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D—IRMAA must be paid through with-
holding from the enrollee’s Social Se-
curity benefit payments, or benefit 
payments by the Railroad Retirement 
Board (RRB) or the Office of Personnel 
Management (OPM) in the manner that 
the Part B premium is withheld. 

(2) Collection through direct billing. In 
cases where an enrollee’s benefit pay-
ment check is not sufficient to have 
the Part D—IRMAA withheld, or if an 
enrollee is not receiving such benefits, 
the beneficiary must be billed directly 
for the Part D—IRMAA. The bene-
ficiary will have the option of paying 
the amount through an electronic 
funds transfer mechanism (such as 
automatic charges of an account at a 
financial institution or a credit or 
debit card account) or according to 
other means that CMS may specify. 

(3) Failure to pay the income-related 
monthly adjustment amount: General 
rule. CMS will terminate Part D cov-
erage for any individual who fails to 
pay the Part D—IRMAA as determined 
by the Social Security Administration. 
CMS will terminate an enrollee’s Part 
D coverage as specified in § 423.44(e). 

(e) Special rule for fallback plans. This 
section does not apply to fallback pre-
scription drug plans. The fallback 
plans follow the requirements set forth 
in § 423.867(b). 

(f) Prohibition on improper billing of 
premiums. Part D plan sponsors shall 
not bill an enrollee for a premium pay-
ment period if the enrollee has had the 
premium for that period withheld from 
his or her Social Security, Railroad Re-
tirement Board or Office of Personnel 
Management check. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20506, Apr. 15, 2008; 74 FR 1544, Jan. 12, 
2009; 76 FR 21574, Apr. 15, 2011] 

Subpart G—Payments to Part D 
Plan Sponsors For Qualified 
Prescription Drug Coverage 

§ 423.301 Scope. 
This subpart sets forth rules for the 

calculation and payment of CMS direct 
and reinsurance subsidies for Part D 
plans; the application of risk corridors 
and risk-sharing adjustments to pay-
ments; and retroactive adjustments 
and reconciliations to actual enroll-

ment and interim payments. This sub-
part does not apply to fallback entities 
or fallback prescription drug plans. 

§ 423.308 Definitions and terminology. 

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

Actually paid means that the costs 
must be actually incurred by the Part 
D sponsor and must be net of any di-
rect or indirect remuneration (includ-
ing discounts, charge backs or rebates, 
cash discounts, free goods contingent 
on a purchase agreement, up-front pay-
ments, coupons, goods in kind, free or 
reduced-price services, grants, or other 
price concessions or similar benefits of-
fered to some or all purchasers) from 
any source (including manufacturers, 
pharmacies, enrollees, or any other 
person) that would serve to decrease 
the costs incurred under the Part D 
plan. Direct and indirect remuneration 
includes discounts, chargebacks or re-
bates, cash discounts, free goods con-
tingent on a purchase agreement, up- 
front payments, coupons, goods in 
kind, free or reduced-price services, 
grants, or other price concessions or 
similar benefits from manufacturers, 
pharmacies or similar entities obtained 
by an intermediary contracting organi-
zation with which the Part D plan 
sponsor has contracted, regardless of 
whether the intermediary contracting 
organization retains all or a portion of 
the direct and indirect remuneration or 
passes the entire direct and indirect re-
muneration to the Part D plan sponsor 
and regardless of the terms of the con-
tract between the plan sponsor and the 
intermediary contracting organization. 

Administrative costs means costs in-
curred by a Part D sponsor in com-
plying with the requirements of this 
Part for a coverage year and that are 
not drug costs incurred to purchase or 
reimburse the purchase of Part D 
drugs. Administrative costs include 
amounts paid by the Part D sponsor to 
an intermediary contracting organiza-
tion for covered Part D drugs dispensed 
to enrollees in the sponsor’s Part D 
plan that differ from the amount paid 
by the intermediary contracting orga-
nization to a pharmacy or other entity 
that is the final dispenser of the cov-
ered Part D drugs. For example, any 
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profit or loss retained by an inter-
mediary contracting organization 
(through discounts, rebates, or other 
direct or indirect price concessions) 
when negotiating prices with dis-
pensing entities is considered an ad-
ministrative cost. 

