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(3) Format of bid. CMS specifies the 
form and manner in which fallback 
bids are submitted in separate guid-
ance to bidders. 

(b) Negotiation and acceptance of bids— 
(1) General rule. Except as provided in 
this section, the provisions of § 423.272 
apply for the approval or disapproval of 
fallback prescription drug plans. CMS 
enters into contracts under this para-
graph with eligible fallback entities for 
the offering of approved fallback pre-
scription drug plans in potential fall-
back service areas. 

(2) Flexibility in risk assumed and ap-
plication of fallback prescription drug 
plan. In order to ensure access in an 
area in accordance with § 423.859(a), 
CMS may approve limited risk plans 
under § 423.272(c) for that area. If the 
access requirement is still not met 
after applying § 423.272(c), CMS provides 
for the offering of a fallback prescrip-
tion drug plan in that area. 

(3) Limitation of 1 Plan for all fallback 
service areas in a PDP region. All fall-
back service areas in any PDP region 
for a contract period must be served by 
the same fallback prescription drug 
plan. 

(4) Competitive procedures. CMS uses 
competitive procedures (as defined in 
section 4(5) of the Office of Federal 
Procurement Policy Act (41 U.S.C. 
403(5)) to enter into a contract under 
this paragraph. The provisions of sec-
tion 1874A(d) of the Act apply to a con-
tract under this section in the same 
manner as they apply to a contract 
under that section. 

(5) Timing of contracts. CMS approves 
a fallback prescription drug plan for a 
PDP region in a manner so that, if 
there are any fallback service areas in 
the region for a year, the fallback pre-
scription drug plan is offered at the 
same time as prescription drug plans 
are otherwise offered. In the event of 
mid-year changes and as required by 
§ 423.859(b)(2), CMS approves a fallback 
prescription drug plan for a PDP region 
in a manner so that the fallback pre-
scription drug plan is offered within 90 
days of notice. 

(6) No national fallback prescription 
drug plan. CMS may not enter into a 
contract with a single fallback entity 
for the offering of fallback prescription 

drug plans throughout the United 
States. 

§ 423.867 Rules regarding premiums. 

(a) Monthly beneficiary premium. Ex-
cept as provided in § 423.286(d)(3) (relat-
ing to late enrollment penalty) and 
subject to subpart P (relating to low- 
income assistance), the monthly bene-
ficiary premium under a fallback pre-
scription drug plan must be uniform 
for all fallback service areas in a PDP 
region. It must equal 25.5 percent of 
CMS’s estimate of the average monthly 
per capita actuarial cost, including ad-
ministrative expenses, of providing 
coverage in the PDP region based on 
similar expenses of prescription drug 
plans that are not fallback prescription 
drug plans. 

(b) Special rule for collection of pre-
miums in fallback prescription drug plans. 
In the case of a fallback prescription 
drug plan, the provisions of § 423.293 (b) 
concerning payments of the late enroll-
ment penalty to the PDP sponsor do 
not apply and the monthly beneficiary 
premium is collected in the manner 
specified in § 422.262(f)(1) of this chap-
ter, or paid directly to the fallback en-
tity by the beneficiary if there are ei-
ther no benefits, or insufficient bene-
fits available to be collected in the 
manner specified under § 422.262(f)(1) of 
this chapter. The amount of any pre-
miums collected by the fallback entity 
is deducted from management fees due 
from CMS. 

§ 423.871 Contract terms and condi-
tions. 

(a) General. Except as may be appro-
priate to carry out the requirements of 
this section, the terms and conditions 
of contracts with eligible fallback enti-
ties offering fallback prescription drug 
plans are the same as the terms and 
conditions of contracts at §§ 423.504 and 
423.505 for Part D plans. 

(b) Period of contract. A contract with 
a fallback entity for fallback service 
areas for a PDP region is in effect for 
a period of 3 years. However, a fallback 
prescription drug plan may be offered 
for any year within the contract period 
for a particular area only if the area is 
a fallback service area for that year. 

