under (e)(1) of this section may 
submit the same bid amount for each 
item under each competitive bidding 
program for which it submits a bid. 

(f) Applicability of the mail order com-
petitive bidding program. Suppliers that 
do not furnish items through the mail 
are not required to participate in a na-
tionwide or regional mail order com-
petitive bidding program that includes 
the same items. Suppliers may con-
tinue to furnish these items in— 

(1) A CBA, if the supplier is awarded 
a contract under this subpart; or 

(2) An area not designated as a CBA. 

(g) Requiring bid surety bonds for bid-
ding entities—(1) Bidding requirements. 
For competitions beginning on or after 
January 1, 2017, and no later than Jan-
uary 1, 2019, a bidding entity may not 
submit a bid(s) for a CBA unless it ob-
tains a bid surety bond for the CBA 
from an authorized surety on the De-
partment of the Treasury’s Listing of 
Certified Companies and provides proof 
of having obtained the bond by submit-
ting a copy to CMS by the deadline for 
bid submission. 

(2) Bid surety bond requirements. (i) 
The bid surety bond issued must in-
clude at a minimum: 

(A) The name of the bidding entity as 
the principal/obligor; 

(B) The name and National Associa-
tion of Insurance Commissioners num-
ber of the authorized surety; 

(C) CMS as the named obligee; 
(D) The conditions of the bond as 

specified in paragraph (g)(3) of this sec-
tion; 

(E) The CBA covered by the bond; 
(F) The bond number; 
(G) The date of issuance; and 
(H) The bid bond value of $50,000.00. 
(ii) The bid surety bond must be 

maintained until it is either collected 
upon due to forfeiture or the liability 
is returned for not meeting bid for-
feiture conditions. 

(3) Forfeiture of bid surety bond. (i) 
When a bidding entity is offered a con-
tract for a CBA/product category 
(‘‘competition’’) and its composite bid 
for the competition is at or below the 
median composite bid rate for all bid-
ding entities included in the calcula-
tion of the single payment amounts 
within the competition and the bidding 
entity does not accept the contract 
offer, its bid surety bond submitted for 
that CBA will be forfeited and CMS 
will collect on the bond via Electronic 
Funds Transfer (EFT) from the respec-
tive bonding company. As one bid sur-
ety bond is required for each CBA in 
which the bidding entity is submitting 
a bid, the failure to accept a contract 
offer for any product category within 
the CBA when the entity’s bid is at or 
below the median composite bid rate 
will result in forfeiture of the bid sur-
ety bond for that CBA. 

(ii) Where the bid(s) does not meet 
the specified forfeiture conditions in 
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paragraph (h)(3)(i) of this section, the 
bid surety bond liability will be re-
turned within 90 days of the public an-
nouncement of contract suppliers for 
the CBA. CMS will notify the bidding 
entity that it did not meet the speci-
fied forfeiture requirements and the 
bid surety bond will not be collected by 
CMS. 

(4) Penalties. (i) A bidding entity that 
has been determined to have falsified 
its bid surety bond may be prohibited 
from participation in the DMEPOS 
Competitive Bidding Program for the 
current round of the Competitive Bid-
ding Program in which it submitted a 
bid and also from participating in the 
next round of the Competitive Bidding 
Program. Offending suppliers will also 
be referred to the Office of Inspector 
General and Department of Justice for 
further investigation. 

(ii) A bidding entity, whose com-
posite bid is at or below the median 
composite bid rate, that— 

(A) Accepts a contract award; and 
(B) Is found to be in breach of con-

tract for nonperformance of the con-
tract to avoid forfeiture of the bid sur-
ety bond will have its contract termi-
nated and will be precluded from par-
ticipation in the in the next round of 
the DMEPOS Competitive Bidding Pro-
gram. 

[72 FR 18085, Apr. 10, 2007, as amended at 79 
FR 66264, Nov. 6, 2014; 81 FR 77966, Nov. 4, 
2016; 83 FR 21925, May 11, 2018; 83 FR 57072, 
Nov. 14, 2018; 88 FR 77876, Nov. 13, 2023] 

§ 414.414 Conditions for awarding con-
tracts. 

(a) General rule. The rules set forth in 
this section govern the evaluation and 
selection of suppliers for contract 
award purposes under a competitive 
bidding program. 

(b) Basic supplier eligibility. (1) Each 
supplier must meet the enrollment 
standards specified in § 424.57(c) of this 
chapter. 