Allowable reinsurance costs means the 
subset of gross covered prescription 
drug costs actually paid that are at-
tributable to basic prescription drug 
coverage for covered Part D drugs only 
and that are actually paid by the Part 
D sponsor or by (or on behalf of) an en-
rollee under the Part D plan. The costs 
for any Part D plan offering enhanced 
alternative coverage must be adjusted 
not only to exclude any costs attrib-
utable to benefits beyond basic pre-
scription drug coverage, but also to ex-
clude any costs determined to be at-
tributable to increased utilization over 
the standard prescription drug cov-
erage as the result of the insurance ef-
fect of enhanced alternative coverage 
in accordance with CMS guidelines on 
actuarial valuation. 

Allowable risk corridor costs means— 
(1) The subset of costs incurred under 

a Part D plan (not including adminis-
trative costs, but including dispensing 
fees) that are attributable to basic pre-
scription drug coverage only and that 
are incurred and actually paid by the 
Part D sponsor to— 

(i) A dispensing pharmacy or other 
dispensing provider (whether directly 
or through an intermediary con-
tracting organization) under the Part 
D plan; 

(ii) The parties listed in § 423.464(f)(1) 
of this part with which the Part D 
sponsor must coordinate benefits, in-
cluding other Part D plans, as the re-
sult of any reconciliation process de-
veloped by CMS under § 423.464 of this 
part; or 

(iii) An enrollee (or third party pay-
ing on behalf of the enrollee) to indem-
nify the enrollee when the reimburse-
ment is associated with obtaining 
drugs under the Part D plan; and 

(2) These costs must be based upon 
imposition of the maximum amount of 
copayments permitted under § 423.782 of 
this part. The costs for any Part D plan 
offering enhanced alternative coverage 
must be adjusted not only to exclude 
any costs attributable to benefits be-

yond basic prescription drug coverage, 
but also to exclude any prescription 
drug coverage costs determined to be 
attributable to increased utilization 
over standard prescription drug cov-
erage as the result of the insurance ef-
fect of enhanced alternative coverage 
in accordance with CMS guidelines on 
actuarial valuation. 

Coverage year means a calendar year 
in which covered Part D drugs are dis-
pensed if the claim for those drugs (and 
payment on the claim) is made not 
later than 3 months after the end of 
the year 

Gross covered prescription drug costs 
mean those actually paid costs in-
curred under a Part D plan, excluding 
administrative costs, but including dis-
pensing fees, during the coverage year. 
They equal the sum of the following: 

(1) The share of actual costs (as de-
fined by § 423.100 of this part) actually 
paid by the Part D plan that is received 
as reimbursement by the pharmacy, or 
other dispensing entity, reimburse-
ment paid to indemnify an enrollee 
when the reimbursement is associated 
with an enrollee obtaining covered 
Part D drugs under the Part D plan, or 
payments made by the Part D sponsor 
to other parties listed in § 423.464(f)(1) 
of this part with which the Part D 
sponsor must coordinate benefits, in-
cluding other Part D plans, or as the 
result of any reconciliation process de-
veloped by CMS under § 423.464 of this 
part. 

(2) Nominal cost-sharing paid by or 
on behalf of an enrollee which is associ-
ated with drugs that would otherwise 
be covered Part D drugs, as defined in 
§ 423.100 of this part, but are instead 
paid for, with the exception of said 
nominal cost-sharing, by a patient as-
sistance program providing assistance 
outside the Part D benefit, provided 
that documentation of such nominal 
cost-sharing has been submitted to the 
Part D plan consistent with the plan 
processes and instructions for the sub-
mission of such information. 

(3) All amounts paid under the Part 
D plan by or on behalf of an enrollee 
(such as the deductible, coinsurance, 
cost sharing, or amounts between the 
initial coverage limit and the out-of- 
pocket threshold) in order to obtain 
Part D drugs that are covered under 
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the Part D plan. If an enrollee who is 
paying 100 percent cost sharing (as a 
result of paying a deductible or because 
the enrollee is between the initial cov-
erage limit and the out-of-pocket 
threshold) obtains a covered Part D 
drug at a lower cost than is available 
under the Part D plan, such cost-shar-
ing will be considered an amount paid 
under the plan by or on behalf of an en-
rollee under the previous sentence of 
this definition, if the enrollee’s costs 
are incurred costs as defined under 
§ 423.100 of this part and documentation 
of the incurred costs has been sub-
mitted to the Part D plan consistent 
with plan processes and instructions 
for the submission of such information. 
These costs are determined regardless 
of whether the coverage under the plan 
exceeds basic prescription drug cov-
erage. 

