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(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: 
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 
manufacturer or pharmacy that would 
serve to decrease the costs incurred 
under the qualified retiree 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. 
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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. 

Part D eligible individual is defined in 
§ 423.4 of this part. 

Qualified retiree prescription drug plan 
means employment-based retiree 
health coverage that meets the re-
quirements set forth in § 423.884 of this 
chapter for a Part D eligible individual 
who is a retired participant or the 
spouse or dependent of a retired partic-
ipant under the coverage. 

Qualifying covered retiree means a 
Part D eligible individual who is: a par-
ticipant or the spouse or dependent of 
a participant; covered under employ-
ment-based retiree health coverage 
that qualifies as a qualified retiree pre-
scription drug plan; and not enrolled in 
a Part D plan. For this purpose, the de-
termination of whether an individual is 
covered under employment-based re-
tiree health coverage is made by the 
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sponsor in accordance with the rules of 
its plan. For purposes of this subpart, 
however, an individual is presumed not 
to be covered under employment-based 
retiree health coverage if, under the 
Medicare Secondary Payer rules in 
§ 411.104 of this chapter and related 
CMS guidance, the person is considered 
to be receiving coverage by reason of 
current employment status. The pre-
sumption applies whether or not the 
Medicare Secondary Payer rules actu-
ally apply to the sponsor. For this pur-
pose, a sponsor also may treat a person 
receiving coverage under its qualified 
retiree prescription drug plan as the 
dependent of a qualifying covered re-
tiree in accordance with the rules of its 
plan, regardless of whether that person 
constitutes the qualifying covered re-
tiree’s dependent for Federal or State 
tax purposes. 

Retiree drug subsidy amount, or subsidy 
payment, means the subsidy amount 
paid to sponsors of qualified retiree 
prescription drug coverage under 
§ 423.886(a). 

Standard prescription drug coverage is 
defined in § 423.100 of this part. 

Sponsor is a plan sponsor as defined 
in section 3(16)(B) of the Employee Re-
tirement Income Security Act of 1974 
(ERISA), 29 U.S.C. 1002(16)(B), except 
that, in the case of a plan maintained 
jointly by one employer and an em-
ployee organization and for which the 
employer is the primary source of fi-
nancing, the term means the employer. 

Sponsor agreement means an agree-
ment by the sponsor to comply with 
the provisions of this subpart. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1549, Jan. 12, 2009] 

§ 423.884 Requirements for qualified 
retiree prescription drug plans. 

(a) General. Employment-based re-
tiree health coverage is considered to 
be a qualified retiree prescription drug 
plan if all of the following require-
ments are satisfied: 

(1) An actuarial attestation is sub-
mitted in accordance with paragraph 
(d) of this section. The rules for sub-
mitting attestations as part of subsidy 
applications are described in paragraph 
(c) of this section. 

(2) Part D eligible individuals cov-
ered under the plan are provided with 

creditable coverage notices in accord-
ance with § 423.56. 

(3) Records are maintained and made 
available for audit in accordance with 
paragraph (f) of this section and 
§ 423.888(d). 

(b) Disclosure of information. The 
sponsor must have a written agreement 
with its health insurance issuer (as de-
fined in 45 CFR 160.103), or group health 
plan (as applicable) regarding disclo-
sure of information to CMS, and the 
issuer or plan must disclose to CMS, on 
behalf of the sponsor, the information 
necessary for the sponsor to comply 
with this subpart. 

(c) Application—(1) Submitting an ap-
plication. The sponsor (or its designee) 
must submit an application for the 
subsidy to CMS that is signed by an au-
thorized representative of the sponsor. 
The application must be provided in a 
form and manner specified by CMS. 

(2) Required information. In connec-
tion with each application the sponsor 
(either directly or through its des-
ignee) must submit the following: 

(i) Employer Tax ID Number (if ap-
plicable). 

(ii) Sponsor name and address. 
(iii) Contact name and email address. 
(iv) Actuarial attestation that satis-

fies the standards specified in para-
graph (d) of this section and any other 
supporting documentation required by 
CMS for each qualified retiree prescrip-
tion drug plan for which the sponsor 
seeks subsidy payments. 