(2) Each supplier must disclose infor-
mation about any prior or current 
legal actions, sanctions, revocations 
from the Medicare program, program- 
related convictions as defined in sec-
tion 1128(a)(1) through (a)(4) of the Act, 
exclusions or debarments imposed 
against it, or against any members of 
the board of directors, chief corporate 

officers, high-level employees, affili-
ated companies, or subcontractors, by 
any Federal, State, or local agency. 
The supplier must certify in its bid 
that this information is completed and 
accurate. 

(3) Each supplier must have all State 
and local licenses required to perform 
the services identified in the request 
for bids. CMS may not award a con-
tract to any entity in a CBA unless the 
entity meets applicable State licensure 
requirements. 

(4) Each supplier must submit a bona 
fide bid that complies with all the 
terms and conditions contained in the 
request for bids. 

(5) Each network must meet the re-
quirements specified in § 414.418. 

(c) Quality standards and accredita-
tion. Each supplier furnishing items 
and services directly or as a subcon-
tractor must meet applicable quality 
standards developed by CMS in accord-
ance with section 1834(a)(20) of the Act 
and be accredited by a CMS-approved 
organization that meets the require-
ments of § 424.58 of this subchapter, un-
less a grace period is specified by CMS. 

(d) Financial standards—(1) General 
rule. Each supplier must submit along 
with its bid the applicable covered doc-
uments (as defined in § 414.402) specified 
in the request for bids. 

(2) Process for reviewing covered docu-
ments—(i) Submission of covered docu-
ments for CMS review. To receive notifi-
cation of whether there are missing 
covered documents, the supplier must 
submit its applicable covered docu-
ments by the later of the following cov-
ered document review dates: 

(A) The date that is 30 days before 
the final date for the closing of the bid 
window; or 

(B) The date that is 30 days after the 
opening of the bid window. 

(ii) CMS feedback to a supplier with 
missing covered documents. (A) For 
Round 1 bids. CMS has up to 45 days 
after the covered document review date 
to review the covered documents and 
to notify suppliers of any missing docu-
ments. 

(B) For subsequent Round bids. CMS 
has 90 days after the covered document 
review date to notify suppliers of any 
missing covered documents. 
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(iii) Submission of missing covered doc-
uments. Suppliers notified by CMS of 
missing covered documents have 10 
business days after the date of such no-
tice to submit the missing documents. 
CMS does not reject the supplier’s bid 
on the basis that the covered docu-
ments are late or missing if all the ap-
plicable missing covered documents 
identified in the notice are submitted 
to CMS not later than 10 business days 
after the date of such notice. 

(e) Evaluation of bids. CMS evaluates 
composite bids submitted for a lead 
item within a product category by— 

(1) Calculating the expected bene-
ficiary demand in the CBA for the lead 
item in the product category; 

(2) Calculating the total supplier ca-
pacity that would be sufficient to meet 
the expected beneficiary demand in the 
CBA for the lead item in the product 
category; 

(3) Arraying the composite bids from 
the lowest composite bid price to the 
highest composite bid price; 

(4) Calculating the pivotal bid for the 
product category; and 

(5) Selecting all suppliers and net-
works whose composite bids are less 
than or equal to the pivotal bid for 
that product category, and that meet 
the requirements in paragraphs (b) 
through (d) of this section. 

(f) Expected savings. A contract is not 
awarded under this subpart unless CMS 
determines that the amounts to be paid 
to contract suppliers for an item under 
a competitive bidding program are ex-
pected to be less than the amounts 
that would otherwise be paid for the 
same item under subpart C or subpart 
D. 

(g) Special rules for small suppliers—(1) 
Target for small supplier participation. 
CMS ensures that small suppliers have 
the opportunity to participate in a 
competitive bidding program by taking 
the following steps: 

(i) Setting a target number for small 
supplier participation by multiplying 
30 percent by the number of suppliers 
that meet the requirements in para-
graphs (b) through (d) of this section 
and whose composite bids are equal to 
or lower than the pivotal bid cal-
culated for the product category; 

(ii) Identifying the number of quali-
fied small suppliers whose composite 

bids are at or below the pivotal bid for 
the product category; 

(iii) Selecting additional small sup-
pliers whose composite bids are above 
the pivotal bid for the product cat-
egory in ascending order based on the 
proximity of each small supplier’s com-
posite bid to the pivotal bid, until the 
number calculated in paragraph 
(g)(1)(i) of this section is reached or 
there are no more composite bids sub-
mitted by small suppliers for the prod-
uct category. 

(2) The bids by small suppliers that 
are selected under paragraph (g)(1)(iii) 
of this section are not used to calculate 
the single payment amounts for any 
items under § 414.416 of this subpart. 