Target amount means the total 
amount of payments (from both CMS 
and by or on behalf of enrollees) to a 
Part D plan for the coverage year for 
all standardized bid amounts as risk 
adjusted under § 423.329(b)(1) of this 
part, less the administrative expenses 
(including return on investment) as-
sumed in the standardized bids. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1544, Jan. 12, 2009; 75 FR 19819, Apr. 15, 
2010] 

§ 423.315 General payment provisions. 
(a) Source of payments. CMS payments 

under this section are made from the 
Medicare Prescription Drug Account. 

(b) Monthly payments. CMS provides a 
direct subsidy in the form of advance 
monthly payments equal to the Part D 
plan’s standardized bid, risk adjusted 
for health status as provided in 
§ 423.329(b), minus the monthly bene-
ficiary premium as determined in 
§ 423.286. 

(c) Reinsurance subsidies. CMS pro-
vides reinsurance subsidy payments de-
scribed in § 423.329(c) on a monthly 
basis during a year based on either es-
timated or incurred allowable reinsur-
ance costs as provided under 
§ 423.329(c)(2)(i), and final reconciliation 
to actual allowable reinsurance costs 
as provided in § 423.343(c). 

(d) Low-income subsidies. CMS makes 
payments for premium and cost shar-
ing subsidies, including additional cov-

erage above the initial coverage limit, 
on behalf of certain subsidy-eligible in-
dividuals as provided in §§ 423.780 and 
423.782. CMS provides low-income cost- 
sharing subsidy payments described in 
§ 423.782 through interim payments of 
amounts as provided under 
§ 423.329(d)(2)(i) and reconciliation to 
actual allowable reinsurance costs as 
provided in § 423.343(d). 

(e) Risk-sharing arrangements. CMS 
may issue lump-sum payments or ad-
just monthly payments in the fol-
lowing payment year based on the rela-
tionship of the Part D plan’s adjusted 
allowable risk corridor costs to pre-
determined risk corridor thresholds in 
the coverage year as provided in 
§ 423.336. 

(f) Retroactive adjustments and rec-
onciliations. CMS reconciles payment 
year disbursements with updated en-
rollment and health status data, actual 
low-income cost-sharing costs and ac-
tual allowable reinsurance costs as pro-
vided in § 423.343. 

(g) Special rules for private fee-for-serv-
ice plans—(1) Application of reinsurance. 
For private fee-for-service plans (as de-
fined by § 422.4(a)(3) of this chapter) of-
fering qualified prescription drug cov-
erage, CMS determines the amount of 
reinsurance payments as provided 
under § 423.329(c)(3). 

(2) Exemption from risk corridor provi-
sions. The provisions of § 423.336 regard-
ing risk sharing do not apply. 

§ 423.322 Requirement for disclosure 
of information. 

(a) Payment conditional upon provision 
of information. Payments to a Part D 
sponsor are conditioned upon provision 
of information to CMS that is nec-
essary to carry out this subpart, or as 
required by law. 

(b) Restrictions on use of information. 
Officers, employees and contractors of 
the Department of Health and Human 
Services may use the information dis-
closed or obtained in accordance with 
the provisions of this subpart 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 ac-
tivities. 
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(1) This restriction does not limit 
OIG’s authority to fulfill the Inspector 
General’s responsibilities in accord-
ance with applicable Federal law. 

(2) This restriction does not limit 
CMS’ ability to use data regarding 
drug claims in accordance with section 
1848(m) of the Act. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 54251, Sept. 18, 2008] 

§ 423.329 Determination of payments. 

(a) Subsidy payments—(1) Direct sub-
sidy. CMS makes a direct subsidy pay-
ment for each Part D eligible bene-
ficiary enrolled in a Part D plan for a 
month equal to the amount of the 
plan’s approved standardized bid, ad-
justed for health status (as determined 
under § 423.329(b)(1)), and reduced by 
the base beneficiary premium for the 
plan (as determined under § 423.286(c) 
and adjusted in § 423.286(d)(1)). The di-
rect subsidy payment may be increased 
by the excess amount of a negative pre-
mium as described in § 423.286(d)(1), if 
applicable. 