(v) A list of all individuals the spon-
sor believes (using information reason-
ably available to the sponsor when it 
submits the application) are qualifying 
covered retirees enrolled in each pre-
scription drug plan (including spouses 
and dependents, if Medicare-eligible), 
along with the information about each 
person listed below in this paragraph: 

(A) Full name. 
(B) Health Insurance Claim (HIC) 

number or Social Security number. 
(C) Date of birth. 
(D) Gender. 
(E) Relationship to the retired em-

ployee. 
(vi) A sponsor may satisfy paragraph 

(c)(2)(v) of this section by entering into 
a voluntary data sharing agreement 
(VDSA) with CMS (or any other ar-
rangement CMS may make available). 
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(vii) A signed sponsor agreement. 
(viii) Any other information specified 

by CMS. 
(3) Terms and conditions. To receive a 

subsidy payment, the sponsor (through 
the signed sponsor agreement or as 
otherwise specified by CMS) must spe-
cifically accept and agree to: 

(i) Comply with the terms and condi-
tions of eligibility for a subsidy pay-
ment set forth in this regulation and in 
any related CMS guidance; 

(ii) Acknowledge that the informa-
tion in the application is being pro-
vided to obtain Federal funds; and 

(iii) Require that all subcontractors, 
including plan administrators, ac-
knowledge that information provided 
in connection with the subcontract is 
used for purposes of obtaining Federal 
funds. 

(4) Signature by sponsor. An author-
ized representative of the requesting 
sponsor must sign the completed appli-
cation and certify that the information 
contained in the application is true and 
accurate to the best of the sponsor’s 
knowledge and belief. 

(5) Timing—(i) General rule. An appli-
cation for a given plan year must be 
submitted prior to the beginning of the 
plan year by a date specified by CMS in 
published guidance, unless a request 
for an extension has been filed and ap-
proved under procedures set forth in 
such guidance. 

(ii) Transition rule. For plan years 
that end in 2006, an application must be 
submitted by September 30, 2005 unless 
a request for an extension has been 
filed and approved under procedures es-
tablished by CMS. 

(6) Updates. The sponsor (or the des-
ignee) must provide updates to CMS in 
a manner specified by CMS of the in-
formation required in paragraph (c)(2) 
of this section on a monthly basis or at 
a frequency specified by CMS. 

(7) Data match. Once the full applica-
tion for the subsidy payment is sub-
mitted, CMS— 

(i) Matches the names and identi-
fying information for the individuals 
submitted as qualifying covered retir-
ees with a CMS database(s) to deter-
mine which retirees are Part D eligible 
individuals who are not enrolled in a 
Part D plan. 

(ii) Provides information concerning 
the results of the search in paragraph 
(c)(7)(i) of this paragraph (such as 
names and other identifying informa-
tion, if necessary) to the sponsor (or to 
a designee). 

(d) Actuarial attestation-general. The 
sponsor of the plan must provide to 
CMS an attestation in a form and man-
ner specified by CMS that the actuarial 
value of the retiree prescription drug 
coverage under the plan is at least 
equal to the actuarial value of the de-
fined standard prescription drug cov-
erage (as defined at § 423.100). The at-
testation must meet all of the fol-
lowing standards. 

(1) Contents of the attestation in-
clude the following assurances: 

(i) The actuarial gross value of the 
retiree prescription drug coverage 
under the plan for the plan year is at 
least equal to the actuarial gross value 
of the defined standard prescription 
drug coverage under Part D for the 
plan year in question. 

(ii) The actuarial net value of the re-
tiree prescription drug coverage under 
the plan for that plan year is at least 
equal to the actuarial net value of the 
defined standard prescription drug cov-
erage under Part D for the plan year in 
question. 

(iii) The actuarial values must be de-
termined using the methodology in 
paragraph (d)(5) of this section. 

(2) The attestation must be made by 
a qualified actuary who is a member of 
the American Academy of Actuaries. 
Applicants may use qualified outside 
actuaries, including (but not limited 
to) actuaries employed by the plan ad-
ministrator or an insurer providing 
benefits under the plan. If an applicant 
uses an outside actuary, the attesta-
tion can be submitted directly by the 
outside actuary or by the plan sponsor. 

(3) The attestation must be signed by 
a qualified actuary and must state that 
the attestation is true and accurate to 
the best of the attester’s knowledge 
and belief. 

(4) The attestation must contain an 
acknowledgement that the information 
being provided in the attestation is 
being used to obtain Federal funds. 

(5) Methodology—(i) Basis of the attes-
tation. The attestation must be based 
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on generally accepted actuarial prin-
ciples and any actuarial guidelines es-
tablished by CMS in this section or in 
future guidance. To the extent CMS 
has not provided guidance on a specific 
aspect of the actuarial equivalence 
standard under this section, an actuary 
providing the attestation may rely on 
any reasonable interpretation of this 
section and section 1860D–22(a) of the 
Act consistent with generally accepted 
actuarial principles in determining ac-
tuarial values. 