(h) Sufficient number of suppliers. (1) 
Except as provided in paragraph (h)(3) 
of this section. CMS will award at least 
five contracts, if there are five sup-
pliers satisfying the requirements in 
paragraphs (b) through (f) of this sec-
tion; or 

(2) CMS will award at least two con-
tracts, if there are less than five sup-
pliers meeting these requirements and 
the suppliers satisfying these require-
ments have sufficient capacity to sat-
isfy beneficiary demand for the product 
category calculated under paragraph 
(e)(1) of this section. 

(3) The provisions of paragraph (h)(1) 
of this section do not apply to regional 
or nationwide mail order CBAs under 
§ 414.410(d)(2) of this subpart. 

(i) Selection of new suppliers after bid-
ding. (1) Subsequent to the awarding of 
contracts under this subpart, CMS may 
award additional contracts if it deter-
mines that additional contract sup-
pliers are needed to meet beneficiary 
demand for items under a competitive 
bidding program. CMS selects addi-
tional contract suppliers by— 

(i) Referring to the arrayed list of 
suppliers that submitted bids for the 
product category included in the com-
petitive bidding program for which 
beneficiary demand is not being met; 
and 

(ii) Beginning with the supplier 
whose composite bid is the first com-
posite bid above the pivotal bid for 
that product category, determining if 
that supplier is willing to become a 
contract supplier under the same terms 
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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] 

§ 414.418 Opportunity for networks. 

(a) A network may be comprised of at 
least 2 but not more than 20 small sup-
pliers. 

(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 

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. 

(c) 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; 

(ii) 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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supplier sells a distinct company (for 
example, a subsidiary) that furnishes a 
specific product category or services a 
specific CBA, CMS may transfer the 
portion of the contract performed by 
that company to a successor entity, if 
the following conditions are met: 

(i) Every CBA, product category, and 
location of the company being sold 
must be transferred to the successor 
entity that meets all competitive bid-
ding requirements; that is, financial, 
accreditation, and licensure; 

(ii) All CBAs and product categories 
in the original contract that are not 
explicitly transferred by CMS remain 
unchanged in that original contract for 
the duration of the contract period un-
less transferred by CMS pursuant to a 
subsequent CHOW; 

(iii) All requirements of paragraph 
(d)(1) of this section are met; 

(iv) The sale of the distinct company 
includes all of the contract supplier’s 
assets associated with the CBA and/or 
product category(s); and 

(v) CMS determines that transfer of 
part of the original contract will not 
result in disruption of service or harm 
to beneficiaries. 

(e) Furnishing of items. Except as oth-
erwise 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 perma-
nent 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. 

(3) Contract suppliers for diabetic 
testing supplies must furnish the brand 
of diabetic testing supplies that work 
with the home blood glucose monitor 
selected by the beneficiary. The con-
tract supplier is prohibited from influ-
encing or incentivizing the beneficiary 
by persuading, pressuring, or advising 
them to switch from their current 

brand or for new beneficiaries from 
their preferred brand of glucose mon-
itor and testing supplies. The contract 
supplier may not furnish information 
about alternative brands to the bene-
ficiary unless the beneficiary requests 
such information. 

(f) Disclosure of subcontracting ar-
rangements. (1) Initial disclosure. Not 
later than 10 days after the date a sup-
plier enters into a contract under this 
section the supplier must disclose in-
formation 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 
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 arrange-
ment 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 devi-
ation from contract requirements, in-
cluding a failure to comply with gov-
ernmental agency or licensing organi-
zation 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, 
which will be specified in the notice of 
breach of contract: 

(i) Suspend the contract supplier’s 
contract; 

(ii) Terminate the contract; 

(iii) Preclude the contract supplier 
from participating in the competitive 
bidding program; or 

(iv) Avail itself of other remedies al-
lowed by law. 

[72 FR 18085, Apr. 10, 2007, as amended at 74 

FR 2881, Jan. 16, 2009; 75 FR 73623, Nov. 29, 

2010; 76 FR 70315, Nov. 10, 2011; 79 FR 66264, 

Nov. 6, 2014; 81 FR 77967, Nov. 4, 2016; 83 FR 

57073, Nov. 14, 2018; 84 FR 60808, Nov. 8, 2019] 
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§ 414.423 Appeals process for breach of 
a DMEPOS competitive bidding 
program contract actions. 

This section implements an appeals 
process for suppliers that CMS has de-
termined are in breach of their Medi-
care DMEPOS Competitive Bidding 
Program contract and where CMS has 
issued a notice of breach of contract in-
dicating its intent to take action(s) 
pursuant to § 414.422(g)(2). 