(2) Subsidy through reinsurance. CMS 
makes reinsurance subsidy payments 
as provided under paragraph (c) of this 
section. 

(3) Low-income cost-sharing subsidy. 
CMS makes low-income cost-sharing 
subsidy payments as provided under 
paragraph (d) of this section. 

(b) Health status risk adjustment—(1) 
Establishment of risk factors. CMS estab-
lishes an appropriate methodology for 
adjusting the standardized bid amount 
to take into account variation in costs 
for basic prescription drug coverage 
among Part D plans based on the dif-
ferences in actuarial risk of different 
enrollees being served. Any risk adjust-
ment is designed in a manner so as to 
be budget neutral in the aggregate to 
the risk of the Part D eligible individ-
uals who enroll in Part D plans. 

(2) Considerations. In establishing the 
methodology under paragraph (b)(1) of 
this section, CMS takes into account 
the similar methodologies used under 
§ 422.308(c) of this chapter to adjust 
payments to MA organizations for ben-
efits under the original Medicare fee- 
for-service program option. 

(3) Data collection. In order to carry 
out this paragraph, CMS requires— 

(i) PDP sponsors to submit data re-
garding drug claims that can be linked 
at the individual level to Part A and 
Part B data in a form and manner simi-
lar to the process provided under 
§ 422.310 of this chapter and other infor-
mation as CMS determines necessary; 
and 

(ii) MA organizations that offer MA- 
PD plans to submit data regarding 
drug claims that can be linked at the 
individual level to other data that the 
organizations are required to submit to 
CMS in a form and manner similar to 
the process provided under § 422.310 of 
this chapter and other information as 
CMS determines necessary. 

(4) Publication. At the time of publi-
cation of risk adjustment factors under 
§ 422.312(a)(1)(ii) of this chapter, CMS 
publishes the risk adjusters established 
under this paragraph of this section for 
the upcoming calendar year. 

(c) Reinsurance payment amount—(1) 
General rule. The reinsurance payment 
amount for a Part D eligible individual 
enrolled in a Part D plan for a coverage 
year is an amount equal to 80 percent 
of the allowable reinsurance costs at-
tributable to that portion of gross cov-
ered prescription drug costs incurred in 
the coverage year after the individual 
has incurred true out-of-pocket costs 
that exceed the annual out-of-pocket 
threshold specified in § 423.104(d)(5)(iii). 

(2) Payment method. Payments under 
this section are based on a method that 
CMS determines. 

(i) Payments during the coverage 
year. CMS establishes a payment meth-
od by which payments of amounts 

under this section are made on a 
monthly basis during a year based on 
either estimated or incurred allowable 
reinsurance costs. 

(ii) Final payments. CMS reconciles 
the payments made during the cov-
erage year to final actual allowable re-
insurance costs as provided in 
§ 423.343(c). 

(3) Special rules for private fee-for-serv-
ice Plans offering prescription drug cov-
erage. CMS determines the amount of 
reinsurance payments for private fee- 
for-service plans as defined by 
§ 422.4(a)(3) of this chapter offering 
qualified prescription drug coverage 
using a methodology that— 
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(i) Bases the amount on CMS’ esti-
mate of the amount of the payments 
that are payable if the plan were an 
MA-PD plan described in section 
1851(a)(2)(A)(i) of the Act; and 

(ii) Takes into account the average 
reinsurance payments made under 
§ 423.329(c) for populations of similar 
risk under MA-PD plans described in 
section 1851(a)(2)(A)(i) of the Act. 

(d) Low-income cost sharing subsidy 
payment amount—(1) General rule. The 
low-income cost-sharing subsidy pay-
ment amount on behalf of a low-income 
subsidy eligible individual enrolled in a 
Part D plan for a coverage year is the 
amount described in § 423.782. 

(2) Payment method. Payments under 
this section are based on a method that 
CMS determines. 