(ii) Specific rules for determining the 
actuarial value of the sponsor’s retiree 
prescription drug coverage. (A) The gross 
value of coverage under the sponsor’s 
retiree prescription drug plan must be 
determined using the actual claims ex-
perience and demographic data for Part 
D eligible individuals who are partici-
pants and beneficiaries in the sponsor’s 
plan, provided that sponsors without 
creditable data due to their size or 
other factors, may use normative data-
bases as specified by CMS. Sponsors 
may use other actuarial approaches 
specified by CMS as an alternative to 
the actuarial valuation specified by 
this paragraph (d)(5)(ii)(A). 

(B) The net value of coverage pro-
vided under the sponsor’s retiree pre-
scription drug plan must be determined 
by reducing the gross value of such 
coverage as determined under para-
graph (d)(5)(ii)(A) of this section by the 
expected premiums paid by Part D eli-
gible individuals who are plan partici-
pants or their spouses and dependents. 
For sponsors of plans that charge a sin-
gle, integrated premium or contribu-
tion to their retirees for both prescrip-
tion drug coverage and other types of 
medical coverage, the attestation must 
allocate a portion of the premium/con-
tribution to prescription drug coverage 
under the sponsor’s plan, under any 
method determined by the sponsor or 
its actuary. 

(iii) Specific rules for calculating the 
actuarial value of defined standard pre-
scription drug coverage under Part D. (A) 
The gross value of defined standard 
prescription drug coverage under Part 
D must be determined using the actual 
claims experience and demographic 
data for Part D eligible individuals in 
the sponsor’s plan, provided that spon-
sors without credible data due to their 

size or other factors may use nor-
mative databases as specified by CMS. 
Sponsors may use other actuarial ap-
proaches specified by CMS as an alter-
native to the actuarial valuation speci-
fied by this paragraph (d)(5)(iii)(A). 

(B) To calculate the net value of de-
fined standard prescription drug cov-
erage under Part D, the gross value of 
defined standard prescription drug cov-
erage under Part D as determined by 
paragraph (d)(5)(iii)(A) of this section 
is reduced by the following amounts: 

(1) The monthly beneficiary pre-
miums (as defined in § 423.286) expected 
to be paid for standard prescription 
drug coverage; and 

(2) An amount calculated to reflect 
the impact on the value of defined 
standard prescription drug coverage of 
supplemental coverage actually pro-
vided by the sponsor. Sponsors may use 
other actuarial approaches specified by 
CMS as an alternative to the actuarial 
valuation specified in this paragraph 
(d)(5)(iii)(B)(2). 

(C) The valuation of defined standard 
prescription drug coverage for a given 
plan year is based on the initial cov-
erage limit, cost-sharing amounts, and 
out-of-pocket threshold for defined 
standard prescription drug coverage 
under Part D in effect either at the 
start of the plan year or that is an-
nounced for the upcoming calendar 
year. In order to use the coverage lim-
its in effect at the beginning of the 
plan year, the attestation must be sub-
mitted to CMS no later than 60 days 
after the publication of the Part D cov-
erage limits for the upcoming calendar 
year; otherwise, the valuation is based 
on the upcoming year’s initial coverage 
limit, cost-sharing amounts, and out- 
of-pocket threshold for defined stand-
ard prescription drug coverage under 
Part D. 

(D) Example: If a sponsor’s retiree 
prescription drug plan operates under a 
plan year that ends March 30, the spon-
sor has a choice of basing the attesta-
tion for the year April 1, 2007 through 
March 30, 2008 on either the initial cov-
erage limit, cost-sharing amounts, and 
out-of-pocket threshold amounts that 
apply to defined standard prescription 
drug coverage under Part D in CY 2007, 
or the amounts announced for CY 2008. 
However, in order to use the amounts 
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applicable in CY 2007, the sponsor must 
submit the attestation within 60 days 
after the publication of the Part D cov-
erage limits for CY 2008. If the attesta-
tion is submitted more than 60 days 
after the 2008 coverage limits have been 
published, the CY 2008 coverage limits 
would apply. 

(iv) Employment-based retiree health 
coverage with two or more benefit op-
tions. For the assurance required under 
paragraph (d)(1)(i) of this section, the 
assurance must be provided separately 
for each benefit option for which the 
sponsor requests a subsidy under this 
subpart. For the assurance required 
under paragraph (d)(1)(ii) of this sec-
tion, the assurance may be provided ei-
ther separately for each benefit option 
for which the sponsor provided assur-
ances under paragraph (d)(1)(i) of this 
section, or in the aggregate for all ben-
efit options (or for a subset of the ben-
efit options). 