(a) Breach of contract. CMS may take 
one or more of the actions specified in 
§ 414.422(g)(2) as a result of a supplier’s 
breach of their DMEPOS Competitive 
Bidding Program contract. 

(b) Notice of breach of contract—(1) 
CMS notification. If CMS determines a 
supplier to be in breach of its contract, 
it will notify the supplier of the breach 
of contract in a notice of breach of con-
tract. 

(2) Content of the notice of breach of 
contract. The CMS notice of breach of 
contract will include the following: 

(i) The details of the breach of con-
tract. 

(ii) The action(s) that CMS is taking 
as a result of the breach of the con-
tract pursuant to § 414.422(g)(2), and the 
duration of or timeframe(s) associated 
with the action(s), if applicable. 

(iii) The right to request a hearing by 
a CBIC hearing officer and, depending 
on the nature of the breach, the sup-
plier may also be allowed to submit a 
corrective action plan (CAP) in lieu of 
requesting a hearing by a CBIC hearing 
officer, as specified in paragraph 
(c)(1)(i) of this section. 

(iv) The address to which the written 
request for a hearing must be sub-
mitted. 

(v) The address to which the CAP 
must be submitted, if applicable. 

(vi) The effective date of the ac-
tion(s) that CMS is taking is the date 
specified by CMS in the notice of 
breach of contract, or 45 days from the 
date of the notice of breach of contract 
unless: 

(A) A timely hearing request has 
been filed; or 

(B) A CAP has been submitted within 
30 days of the date of the notice of 
breach of contract where CMS allows a 
supplier to submit a CAP. 

(c) Corrective action plan (CAP)—(1) 
Option for a CAP. (i) CMS has the op-

tion to allow a supplier to submit a 
written CAP to remedy the deficiencies 
identified in the notice at its sole dis-
cretion, including where CMS deter-
mines that the delay in the effective 
date of the breach of contract action(s) 
caused by allowing a CAP will not 
cause harm to beneficiaries. CMS will 
not allow a CAP if the supplier has 
been excluded from any Federal pro-
gram, debarred by a Federal agency, or 
convicted of a healthcare-related 
crime, or for any other reason deter-
mined by CMS. 

(ii) If a supplier chooses not to sub-
mit a CAP, if CMS determines that a 
supplier’s CAP is insufficient, or if 
CMS does not allow the supplier the 
option to submit a CAP, the supplier 
may request a hearing on the breach of 
contract action(s). 

(2) Submission of a CAP. (i) If allowed 
by CMS, a CAP must be submitted 
within 30 days from the date on the no-
tice of breach of contract. If the sup-
plier decides not to submit a CAP the 
supplier may, within 30 days of the 
date on the notice, request a hearing 
by a CBIC hearing officer. 

(ii) Suppliers will have the oppor-
tunity to submit a CAP when they are 
first notified that they have been de-
termined to be in breach of contract. If 
the CAP is not acceptable to CMS or is 
not properly implemented, suppliers 
will receive a subsequent notice of 
breach of contract. The subsequent no-
tice of breach of contract may, at CMS’ 
discretion, allow the supplier to submit 
another written CAP pursuant to para-
graph (c)(1)(i) of this section. 

(d) The purpose of the CAP. The pur-
pose of the CAP is: 

(1) For the supplier to remedy all of 
the deficiencies that were identified in 
the notice of breach of contract. 

(2) To identify the timeframes by 
which the supplier will implement each 
of the components of the CAP. 

(e) Review of the CAP. (1) The CBIC 
will review the CAP. Suppliers may 
only revise their CAP one time during 
the review process based on the defi-
ciencies identified by the CBIC. The 
CBIC will submit a recommendation to 
CMS for each applicable breach of con-
tract action concerning whether the 
CAP includes the steps necessary to 
remedy the contract deficiencies as 
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identified in the notice of breach of 
contract. 

(2) If CMS accepts the CAP, including 
the supplier’s designated timeframe for 
its completion, the supplier must pro-
vide a follow-up report within 5 days 
after the supplier has fully imple-
mented the CAP that verifies that all 
of the deficiencies identified in the 
CAP have been corrected in accordance 
with the timeframes accepted by CMS. 

(3) If the supplier does not implement 
a CAP that was accepted by CMS, or if 
CMS does not accept the CAP sub-
mitted by the supplier, then the sup-
plier will receive a subsequent notice 
of breach of contract, as specified in 
paragraph (b) of this section. 