(c) Entity not permitted to market or 
brand fallback prescription drug plans. 
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Notwithstanding any other provisions 
of this part, an eligible fallback entity 
with a contract under this part may 
not engage in any marketing or brand-
ing of a fallback prescription drug 
plan. 

(d) Performance measures. CMS issues 
guidance establishing performance 
measures for fallback prescription drug 
plans based on the following: 

(1) Types of performance measures. Per-
formance measures include at least 
measures for each of the following: 

(i) Costs. The entity contains costs to 
the Medicare Prescription Drug Ac-
count and to Part D eligible individ-
uals enrolled in a fallback prescription 
drug plan offered by the entity through 
mechanisms such as generic substi-
tution and price discounts. 

(ii) Quality programs. The entity pro-
vides the enrollees in its fallback pre-
scription drug plan with quality pro-
grams that avoid adverse drug reac-
tions, monitor for appropriate utiliza-
tion, and reduce medical errors. 

(iii) Customer service. The entity pro-
vides timely and accurate delivery of 
services and pharmacy and beneficiary 
support services. 

(iv) Benefit administration and claims 
adjudication. The entity provides effi-
cient and effective benefit administra-
tion and claims adjudication. 

(2) Development of performance meas-
ures. CMS establishes detailed perform-
ance measures for use in evaluating 
fallback entity performance and deter-
mination of certain management fees 
based on criteria from historical per-
formance, application of acceptable 
statistical measures of variation to 
fallback entity and PDP sponsor (other 
than fallback entities) experience na-
tionwide during a base period, or 
changing program emphases or require-
ments. 

(e) Payment terms. A contract ap-
proved with a fallback entity includes 
terms for payment for— 

(1) The actual costs of covered Part D 
drugs provided to Part D eligible indi-
viduals enrolled in a fallback prescrip-
tion drug plan offered by the entity; 
and 

(2) Management fees that consist of 
administrative costs and return on in-
vestment and are tied to the perform-
ance measures established by CMS for 

the management, administration, and 
delivery of the benefits under the con-
tract as provided under paragraph (d) 
of this section. 

(f) Requirement for the submission of in-
formation. Each contract for a fallback 
prescription drug plan requires an eli-
gible fallback entity offering a fallback 
prescription drug plan to provide CMS 
with the information CMS determines 
is necessary to carry out the payment 
provisions under subpart G or under 
this subpart, or as required by law. In-
formation disclosed to determine Medi-
care payment or reimbursement to the 
fallback entity may be used by the offi-
cers, employees and contractors of the 
Department of Health and Human 
Services only for the purposes of, and 
to the extent necessary in, determining 
such payment or reimbursement. This 
restriction does not limit CMS or OIG 
authority to conduct audits and eval-
uations necessary to ensure accurate 
and correct payment and to otherwise 
oversee Medicare reimbursement 

(g) Amendment to reflect changes in 
service area. The contract may be 
amended by CMS at any time as needed 
to reflect the exact regions or counties 
where the fallback plan are required to 
operate within the contracted service 
area(s). 

§ 423.875 Payment to fallback plans. 

The amount payable for a fallback 
prescription drug plan is the amount 
determined under the contract for the 
plan in accordance with § 423.871(e). 

Subpart R—Payments to Sponsors 
of Retiree Prescription Drug Plans 

§ 423.880 Basis and scope. 

(a) Basis. This subpart is based on 
section 1860D–22 of the Act, as amended 
by section 101 of the Medicare Prescrip-
tion Drug, Improvement, and Mod-
ernization Act of 2003 (MMA). 

(b) Scope. This section implements 
the statutory requirement that a sub-
sidy payment be made to sponsors of 
qualified retiree prescription drug 
plans. 

§ 423.882 Definitions. 