(6) Timing—(i) Annual submission. The 
attestation must be provided annually 
at the time the sponsor’s subsidy appli-
cation is submitted, or at such other 
times as specified by CMS in further 
guidance. 

(ii) Submission following material 
change. The attestation must be pro-
vided no later than 90 days before the 
implementation of a material change 
to the drug coverage of the sponsor’s 
retiree prescription drug plan. For pur-
poses of this clause, the term ‘‘mate-
rial change’’ means the addition of a 
benefit option that does not impact the 
actuarial value of the retiree prescrip-
tion drug coverage under the sponsor’s 
plan such that it no longer meets the 
standards set forth in paragraph 
(d)(1)(i) or (ii) of this section. 

(7) Notice of failure to continue to 
satisfy the actuarial equivalence 
standards. A sponsor must notify CMS, 
in a form and manner specified by 
CMS, no later than 90 days before the 
implementation of a change to the 
drug coverage that impacts the actu-
arial value of the retiree prescription 
drug coverage under the sponsor’s plan 
such that it no longer meets the stand-
ards set forth in paragraph (d)(1)(i) or 
(ii) of this section. 

(e) Disclosure of creditable prescription 
drug coverage status. The sponsor must 
disclose to all of its retirees and their 

spouses and dependents eligible to par-
ticipate in its plan who are Part D eli-
gible individuals whether the coverage 
is creditable prescription drug cov-
erage under § 423.56 in accordance with 
the notification requirements under 
that section. 

(f) Access to records for audit. The 
sponsor (and where applicable, its des-
ignee) must meet the requirements of 
§ 423.888(d). Failure to comply with 
§ 423.888(d) may result in nonpayment 
or recoupment of all or part of a sub-
sidy payment. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20508, Apr. 15, 2008] 

§ 423.886 Retiree drug subsidy 
amounts. 

(a) Amount of subsidy payment. (1) For 
each qualifying covered retiree en-
rolled with the sponsor of a qualified 
retiree prescription drug plan in a plan 
year, the sponsor receives a subsidy 
payment in the amount of 28 percent of 
the allowable retiree costs (as defined 
in § 423.882) in the plan year for such re-
tiree attributable to gross retiree costs 
between the cost threshold and the 
cost limit as defined in paragraph (b) of 
this section. The subsidy payment is 
calculated by first determining gross 
retiree costs between the cost thresh-
old and cost limit, and then deter-
mining allowable retiree costs attrib-
utable to the gross retiree costs. For 
this purpose and where otherwise rel-
evant in this subpart, plan year is the 
calendar, policy, or fiscal year on 
which the records of a plan are kept. 

(2) Transition provision. For a quali-
fied retiree prescription drug plan that 
has a plan year which begins in cal-
endar year 2005 and ends in calendar 
year 2006, the subsidy for the plan year 
must be determined in the following 
manner. Claims incurred in all months 
of the plan year (including claims in-
curred in 2005) are taken into account 
in determining which claims fall with-
in the cost threshold and cost limit for 
the plan year. The subsidy amount is 
determined based only on costs in-
curred on and after January 1, 2006. 

(b) Cost threshold and cost limit. The 
following cost threshold and cost lim-
its apply— 

(1) Subject to paragraph (b)(3) of this 
section, the cost threshold under this 
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section is equal to $250 for plan years 
that end in 2006. 

(2) Subject to paragraph (b)(3) of this 
section, the cost limit under this sec-
tion is equal to $5,000 for plan years 
that end in 2006. 

(3) The cost threshold and cost limit 
specified in paragraphs (b)(1) and (b)(2) 
of this section, for plan years that end 
in years after 2006, are adjusted in the 
same manner as the annual Part D de-
ductible and the annual Part D out-of- 
pocket threshold are adjusted annually 
under § 423.104(d)(1)(ii) and (d)(5)(iii)(B), 
respectively. 

§ 423.888 Payment methods, including 
provision of necessary information. 

(a) Basis. The provisions of § 423.301 
through § 423.343, including require-
ments to provide information nec-
essary to ensure accurate subsidy pay-
ments, govern payment under § 423.886 
except to the extent the provisions in 
this section specify otherwise. 

(b) General payment rules. Payment 
under § 423.886 is conditioned on provi-
sion of accurate information. The in-
formation must be submitted, in a 
form and manner and at the times pro-
vided in this paragraph and under 
other guidance specified by CMS, by 
the sponsor or its designee. 