(f) Right to request a hearing by the 
CBIC Hearing Officer. (1) A supplier who 
receives a notice of breach of contract 
(whether an initial notice of breach of 
contract or a subsequent notice of 
breach of contract under § 414.422(e)(3)) 
has the right to request a hearing be-
fore a CBIC hearing officer who was not 
involved with the original breach of 
contract determination. 

(2) A supplier that wishes to appeal 
the breach of contract action(s) speci-
fied in the notice of breach of contract 
must submit a written request to the 
CBIC. The request for a hearing must 
be submitted to the CBIC within 30 
days from the date of the notice of 
breach of contract. 

(3) A request for hearing must be in 
writing and submitted by an author-
ized official of the supplier. 

(4) The appeals process for the Medi-
care DMEPOS Competitive Bidding 
Program is not to be used in place of 
other existing appeals processes that 
apply to other parts of Medicare. 

(5) If the supplier is given the oppor-
tunity to submit a CAP and a CAP is 
not submitted and the supplier fails to 
timely request a hearing, the breach of 
contract action(s) will take effect 45 
days from the date of the notice of 
breach of contract. 

(g) The CBIC Hearing Officer schedules 
and conducts the hearing. (1) Within 30 
days from the receipt of the supplier’s 
timely request for a hearing the hear-
ing officer will contact the parties to 
schedule the hearing. 

(2) The hearing may be held in person 
or by telephone at the parties’ request. 

(3) The scheduling notice to the par-
ties must indicate the time and place 
for the hearing and must be sent to the 
parties at least 30 days before the date 
of the hearing. 

(4) The hearing officer may, on his or 
her own motion, or at the request of a 
party, change the time and place for 
the hearing, but must give the parties 
to the hearing 30 days’ notice of the 
change. 

(5) The hearing officer’s scheduling 
notice must provide the parties to the 
hearing the following information: 

(i) A description of the hearing proce-
dure. 

(ii) The specific issues to be resolved. 
(iii) The supplier has the burden to 

prove it is not in violation of the con-
tract or that the breach of contract ac-
tion(s) is not appropriate. 

(iv) The opportunity for parties to 
the hearing to submit additional evi-
dence to support their positions, if re-
quested by the hearing officer. 

(v) A notification that all evidence 
submitted, both from the supplier and 
CMS, will be provided in preparation 
for the hearing to all affected parties 
at least 15 days prior to the scheduled 
date of the hearing. 

(h) Burden of proof and evidence sub-
mission. (1) The burden of proof is on 
the Competitive Bidding Program con-
tract supplier to demonstrate to the 
hearing officer with convincing evi-
dence that it has not breached its con-
tract or that the breach of contract ac-
tion(s) is not appropriate. 

(2) The supplier’s evidence must be 
submitted with its request for a hear-
ing. 

(3) If the supplier fails to submit the 
evidence at the time of its submission, 
the Medicare DMEPOS supplier is pre-
cluded from introducing new evidence 
later during the hearing process, unless 
permitted by the hearing officer. 

(4) CMS also has the opportunity to 
submit evidence to the hearing officer 
within 10 days of receiving the sched-
uling notice. 

(5) The hearing officer will share all 
evidence submitted by the supplier and/ 
or CMS, with all parties to the hearing 
at least 15 days prior to the scheduled 
date of the hearing. 

(i) Role of the hearing officer. The 
hearing officer will conduct a thorough 
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and independent review of the evidence 
including the information and docu-
mentation submitted for the hearing 
and other information that the hearing 
officer considers pertinent for the hear-
ing. The role of the hearing officer in-
cludes, at a minimum, the following: 

(1) Conduct the hearing and decide 
the order in which the evidence and the 
arguments of the parties are presented; 

(2) Determine the rules on admissi-
bility of the evidence; 

(3) Examine the witnesses, in addi-
tion to the examinations conducted by 
CMS and the contract supplier; 

(4) The CBIC may assist CMS in the 
appeals process including being present 
at the hearing, testifying as a witness, 
or performing other, related ministe-
rial duties; 

(5) Determine the rules for requesting 
documents and other evidence from 
other parties; 

(6) Ensure a complete record of the 
hearing is made available to all parties 
to the hearing; 

(7) Prepare a file of the record of the 
hearing which includes all evidence 
submitted as well as any relevant docu-
ments identified by the hearing officer 
and considered as part of the hearing; 
and 

(8) Comply with all applicable provi-
sions of Title 18 and related provisions 
of the Act, the applicable regulations 
issued by the Secretary, and manual 
instructions issued by CMS. 