(i) Interim payments. CMS establishes 
a payment method by which interim 
payments of amounts under this sec-
tion are made during a year based on 
the low-income cost-sharing assump-
tions submitted with plan bids under 
§ 423.265(d)(2)(iv) of this part and nego-
tiated and approved under § 423.272 of 
this part, or by an alternative method 
that CMS determines. 

(ii) Final payments. CMS reconciles 
the interim payments to actual in-
curred low-income cost-sharing costs 
as provided in § 423.343(d). 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1545, Jan. 12, 2009] 

§ 423.336 Risk-sharing arrangements. 
(a) Portion of total payments to a Part 

D sponsor subject to risk—(1) Adjusted al-
lowable risk corridor costs. For purposes 
of this paragraph, the term adjusted al-
lowable risk corridor costs means— 

(i) The allowable risk corridor costs 
for the Part D plan for the coverage 
year, reduced by— 

(ii) The sum of— 
(A) The total reinsurance payments 

made under § 423.329(c) to the Part D 
sponsor of the Part D plan for the year; 
and 

(B) The total non-premium subsidy 
payments made under § 423.782 to the 
Part D sponsor of the Part D plan for 
the coverage year. 

(2) Establishment of risk corridors. (i) 
Risk corridors. For each year, CMS es-
tablishes a risk corridor for each Part 
D plan. The risk corridor for a plan for 

a coverage year is equal to a range as 
follows: 

(A) First threshold lower limit. The 
first threshold lower limit of the cor-
ridor is equal to— 

(1) The target amount for the plan; 
minus 

(2) An amount equal to the first 
threshold risk percentage for the plan 
(as determined under paragraph 
(a)(2)(ii)(A) of this section) of the tar-
get amount. 

(B) Second threshold lower limit. The 
second threshold lower limit of the cor-
ridor is equal to— 

(1) The target amount for the plan; 
minus 

(2) An amount equal to the second 
threshold risk percentage for the plan 
(as determined under paragraph 
(a)(2)(ii)(B) of this section) of the tar-
get amount. 

(C) First threshold upper limit. The 
first threshold upper limit of the cor-
ridor is equal to the sum of— 

(1) The target amount; and 
(2) An amount equal to the first 

threshold risk percentage for the plan 
(as determined under paragraph 
(a)(2)(ii)(A) of this section) of the tar-
get amount. 

(D) Second threshold upper limit. The 
second threshold upper limit of the cor-
ridor is equal to the sum of— 

(1) The target amount; and 
(2) An amount equal to the second 

threshold risk percentage for the plan 
(as determined under paragraph 
(a)(2)(ii)(B) of this section) of the tar-
get amount. 

(ii) First and second threshold risk per-
centage defined. (A) First threshold risk 
percentage. Subject to paragraph 
(a)(2)(iii) of this section, the first 
threshold risk percentage is for— 

(1) 2006 and 2007, 2.5 percent; 
(2) 2008 through 2011, 5 percent; and 
(3) 2012 and subsequent years, a per-

centage CMS establishes, but in no 
case less than 5 percent. 

(B) Second threshold risk percentage. 
Subject to paragraph (a)(2)(iii) of this 
section, the second threshold risk per-
centage is for— 

(1) 2006 and 2007, 5.0 percent; 
(2) 2008 through 2011, 10 percent 
(3) 2012 and subsequent years, a per-

centage CMS establishes that is great-
er than the percent established for the 
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year under paragraph (a)(2)(ii)(A)(3) of 
this section, but in no case less than 10 
percent. 

(iii) Reduction of risk percentage to en-
sure two Plans in an area. In accordance 
with § 423.265(e), a PDP sponsor may 
submit a bid that requests a decrease 
in the applicable first or second thresh-
old risk percentages or an increase in 
the percents applied under paragraph 
(b) of this section. Only a PDP sponsor 
may request a reduction of risk under 
this paragraph. An MA organization of-
fering an MA-PD plan, a PACE pro-
gram offering qualified prescription 
drug coverage, and a cost-based HMO 
or CMP offering qualified prescription 
drug coverage may not request a reduc-
tion of risk under this paragraph. 

(3) Plans at risk for entire amount of 
supplemental prescription drug coverage. 
A Part D sponsor that offers a Part D 
plan that provides supplemental pre-
scription drug benefits is at full finan-
cial risk for the provision of the sup-
plemental benefits. 