(1) Timing. Payment can be made on a 
monthly, quarterly or annual basis, as 
elected by the plansponsor under guid-
ance specified by CMS, unless CMS de-
termines that the options must be re-
stricted because of operational limita-
tions. 

(i) Monthly or quarterly payments. If 
the plan sponsor elects for payment on 
a monthly or quarterly basis, it must 
provide information described in para-
graph (b)(2)(i) of this section on the 
same monthly or quarterly basis, or at 
such time as CMS specifies. 

(ii) Annual payments. If the sponsor 
elects an annual payment, it must sub-
mit to CMS actual rebate and other 
price concession data within 15 months 
after the end of the plan year. 

(2) Submission of cost data—(i) Monthly 
or quarterly payments. If the plan spon-
sor elects to receive payment on a 
monthly or quarterly basis, it must 
submit to CMS, in a manner specified 
by CMS, the gross covered retiree plan- 
related prescription drug costs (as de-

fined in § 423.882) incurred for its quali-
fying covered retirees during the pay-
ment period for which it is claiming a 
subsidy payment and any other data 
CMS may require. Except as otherwise 
provided by CMS in future guidance, 
the sponsor must also submit, using 
historical data and generally accepted 
actuarial principles, an estimate of the 
extent to which its expected allowable 
retiree costs differs from the gross cov-
ered retiree plan-related prescription 
drug costs, based on expected rebates 
and other price concessions for the up-
coming plan year. The estimate must 
be used to reduce the periodic pay-
ments for the plan year. Final alloca-
tion of price concession data must 
occur after the end of the year under 
the reconciliation provisions of para-
graph (b)(4) of this section 

(ii) Annual payments. If the plan spon-
sor elects a one-time final annual pay-
ment, it must submit, in a manner 
specified by CMS, within 15 months, or 
within any other longer time limit 
specified by CMS, after the end of the 
plan year, the total gross covered re-
tiree plan-related prescription drug 
costs (as defined in § 423.882) for the 
plan year for which it is claiming a 
subsidy payment, actual rebate and 
other price concession data described 
in paragraph (b)(1)(ii) of this section, 
and any other data CMS may require. 
The alternative is that the sponsor can 
elect an interim annual payment, in 
which case it must submit the fol-
lowing to CMS, at a time and in a man-
ner specified by CMS: the gross covered 
retiree plan-related prescription drug 
costs (as defined in § 423.882) incurred 
for all of its qualifying covered retirees 
during the payment period for which it 
is claiming a subsidy payment; an esti-
mate (using historical data and gen-
erally accepted actuarial principles) of 
the difference between such gross costs 
and allowable costs (based on expected 
rebates and other price concessions for 
the upcoming plan year); and any other 
data CMS may require. 

(3) Payment by CMS. CMS makes pay-
ment after the sponsor’s submission of 
the cost data at a time and in a man-
ner to be specified by CMS. 

(4) Reconciliation. (i) Sponsors who 
elect either monthly, quarterly or an 
interim annual payment must submit 
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to CMS, within 15 months, or within 
any other longer time limit specified 
by CMS, after the end of its plan year, 
the total gross covered retiree plan-re-
lated prescription drug costs (as de-
fined in § 423.882), in a manner specified 
by CMS; actual rebate and other price 
concession data for the plan year in 
question; and any other data CMS may 
require. 

(ii) Upon receiving this data, CMS 
adjusts the payments made for the plan 
year in question in a manner to be 
specified by CMS. 

(5) Special rule for insured plans—(i) 
Interim payments. Sponsors of group 
health plans that provide benefits 
through health insurance coverage (as 
defined in 45 CFR 144.103) and that 
choose either monthly payments, quar-
terly payments or an interim annual 
payment in paragraphs (b)(1) and (b)(2) 
of this section, may elect to determine 
gross covered plan-related retiree pre-
scription drug costs for purposes of the 
monthly, quarterly or interim annual 
payments based on a portion of the pre-
mium costs paid by the sponsor (or by 
the qualifying covered retirees) for 
coverage of the covered retirees under 
the group health plan. Premium costs 
that are determined, using generally 
accepted actuarial principles, may be 
attributable to the gross covered plan- 
related retiree prescription drug costs 
incurred by the health insurance issuer 
(as defined in 45 CFR 144.103) for the 
sponsor’s qualifying covered retirees, 
except that administrative costs and 
risk charges must be subtracted from 
the premium. 