(j) Hearing officer recommendation. (1) 
The hearing officer will issue a written 
recommendation(s) to CMS within 30 
days of the close of the hearing unless 
an extension has been granted by CMS 
because the hearing officer has dem-
onstrated that an extension is needed 
due to the complexity of the matter or 
heavy workload. In situations where 
there is more than one breach of con-
tract action presented at the hearing, 
the hearing officer will issue separate 
recommendations for each breach of 
contract action. 

(2) The recommendation(s) will ex-
plain the basis and the rationale for 
the hearing officer’s recommenda-
tion(s). 

(3) The hearing officer must include 
the record of the hearing, along with 
all evidence and documents produced 

during the hearing along with its rec-
ommendation(s). 

(k) CMS’ final determination. (1) CMS’ 
review of the hearing officer’s rec-
ommendation(s) will not allow the sup-
plier to submit new information. 

(2) After reviewing the hearing offi-
cer’s recommendation(s), CMS’ deci-
sion(s) will be made within 30 days 
from the date of receipt of the hearing 
officer’s recommendation(s). In situa-
tions where there is more than one 
breach of contract action presented at 
the hearing, and the hearing officer 
issues multiple recommendations, CMS 
will render separate decisions for each 
breach of contract action. 

(3) A notice of CMS’ decision will be 
sent to the supplier and the hearing of-
ficer. The notice will indicate: 

(i) If any breach of contract action(s) 
included in the notice of breach of con-
tract, specified in paragraph (b)(1) of 
this section, still apply and will be ef-
fectuated, and 

(ii) The effective date for any breach 
of contract action specified in para-
graph (k)(3)(i) of this section. 

(4) This decision(s) is final and bind-
ing. 

(l) Effect of breach of contract ac-
tion(s)—(1) Effect of contract suspension. 
(i) All locations included in the con-
tract cannot furnish competitive bid 
items to beneficiaries within a CBA 
and the supplier cannot be reimbursed 
by Medicare for these items for the du-
ration of the contract suspension. 

(ii) The supplier must notify all bene-
ficiaries who are receiving rented com-
petitive bid items or competitive bid 
items on a recurring basis of the sus-
pension of their contract. 

(A) The notice to the beneficiary 
from the supplier must be provided 
within 15 days of receipt of the final 
notice. 

(B) The notice to the beneficiary 
must inform the beneficiary that they 
must select a new contract supplier to 
furnish these items in order for Medi-
care to pay for these items. 

(2) Effect of contract termination. (i) 
All locations included in the contract 
can no longer furnish competitive bid 
items to beneficiaries within a CBA 
and the supplier cannot be reimbursed 
by Medicare for these items after the 
effective date of the termination. 
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(ii) The supplier must notify all bene-
ficiaries, who are receiving rented com-
petitive bid items or competitive bid 
items received on a recurring basis, of 
the termination of their contract. 

(A) The notice to the beneficiary 
from the supplier must be provided 
within 15 days of receipt of the final 
notice of termination. 

(B) The notice to the beneficiary 
must inform the beneficiary that they 
are going to have to select a new con-
tract supplier to furnish these items in 
order for Medicare to pay for these 
items. 

(3) Effect of preclusion. A supplier who 
is precluded will not be allowed to par-
ticipate in a specific round of the Com-
petitive Bidding Program, which will 
be identified in the original notice of 
breach of contract, as specified in para-
graph (b)(1) of this section. 

(4) Effect of other remedies allowed by 
law. If CMS decides to impose other 
remedies under § 414.422(g)(2)(iv), the 
details of the remedies will be included 
in the notice of breach of contract, as 
specified in paragraph (b)(2) of this sec-
tion. 

[81 FR 77967, Nov. 4, 2016, as amended at 83 
FR 57073, Nov. 14, 2018; 84 FR 60809, Nov. 8, 
2019] 

§ 414.424 Administrative or judicial re-
view. 

(a) There is no administrative or ju-
dicial 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 bid-

ding programs. 
(5) Selection of items for competitive 

bidding. 
(6) Bidding structure and number of 

contract suppliers selected for a com-
petitive bidding program. 

(b) A denied claim is not appealable 
if the denial is based on a determina-
tion by CMS that a competitively bid 
item was furnished in a CBA in a man-
ner not authorized by this subpart. 

[72 FR 18085, Apr. 10, 2007] 

§ 414.425 Claims for damages. 

(a) Eligibility for filing a claim for dam-
ages as a result of the termination of sup-

plier contracts by the Medicare Improve-
ments for Patients and Providers Act of 
2008 (MIPPA). (1) Any aggrieved sup-

plier, including a member of a network 

that was awarded a contract for the 

Round 1 Durable Medical Prosthetics, 

Orthotics, and Supplies Competitive 

Bidding Program (DMEPOS CBP) that 

believes it has been damaged by the 
termination of its competitive bid con-
tract, may file a claim under this sec-
tion. 