For the purposes of this subpart, the 
following definitions apply: 



949 

Centers for Medicare & Medicaid Services, HHS § 423.882 

Actually paid means that the costs 
must be actually incurred by the quali-
fied retiree prescription drug plan and 
must be net of any direct or indirect 
remuneration (including discounts, 
charge backs or rebates, cash dis-
counts, free goods contingent on a pur-
chase agreement, up-front payments, 
coupons, goods in kind, free or reduced- 
price services, grants, or other price 
concessions or similar benefits offered 
to some or all purchasers) from any 
source that would serve to decrease the 
costs incurred under the qualified re-
tiree prescription drug plan. 

Administrative costs means costs in-
curred by a qualified retiree prescrip-
tion drug plan that are not drug costs 
incurred to purchase or reimburse the 
purchase of Part D drugs. 

Allowable retiree costs means the sub-
set of gross covered retiree plan-re-
lated prescription drug costs actually 
paid by the sponsor of the qualified re-
tiree prescription drug plan or by (or 
on behalf of) a qualifying covered re-
tiree under the plan. 

Benefit option means a particular ben-
efit design, category of benefits, or 
cost-sharing arrangement offered with-
in a group health plan. 

Employment-based retiree health cov-
erage means coverage of health care 
costs under a group health plan based 
on an individual’s status as a retired 
participant in the plan, or as the 
spouse or dependent of a retired partic-
ipant. The term includes coverage pro-
vided by voluntary insurance coverage, 
or coverage as a result of a statutory 
or contractual obligation. 

Gross covered retiree plan-related pre-
scription drug costs, or gross retiree costs, 
means those Part D drug costs incurred 
under a qualified retiree prescription 
drug plan, excluding administrative 
costs, but including dispensing fees, 
during the coverage year. They equal 
the sum of the following: 

(1) The share of prices paid by the 
qualified retiree prescription drug plan 
that is received as reimbursement by 
the pharmacy or by an intermediary 
contracting organization, and reim-
bursement paid to indemnify a quali-
fying covered retiree when the reim-
bursement is associated with a quali-
fying covered retiree obtaining Part D 

drugs under the qualified retiree pre-
scription drug plan. 

(2) All amounts paid under the quali-
fied retiree prescription drug plan by 
or on behalf of a qualifying covered re-
tiree (such as the deductible, coinsur-
ance, or cost sharing) in order to ob-
tain Part D drugs that are covered 
under the qualified retiree prescription 
drug plan. 

Group health plans include plans as 
defined in section 607(1) of ERISA, 29 
U.S.C. § 1167(1). They also include the 
following plans: 

(1) A Federal or State governmental 
plan, which is a plan providing medical 
care that is established or maintained 
for its employees by the Government of 
the United States, by the government 
of any State or political subdivision of 
a State (including a county or local 
government), or by any agency or in-
strumentality or any of the foregoing, 
including a health benefits plan offered 
under chapter 89 of Title 5, United 
States Code (the Federal Employee 
Health Benefit Plan (FEHBP)). 

(2) A collectively bargained plan, 
which is a plan providing medical care 
that is established or maintained under 
or by one or more collective bargaining 
agreements. 

(3) A church plan, which is a plan 
providing medical care that is estab-
lished and maintained for its employ-
ees or their beneficiaries by a church 
or by a convention or association of 
churches that is exempt from tax under 
section 501 of the Internal Revenue 
Code of 1986 (26 U.S.C. 501). 

(4) An account-based medical plan 
such as a Health Reimbursement Ar-
rangement (HRA) as defined in Internal 
Revenue Service Notice 2002–45, 2002–28 
I.R.B. 93, a health Flexible Spending 
Arrangement (FSA) as defined in Inter-
nal Revenue Code (Code) section 
106(c)(2), a health savings account 
(HSA) as defined in Code section 223, or 
an Archer MSA as defined in Code sec-
tion 220, to the extent they are subject 
to ERISA as employee welfare benefit 
plans providing medical care (or would 
be subject to ERISA but for the exclu-
sion in ERISA section 4(b), 29 U.S.C.§ . 
§ 1003(b), for governmental plans or 
church plans). 

Part D drug is defined in § 423.100 of 
this part. 
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