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exceeds the income threshold amounts 
specified at 20 CFR 418.2115, the Part 
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; 89 FR 30836, 
Apr. 23, 2024] 

§ 423.294 Failure to collect and incor-
rect collections of premiums and 
cost sharing. 

(a) Requirement to collect premiums and 
cost sharing. A Part D sponsor violates 
the uniform benefit provisions at 
§ 423.104(b) if it fails to collect or incor-
rectly collects applicable cost sharing, 
or fails to collect or incorrectly col-

lects premiums as required by 
§ 422.262(e) of this chapter— 

(1) In accordance with the timing of 
premium payments; 

(2) At the time a drug is dispensed; or 
(3) By billing the enrollee or another 

appropriate party after the fact. 
(b) Refunds of incorrect collections— 

(1) Definitions. As used in this section 
the following definitions are applica-
ble: 

Amounts incorrectly collected. (A) 
Means amounts that exceed the month-
ly Part D enrollee premium limits 
under § 423.286 or exceed permissible 
cost-sharing or copayment amounts as 
specified in § 423.104(d) through (f), 
whether paid by or on behalf of the en-
rollee; 

(B) Includes amounts collected with 
respect to an enrollee who was believed 
to be entitled to Medicare benefits but 
was later found not to be entitled; and 

(C) Excludes de minimis amounts, as 
calculated per PDE transaction or per 
monthly premium billing. 

De minimis amounts means an amount 
per PDE transaction for claims adjust-
ments and per month for premium ad-
justments that does not exceed the de 
minimis amount determined for pur-
poses of § 423.34(c)(2). 

Other amounts due means amounts 
due to affected enrollees or others on 
their behalf (other than de minimis 
amounts) for covered Part D drugs that 
were— 

(A) Accessed at an out-of-network 
pharmacy in accordance with the re-
quirements at § 423.124; or 

(B) Initially denied but, upon appeal, 
found to be covered Part D drugs the 
enrollee was entitled to have provided 
by the Part D plan. 

(2) General rule. A Part D sponsor 
must make a reasonable effort to iden-
tify all amounts incorrectly collected 
and to pay any other amounts due dur-
ing the timeframe for coordination of 
benefits as established at § 423.466(b). A 
Part D sponsor must issue a refund for 
an identified enrollee overpayment 
within the timeframe specified at 
§ 423.466(a). 

(3) Refund methods—(i) Lump-sum pay-
ment. The Part D sponsor must use 
lump-sum payments for the following: 

(A) Amounts incorrectly collected as 
cost-sharing. 
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