(2) A subcontractor of a contract sup-
plier is not eligible to submit a claim 
under this section. 

(b) Timeframe for filing a claim. (1) A 
completed claim, including all docu-
mentation, must be filed within 90 days 
of January 1, 2010 (the effective date of 
these damages provisions), unless that 
day is a Federal holiday or Sunday in 
which case it will fall to the next busi-
ness day. 

(2) The date of filing is the actual 
date of receipt by the CBIC of a com-
pleted claim that includes all the infor-
mation required by this rule. 

(c) Information that must be included in 
a claim. (1) Supplier’s name, name of 
authorized official, U.S. Post Office 
mailing address, phone number, email 
address and bidding number, and Na-
tional Supplier Clearinghouse Number; 

(2) A copy of the signed contract en-
tered into with CMS for the Round 1 
DMEPOS Competitive Bidding Pro-
gram; 

(3) A detailed explanation of the 
damages incurred by this supplier as a 
direct result of the termination of the 
Round 1 competitive bid contract by 
MIPPA. The explanation must include 
all of the following: 

(i) Documentation of the supplier’s 
damages through receipts. 

(ii) Records that substantiate the 
supplier’s damages and demonstrate 
that the damages are directly related 
to performance of the Round 1 contract 
and are consistent with information 
the supplier provided as part of their 
bid. 

(4) The supplier must explain how it 
would be damaged if not reimbursed. 

(5) The claim must document steps 
the supplier took to mitigate any dam-
ages they may have incurred due to the 
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contract termination, including a de-
tailed explanation of the steps of all at-
tempts to use for other purposes, re-
turn or dispose of equipment or other 
assets purchased or rented for the use 
in the Round 1 DMEPOS CBP contract 
performance. 

(d) Items that will not be considered in 
a claim. The following items will not be 
considered in a claim: 

(1) The cost of submitting a bid. 

(2) Any fees or costs incurred for con-
sulting or marketing. 

(3) Costs associated with accredita-
tion or licensure. 

(4) Costs incurred before March 20, 
2008. 

(5) Costs incurred for contract per-
formance after July 14, 2008 except for 
costs incurred to mitigate damages. 

(6) Any profits a supplier may have 
expected from the contract. 

(7) Costs that would have occurred 
without a contract having been award-
ed. 

(8) Costs for items such as inventory, 
delivery vehicles, office space and 
equipment, personnel, which the sup-
plier did not purchase specifically to 
perform the contract. 

(9) Costs that the supplier has re-
couped by any means, and may include 
use of personnel, material, suppliers, or 
equipment in the supplier’s business 
operations. 

(e) Filing a claim. (1) A claim, with all 
supporting documentation, must be 
filed with the CMS Competitive Bid-
ding Implementation Contractor 
(CBIC). 

(2) Claims must include a statement 
from a supplier’s authorized official 
certifying the accuracy of the informa-
tion provided on the claim and all sup-
porting documentation. 

(3) The CBIC does not accept elec-
tronic submissions of claims for dam-
ages. 

(f) Review of claim. (1) Role of the 
CBIC. (i) The CBIC will review the 
claim to ensure it is submitted timely, 
complete, and by an eligible claimant. 
When the CBIC identifies that a claim 
is incomplete or not filed timely, it 
will make a recommendation to the 
Determining Authority not to process 
the claim further. Incomplete or un-
timely claims may be dismissed by the 

Determining Authority without fur-

ther processing. 

(ii) For complete, timely claims, the 

CBIC will review the claim on its mer-

its to determine if damages are war-

ranted and may seek further informa-

tion from the claimant when making 

its recommendation to the Deter-

mining Authority. The CBIC may set a 

deadline for receipt of additional infor-

mation. A claimant’s failure to respond 

timely may result in a denial of the 

claim. 

(iii) The CBIC will make a rec-

ommendation to the Determining Au-

thority for each claim filed and include 

an explanation that supports its rec-

ommendation. 

(iv) The recommendation must be ei-

ther to award damages for a particular 

amount (which may not be the same 

amount requested by the claimant) or 

that no damages should be awarded. 

(A) If the CBIC recommends that 

damages are warranted, the CBIC will 

calculate a recommended reasonable 

amount of damages based on the claim 

submitted. 

(B) The reasonable amount will con-

sider both costs incurred and the con-

tractor’s attempts and action to limit 

the damages; 

(v) The recommendation will be sent 

to the Determining Authority for a 

final determination. 