(ii) Final payments. At the end of the 
plan year, actual gross retiree plan-re-
lated prescription drug costs incurred 
by the insurer (or the retiree), and the 
allowable costs attributable to the 
gross costs, are determined for each of 
the sponsor’s qualifying covered retir-
ees and submitted for reconciliation 
after the end of the plan year as speci-
fied in paragraph (b)(4)of this section. 
The data for the reconciliation can be 
submitted directly to CMS by the in-
surer in a manner to be specified by 
CMS. Upon receiving this data, CMS 
adjusts the payments made for the rel-
evant plan year in a manner to be spec-
ified by CMS. 

(c) Use of information provided. Offi-
cers, employees and contractors of the 
Department of Health and Human 
Services, including the Office of Inspec-
tor General (OIG), may use information 
collected under this section only for 
the purposes of, and to the extent nec-
essary in, carrying out this subpart in-
cluding, but not limited to, determina-
tion of payments and payment-related 
oversight and program integrity activi-
ties, or as otherwise required by law. 
This restriction does not limit OIG au-
thority to conduct audits and evalua-
tions necessary for carrying out these 
regulations. 

(d) Maintenance of records. (1) The 
sponsor of the qualified retiree pre-
scription drug plan (or a designee), as 
applicable, must maintain, and furnish 
to CMS or the OIG upon request, the 
records enumerated in paragraph (d)(3) 
of this section. The records must be 
maintained for 6 years after the expira-
tion of the plan year in which the costs 
were incurred for the purposes of au-
dits and other oversight activities con-
ducted by CMS to assure the accuracy 
of the actuarial attestation and the ac-
curacy of payments. 

(2) CMS or the OIG may extend the 6- 
year retention requirement for the 
records enumerated in paragraph (d)(3) 
of this section in the event of an ongo-
ing investigation, litigation, or nego-
tiation involving civil, administrative 
or criminal liability. In addition, the 
sponsor of the qualified retiree pre-
scription drug plan (or a designee), as 
applicable, must maintain the records 
enumerated in paragraph (d)(3) of this 
section longer than 6 years if it knows 
or should know that the records are the 
subject of an ongoing investigation, 
litigation or negotiation involving 
civil, administrative or criminal liabil-
ity. 

(3) The records that must be retained 
are: 

(i) Reports and working documents of 
the actuaries who wrote the attesta-
tion submitted in accordance with 
§ 423.884(a). 

(ii) All documentation of costs in-
curred and other relevant information 
utilized for calculating the amount of 
the subsidy payment made in accord-
ance with § 423.886, including the under-
lying claims data. 
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(iii) Any other records specified by 
CMS. 

(4) CMS may issue additional guid-
ance addressing recordkeeping require-
ments, including (but not limited to) 
the use of electronic media. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1549, Jan. 12, 2009] 

§ 423.890 Appeals. 

(a) Informal written reconsideration— 
(1) Initial determinations. A sponsor is 
entitled to an informal written recon-
sideration of an adverse initial deter-
mination. An initial determination is a 
determination regarding the following: 

(i) The amount of the subsidy pay-
ment. 

(ii) The actuarial equivalence of the 
sponsor’s retiree prescription drug 
plan. 

(iii) If an enrollee in a retiree pre-
scription drug plan is a qualifying cov-
ered retiree; or 

(iv) Any other similar determination 
(as determined by CMS) that affects 
eligibility for, or the amount of, a sub-
sidy payment. 

(2) Effect of an initial determination re-
garding the retiree drug subsidy. An ini-
tial determination is final and binding 
unless reconsidered in accordance with 
this paragraph (a) of this section. 

(3) Manner and timing for request. A 
request for reconsideration must be 
made in writing and filed with CMS 
within 15 days of the date on the notice 
of adverse determination. 

(4) Content of request. The request for 
reconsideration must specify the find-
ings or issues with which the sponsor 
disagrees and the reasons for the dis-
agreements. The request for reconsid-
eration may include additional docu-
mentary evidence the sponsor wishes 
CMS to consider. 

(5) Conduct of informal written recon-
sideration. In conducting the reconsid-
eration, CMS reviews the subsidy de-
termination, the evidence and findings 
upon which it was based, and any other 
written evidence submitted by the 
sponsor or by CMS before notice of the 
reconsidered determination is made. 

(6) Decision of the informal written re-
consideration. CMS informs the sponsor 
of the decision orally or through elec-
tronic mail. CMS sends a written deci-

sion to the sponsor on the sponsor’s re-
quest. 

(7) Effect of CMS informal written re-
consideration. A reconsideration deci-
sion, whether delivered orally or in 
writing, is final and binding unless a 
request for hearing is filed in accord-
ance with paragraph (b) of this section, 
or it is revised in accordance paragraph 
(d) of this section. 