(b) Payment adjustments—(1) No ad-
justment if adjusted allowable risk cor-
ridor costs within risk corridor. If the ad-
justed allowable risk corridor costs for 
the Part D plan for the coverage year 
are at least equal to the first threshold 
lower limit of the risk corridor (speci-
fied in paragraph (a)(2)(i)(A) of this sec-
tion) but not greater than the first 
threshold upper limit of the risk cor-
ridor (specified in paragraph (a)(2)(i)(C) 
of this section) for the Part D plan for 
the coverage year, CMS makes no pay-
ment adjustment. 

(2) Increase in payment if adjusted al-
lowable risk corridor costs above upper 
limit of risk corridor—(i) Costs between 
first and second threshold upper limits. If 
the adjusted allowable risk corridor 
costs for the Part D plan for the year 
are greater than the first threshold 
upper limit, but not greater than the 
second threshold upper limit, of the 
risk corridor for the Part D plan for 
the year, CMS increases the total of 
the payments made to the Part D spon-
sor offering the Part D plan for the 
year under this section by an amount 
equal to 50 percent (or, for 2006 and 
2007, 75 percent or 90 percent if the con-
ditions described in paragraph 
(b)(2)(iii) of this section are met for the 
year) of the difference between the ad-

justed allowable risk corridor costs and 
the first threshold upper limit of the 
risk corridor. 

(ii) Costs above second threshold upper 
limits. If the adjusted allowable risk 
corridor costs for the Part D plan for 
the year are greater than the second 
threshold upper limit of the risk cor-
ridor for the Part D plan for the year, 
CMS increases the total of the pay-
ments made to the Part D sponsor of-
fering the Part D plan for the year 
under this section by an amount equal 
to the sum of— 

(A) 50 percent (or, for 2006 and 2007, 75 
percent or 90 percent if the conditions 
specified in paragraph (b)(2)(iii) of this 
section are met for the year) of the dif-
ference between the second threshold 
upper limit and the first threshold 
upper limit; and 

(B) 80 percent of the difference be-
tween the adjusted allowable risk cor-
ridor costs and the second threshold 
upper limit of the risk corridor. 

(iii) Conditions for application of high-
er percentage for 2006 and 2007. The con-
ditions specified in this paragraph are 
met for 2006 or 2007 if CMS determines 
for the year that— 

(A) At least 60 percent of Part D 
plans to which this paragraph applies 
have adjusted allowable risk corridor 
costs for the Part D plan for the year 
that are more than the first threshold 
upper limit of the risk corridor for the 
Part D plan for the year; and 

(B) Such plans represent at least 60 
percent of Part D eligible individuals 
enrolled in any Part D plan. 

(3) Reduction in payment if adjusted al-
lowable risk corridor costs below lower 
limit of risk corridor—(i) Costs between 
first and second threshold lower limits. If 
the adjusted allowable risk corridor 
costs for the Part D plan for the cov-
erage year are less than the first 
threshold lower limit, but not less than 
the second threshold lower limit, of the 
risk corridor for the Part D plan for 
the coverage year, CMS reduces the 
total of the payments made to the Part 
D plan for the coverage year under this 
section by an amount (or otherwise re-
covers from the Part D sponsor an 
amount) equal to 50 percent (or, for 
2006 and 2007, 75 percent) of the dif-
ference between the first threshold 
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lower limit of the risk corridor and the 
adjusted allowable risk corridor costs. 

(ii) Costs below second threshold lower 
limit. If the adjusted allowable risk cor-
ridor costs for the Part D plan for the 
coverage year are less the second 
threshold lower limit of the risk cor-
ridor for the Part D plan for the cov-
erage year, CMS reduces the total of 
the payments made to the Part D spon-
sor for the coverage year under this 
section by an amount (or otherwise re-
covers from the Part D sponsor an 
amount) equal to the sum of— 

(A) 50 percent (or, for 2006 and 2007, 75 
percent) of the difference between the 
first threshold lower limit and the sec-
ond threshold lower limit; and 

(B) 80 percent of the difference be-
tween the second threshold upper limit 
of the risk corridor and the adjusted al-
lowable risk corridor costs. 