(2) CMS’ role as the Determining Au-

thority. (i) The Determining Authority 

shall review the recommendation of 

the CBIC. 

(ii) The Determining Authority may 

seek further information from the 

claimant or the CBIC in making a con-

currence or non-concurrence deter-

mination. 

(iii) The Determining Authority may 

set a deadline for receipt of additional 

information. A claimant’s failure to re-

spond timely may result in a denial of 

the claim. 

(iv) If the Determining Authority 

concurs with the CBIC recommenda-

tion, the Determining Authority shall 

submit a final signed decision to the 

CBIC and direct the CBIC to notify the 

claimant of the decision and the rea-

sons for the final decision. 
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(v) If the Determining Authority 
non-concurs with the CBIC rec-
ommendation, the Determining Au-
thority may return the claim for fur-
ther processing or the Determining Au-
thority may: 

(A) Write a determination granting 
(in whole or in part) a claim for dam-
ages or denying a claim in its entirety; 

(B) Direct the CBIC to write said de-
termination for the Determining 
Authority’s signature; or 

(C) Return the claim to the CBIC 
with further instructions. 

(vi) The Determining Authority’s de-
termination is final and not subject to 
administrative or judicial review. 

(g) Timeframe for determinations. (1) 
Every effort will be made to make a de-
termination within 120 days of initial 
receipt of the claim for damages by the 
CBIC or the receipt of additional infor-
mation that was requested by the 
CBIC, whichever is later. 

(2) In the case of more complex cases, 
or in the event of a large workload, a 
decision will be issued as soon as prac-
ticable. 

(h) Notification to claimant of damage 
determination. The CBIC must mail the 
Determining Authority’s determina-
tion to the claimant by certified mail 
return receipt requested, at the address 
provided in the claim. 

[74 FR 62011, Nov. 25, 2009] 

§ 414.426 Adjustments to competitively 
bid payment amounts to reflect 
changes in the HCPCS. 

If a HCPCS code for a competitively 
bid item is revised after the contract 
period for a competitive bidding pro-
gram begins, CMS adjusts the single 
payment amount for that item as fol-
lows: 

(a) If a single HCPCS code for an 
item is divided into two or more 
HCPCS codes for the components of 
that item, the sum of single payment 
amounts for the new HCPCS codes 
equals the single payment amount for 
the original item. Contract suppliers 
must furnish the components of the 
item and submit claims using the new 
HCPCS codes. 

(b) If a single HCPCS code is divided 
into two or more separate HCPCS 
codes, the single payment amount for 
each of the new separate HCPCS codes 

is equal to the single payment amount 
applied to the single HCPCS code. Con-
tract suppliers must furnish the items 
and submit claims using the new sepa-
rate HCPCS codes. 

(c) If the HCPCS codes for compo-
nents of an item are merged into a sin-
gle HCPCS code for the item, the single 
payment amount for the new HCPCS 
code is equal to the total of the sepa-
rate single payment amounts for the 
components. Contract suppliers must 
furnish the item and submit claims 
using the new HCPCS code. 

(d) If multiple HCPCS codes for simi-
lar items are merged into a single 
HCPCS code, the items to which the 
new HCPCS codes apply may be fur-
nished by any supplier that has a valid 
Medicare billing number. Payment for 
these items will be made in accordance 
with Subpart C or Subpart D. 

[72 FR 18085, Apr. 10, 2007] 

Subpart G—Payment for Clinical 
Diagnostic Laboratory Tests 

SOURCE: 71 FR 69786, Dec. 1, 2006, unless 
otherwise noted. 

§ 414.500 Basis and scope. 

This subpart implements provisions 
of 1833(h)(8) of the Act and 1834A of the 
Act—procedures for determining the 
basis for, and amount of, payment for a 
clinical diagnostic laboratory test 
(CDLT). 

[81 FR 41098, June 23, 2016] 

§ 414.502 Definitions. 

For purposes of this subpart— 

Actual list charge means the publicly 
available rate on the first day the new 
advanced diagnostic laboratory test 
(ADLT) is obtainable by a patient who 
is covered by private insurance, or 
marketed to the public as a test a pa-
tient can receive, even if the test has 
not yet been performed on that date. 

Advanced diagnostic laboratory test 
(ADLT) means a clinical diagnostic lab-
oratory test (CDLT) covered under 
Medicare Part B that is offered and fur-
nished only by a single laboratory and 
not sold for use by a laboratory other 
than the single laboratory that de-
signed the test or a successor owner of 
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