(b) Right to informal hearing. A spon-
sor dissatisfied with the CMS reconsid-
eration decision is entitled to an infor-
mal hearing as provided in this section. 

(1) Manner and timing for request. A 
request for a hearing must be made in 
writing and filed with CMS within 15 
days of the date the sponsor receives 
the CMS reconsideration decision. 

(2) Content of request. The request for 
informal hearing must include a copy 
of the CMS reconsideration decision (if 
any) and must specify the findings or 
issues in the decision with which the 
sponsor disagrees and the reasons for 
the disagreements. 

(3) Informal hearing procedures. (i)CMS 
provides written notice of the time and 
place of the informal hearing at least 
10 days before the scheduled date. 

(ii) The hearing is conducted by a 
CMS hearing officer who neither re-
ceives testimony nor accepts any new 
evidence that was not presented with 
the reconsideration request. The CMS 
hearing officer is limited to the review 
of the record that was before CMS 
when CMS made both its initial and re-
consideration determinations. 

(iii) If CMS did not issue a written re-
consideration decision, the hearing of-
ficer may request, but not require, a 
written statement from CMS or its 
contractors explaining CMS’ deter-
mination, or CMS or its contractors 
may, on their own, submit the written 
statement to the hearing officer. Fail-
ure of CMS to submit a written state-
ment does not result in any adverse 
findings against CMS and may not in 
any way be taken into account by the 
hearing officer in reaching a decision. 

(4) Decision of the CMS hearing officer. 
The CMS hearing officer decides the 
case and sends a written decision to 
the sponsor, explaining the basis for 
the decision. 

(5) Effect of hearing officer decision. 
The hearing officer decision is final 
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and binding, unless the decision is re-
versed or modified by the Adminis-
trator in accordance with paragraph (c) 
of this section. 

(c) Review by the Administrator. (1) A 
sponsor that has received a hearing of-
ficer decision upholding a CMS initial 
or reconsidered determination may re-
quest review by the Administrator 
within 15 days of receipt of the hearing 
officer’s decision. 

(2) The Administrator may review 
the hearing officer’s decision, any writ-
ten documents submitted to CMS or to 
the hearing officer, as well as any 
other information included in the 
record of the hearing officer’s decision 
and determine whether to uphold, re-
verse or modify the hearing officer’s 
decision. 

(3) The Administrator’s determina-
tion is final and binding. 

(d) Reopening—(1) Ability to reopen. 
CMS may reopen and revise an initial 
or reconsidered determination upon its 
own motion or upon the request of a 
sponsor: 

(i) Within 1 year of the date of the 
notice of determination for any reason. 

(ii) Within 4 years for good cause. 
(iii) At any time when the underlying 

decision was obtained through fraud or 
similar fault. 

(2) Notice of reopening. (i) Notice of re-
opening and any revisions following 
the reopening are mailed to the spon-
sor. 

(ii) Notice of reopening specifies the 
reasons for revision. 

(3) Effect of reopening. The revision of 
an initial or reconsidered determina-
tion is final and binding unless- 

(i) The sponsor requests reconsider-
ation in accordance with paragraph (a) 
of this section; 

(ii) A timely request for a hearing is 
filed under paragraph (b) of this sec-
tion; 

(iii) The determination is reviewed 
by the Administrator in accordance 
with paragraph (c) of this section; or 

(iv) The determination is reopened 
and revised in accordance with para-
graph (d) of this section. 

(4) Good cause. For purposes of this 
section, CMS finds good cause if— 

(i) New and material evidence exists 
that was not readily available at the 

time the initial determination was 
made; 

(ii) A clerical error in the computa-
tion of payments was made; or 

(iii) The evidence that was consid-
ered in making the determination 
clearly shows on its face that an error 
was made. 

(5) For purposes of this section, CMS 
does not find good cause if the only 
reason for reopening is a change of 
legal interpretation or administrative 
ruling upon which the initial deter-
mination was made. 

(6) A decision by CMS not to reopen 
an initial or reconsidered determina-
tion is final and binding and cannot be 
appealed. 

§ 423.892 Change of ownership. 
(a) Change of ownership. Any of the 

following constitutes a change of own-
ership: 

(1) Partnership. The removal, addi-
tion, or substitution of a partner, un-
less the partners expressly agree other-
wise as permitted by applicable State 
law. 

(2) Asset sale. Transfer of all or sub-
stantially all of the assets of the spon-
sor to another party. 