(c) Payment methods. CMS makes pay-
ments after a coverage year after ob-
taining all of the cost data information 
in paragraph (c)(1) of this section nec-
essary to determine the amount of pay-
ment. CMS will not make payments 
under this section if the Part D sponsor 
fails to provide the cost data informa-
tion in paragraph (c)(1) of this section. 

(1) Submission of cost data. Within 6 
months of the end of a coverage year, 
the Part D sponsor must provide the 
information that CMS requires. 

(2) Lump sum and adjusted monthly 
payments. CMS at its discretion makes 
either lump-sum payments or adjusts 
monthly payments in the following 
payment year based on the relationship 
of the plan’s adjusted allowable risk 
corridor costs to the predetermined 
risk corridor thresholds in the cov-
erage year, as determined under this 
section. 

(d) No effect on monthly premium. No 
adjustment in payments made by rea-
son of this section may affect the 
monthly beneficiary premium for 
qualified prescription drug coverage. 

§ 423.343 Retroactive adjustments and 
reconciliations. 

(a) Application of enrollee adjustment. 
The provisions of § 422.308(f) of this 
chapter apply to payments to Part D 
sponsors under this section in the same 
manner as they apply to payments to 

MA organizations under section 1853(a) 
of the Act. 

(b) Health status. CMS makes adjust-
ments to payments made under 
§ 423.329(a)(1) to account for updated 
health status risk adjustment data as 
provided under § 422.310(g)(2) of this 
chapter. CMS may recover payments 
associated with health status adjust-
ments if the Part D sponsor fails to 
provide the information described in 
§ 423.329(b)(3). 

(c) Reinsurance. CMS makes final 
payment for reinsurance after a cov-
erage year after obtaining all of the in-
formation necessary to determine the 
amount of payment. 

(1) Submission of cost data. Within 6 
months of the end of a coverage year, 
the Part D sponsor must provide the 
information that CMS requires. 

(2) Payments. CMS at its discretion 
either makes lump-sum payments or 
adjusts monthly payments throughout 
the remainder of the payment year fol-
lowing the coverage year based on the 
difference between monthly reinsur-
ance payments made during the cov-
erage year and the amount payable in 
§ 423.329(c) for the coverage year. CMS 
may recover payments made through a 
lump sum recovery or by adjusting 
monthly payments throughout the re-
mainder of the coverage year if the 
monthly reinsurance payments made 
during the coverage year exceed the 
amount payable under § 423.329(c) or if 
the Part D sponsor does not provide the 
data in paragraph (c)(1) of this section. 

(d) Low-income cost-sharing subsidy. 
CMS makes final payment for low-in-
come cost-sharing subsidies after a 
coverage year after obtaining all of the 
information necessary to determine 
the amount of payment. 

(1) Submission of cost data. Within 6 
months of the end of a coverage year, 
the Part D sponsor must provide the 
information that CMS requires. 

(2) Payments. CMS at its discretion 
either makes lump-sum payments or 
adjusts monthly payments throughout 
the remainder of the payment year fol-
lowing the coverage year based on the 
difference between interim low-income 
cost-sharing subsidy payments and 
total low-income cost-sharing subsidy 
costs eligible for subsidy under § 423.782 
submitted by the plan for the coverage 
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year. CMS may recover payments made 
through a lump sum recovery or by ad-
justing monthly payments throughout 
the remainder of the coverage year if 
interim low-income cost-sharing sub-
sidy payments exceed the amount pay-
able under § 423.782 or if the Part D 
sponsor does not provide the data in 
paragraph (d)(1) of this section. In the 
event adequate data is not provided for 
risk corridor costs, CMS assumes that 
the Part D plan’s adjusted allowable 
risk corridor costs are 50 percent of the 
target amount. 

§ 423.346 Reopening. 

(a) CMS may reopen and revise an 
initial or reconsidered final payment 
determination (including a determina-
tion on the final amount of direct sub-
sidy described in § 423.329(a)(1), final re-
insurance payments described in 
§ 423.329(c), the final amount of the low 
income subsidy described in § 423.329(d), 
or final risk corridor payments as de-
scribed in § 423.336)— 

(1) For any reason, within 12 months 
from the date of the notice of the final 
determination to the Part D sponsor 

(2) After that 12-month period, but 
within 4 years after the date of the no-
tice of the initial or reconsidered de-
termination to the Part D sponsor, 
upon establishment of good cause for 
reopening; or 

(3) At any time, in instances of fraud 
or similar fault of the Part D sponsor 
or any subcontractor of the Part D 
sponsor. 