(3) Corporation. The merger of the 
sponsor’s corporation into another cor-
poration or the consolidation of the 
sponsor’s organization with one or 
more other corporations, resulting in a 
new corporate body. 

(b) Change of ownership, exception. 
Transfer of corporate stock or the 
merger of another corporation into the 
sponsor’s corporation, with the sponsor 
surviving, does not ordinarily con-
stitute change of ownership. 

(c) Advance notice requirement. A 
sponsor that has a sponsor agreement 
in effect under this part and is consid-
ering or negotiating a change in owner-
ship must notify CMS at least 60 days 
before the anticipated effective date of 
the change. 

(d) Assignment of agreement. When 
there is a change of ownership as speci-
fied in paragraph (a) of this section, 
and this results in a transfer of the li-
ability for prescription drug costs, the 
existing sponsor agreement is auto-
matically assigned to the new owner. 

(e) Conditions that apply to assigned 
agreements. The new owner to whom a 
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sponsor agreement is assigned is sub-
ject to all applicable statutes and regu-
lations and to the terms and conditions 
of the sponsor agreement. 

§ 423.894 Construction. 
Nothing in this part must be inter-

preted as prohibiting or restricting: 
(a) A Part D eligible individual who 

is covered under employment-based re-
tiree health coverage, including a 
qualified retiree prescription drug 
plan, from enrolling in a Part D plan; 

(b) A sponsor or other person from 
paying all or any part of the monthly 
beneficiary premium (as defined in 
§ 423.286) for a Part D plan on behalf of 
a retiree (or his or her spouse or de-
pendents); 

(c) A sponsor from providing cov-
erage to Part D eligible individuals 
under employment-based retiree health 
coverage that is— 

(1) Supplemental to the benefits pro-
vided under a Part D plan; or 

(2) Of higher actuarial value than the 
actuarial value of standard prescrip-
tion drug coverage (as defined in 
§ 423.104(d)); or 

(d) Sponsors from providing for flexi-
bility in the benefit design and phar-
macy network for their qualified re-
tiree prescription drug coverage, with-
out regard to the requirements applica-
ble to Part D plans under § 423.104, as 
long as the requirements under § 423.884 
are met. 

Subpart S—Special Rules for 
States-Eligibility Determina-
tions for Subsidies and Gen-
eral Payment Provisions 

§ 423.900 Basis and scope. 
(a) Basis. This subpart is based on 

sections 1935(a) through (d) of the Act 
as amended by section 103 of the MMA. 

(b) Scope. This subpart specifies State 
agency obligations for the Part D pre-
scription drug benefit. 

§ 423.902 Definitions. 
The following definitions apply to 

this subpart: 
Actuarial value of capitated prescrip-

tion drug benefits is the estimated actu-
arial value of prescription drug bene-
fits provided under a comprehensive 

Medicaid managed care plan per full- 
benefit dual eligible individual for 2003, 
as determined using data as the Sec-
retary determines appropriate. This 
value will be established using data de-
termined by the Secretary to be the 
best available among the following op-
tions: 

(1) State rate setting documentation 
for drug costs to the full dual eligible 
population; 

(2) State encounter and enrollment 
record databases including cost data; 
and 

(3) State managed care plan-specific 
financial cost data; and 

(4) Other appropriate data. 
Applicable growth factor for each of 

2004, 2005, and 2006, is the average an-
nual percent change (to that year from 
the previous year) of the per capita 
amount of prescription drug expendi-
tures (as determined based on the most 
recent National Total Drug National 
Health Expenditure projections for the 
years involved). The growth factor for 
2007 and succeeding years will equal 
the annual percentage increase in aver-
age per capita aggregate expenditures 
for covered Part D drugs in the United 
States for Part D eligible individuals 
for the 12-month period ending in July 
of the previous year, as described in 
§ 423.104(d)(5)(iv). CMS provides further 
detail regarding the sources of data to 
be used and how the annual percentage 
increase will be determined via oper-
ational guidance to States. 

Base year Medicaid per capita expendi-
tures are equal to the weighted average 
of: 

(1) The gross base year (calendar year 
2003) per capita Medicaid expenditures 
for prescription drugs, reduced by the 
rebate adjustment factor; and 

(2) The estimated actuarial value of 
prescription drug benefits provided 
under a comprehensive capitated Med-
icaid managed care plan per full-ben-
efit dual eligible for 2003. The per cap-
ita payments for full-benefit dual eligi-
bles with comprehensive managed care 
and non-managed care are weighted by 
the respective average monthly full 
dual eligible enrollment populations 
reported through the Medicaid Statis-
tical Information System (MSIS). 
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