(b) For purposes of this section, CMS 
will find good cause if— 

(1) New and material evidence that 
was not readily available at the time 
the final determination was made is 
furnished; 

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

(3) The evidence that was considered 
in making the determination clearly 
shows on its face that an error was 
made. 

(c) For purposes of this section, CMS 
will not find good cause if the only rea-
son for reopening is a change of legal 
interpretation or administrative ruling 
upon which the final determination 
was made. 

(d) A decision not to reopen under 
this section is final and is not subject 
to review. 

§ 423.350 Payment appeals. 

(a) Payment determinations—(1) Pay-
ment methods subject to appeal. If CMS 
did not apply its stated payment meth-
odology correctly, a Part D sponsor 
may appeal the following: 

(i) The reconciled health status risk 
adjustment of the direct subsidy as 
provided in § 423.343(b). 

(ii) The reconciled reinsurance pay-
ments under § 423.343(c). 

(iii) The reconciled final payments 
made for low-income cost sharing sub-
sidies provided in § 423.343(d); or 

(iv) Final risk-sharing payments 
made under § 423.336). 

(2) Payment information not subject to 
appeal. Payment information sub-
mitted to CMS under § 423.322 and rec-
onciled under § 423.343 is final and may 
not be appealed nor may the appeals 
process be used to submit new informa-
tion after the submission of informa-
tion necessary to determine retro-
active adjustments and reconciliations. 

(b) Request for reconsideration—(1) 
Time for filing a request. The request for 
reconsideration must be filed within 15 
days from the date of the final pay-
ment. For purposes of this paragraph, 
the date of final payment is one of the 
following: 

(i) For risk adjustment, the date of 
the final reconciled payment under 
§ 423.343(b) of this subpart. 

(ii) For reinsurance, the date of the 
final reconciled payment under 
§ 423.343(c) of this subpart; for low-in-
come cost sharing subsidies, the date of 
the final reconciled payment under 
§ 423.343(d) of this subpart. 

(iii) For risk-sharing payments, the 
date of the final payments under 
§ 423.336 of this subpart. 

(2) Content of request. The request for 
reconsideration must specify the find-
ings or issues with which the Part D 
sponsor disagrees and the reasons for 
the disagreements. Excluding new pay-
ment information, the request for re-
consideration may include additional 
documentary evidence the sponsor 
wishes CMS to consider. 
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(3) Conduct of informal written recon-
sideration. In conducting the reconsid-
eration, CMS reviews the payment de-
termination, the evidence and findings 
upon which it was based, and any other 
written evidence submitted by the Part 
D sponsor or by CMS before notice of 
the reconsidered determination is 
made. 

(4) 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 Part D sponsor on the spon-
sor’s request. 

(5) 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 (c) of this section, 
or it is revised in accordance with 
§ 423.346. 

(c) Right to informal hearing. A Part D 
sponsor dissatisfied with the CMS re-
consideration decision is entitled to an 
informal 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 Part D sponsor re-
ceives the CMS reconsideration deci-
sion. 

(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 
Part D sponsor disagrees and the rea-
sons 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 are 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 Part D sponsor, explaining the 
basis for the decision. 

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

(d) Review by the Administrator. (1) A 
Part D sponsor that has received a 
hearing officer decision upholding a 
CMS initial or reconsidered determina-
tion may request review by the Admin-
istrator 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. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20506, Apr. 15, 2008] 

Subpart H [Reserved] 

Subpart I—Organization Compli-
ance with State Law and Pre-
emption by Federal Law 

§ 423.401 General requirements for 
PDP sponsors. 

(a) General requirements. Each PDP 
sponsor of a prescription drug plan 
must meet the following requirements: 

(1) Licensure. Except in cases where 
there is a waiver as specified at § 423.410 
or § 423.415, the sponsor is organized and 
licensed under State law as a risk bear-
ing entity eligible to offer health in-
surance or health benefits coverage in 
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