
552 

42 CFR Ch. IV (10–1–11 Edition) § 423.566 

the QIO, or both. For any complaint 
submitted to a QIO, the Part D plan 
sponsor must cooperate with the QIO 
in resolving the complaint. 

(d) Method for filing a grievance. (1) An 
enrollee may file a grievance with the 
Part D plan sponsor either orally or in 
writing. 

(2) An enrollee must file a grievance 
no later than 60 calendar days after the 
event or incident that precipitates the 
grievance. 

(e) Grievance disposition and notifica-
tion. (1) The Part D plan sponsor must 
notify the enrollee of its decision as ex-
peditiously as the case requires, based 
on the enrollee’s health status, but no 
later than 30 calendar days after the 
date the Part D plan sponsor receives 
the oral or written grievance. 

(2) The Part D plan sponsor may ex-
tend the 30 calendar day timeframe by 
up to 14 calendar days if the enrollee 
requests the extension or if the Part D 
plan sponsor justifies a need for addi-
tional information and documents how 
the delay is in the interest of the en-
rollee. When the Part D plan sponsor 
extends the deadline, it must imme-
diately notify the enrollee in writing of 
the reason(s) for the delay. 

(3) The Part D plan sponsor must in-
form the enrollee of the disposition of 
the grievance in accordance with the 
following procedures: 

(i) All grievances submitted in writ-
ing must be responded to in writing. 

(ii) Grievances submitted orally may 
be responded to either orally or in 
writing, unless the enrollee requests a 
written response. 

(iii) All grievances related to quality 
of care, regardless of how the grievance 
is filed, must be responded to in writ-
ing. The response must include a de-
scription of the enrollee’s right to file 
a written complaint with the QIO. For 
any complaint submitted to a QIO, the 
Part D plan sponsor must cooperate 
with the QIO in resolving the com-
plaint. 

(f) Expedited grievances. A Part D plan 
sponsor must respond to an enrollee’s 
grievance within 24 hours if the com-
plaint involves a refusal by the Part D 
plan sponsor to grant an enrollee’s re-
quest for an expedited coverage deter-
mination under § 423.570 or an expedited 
redetermination under § 423.584, and the 

enrollee has not yet purchased or re-
ceived the drug that is in dispute. 

(g) Record keeping. The Part D plan 
sponsor must have an established proc-
ess to track and maintain records on 
all grievances received both orally and 
in writing, including, at a minimum, 
the date of receipt, final disposition of 
the grievance, and the date that the 
enrollee was notified of the disposition. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 65363, Dec. 9, 2009] 

§ 423.566 Coverage determinations. 
(a) Responsibilities of the Part D plan 

sponsor. Each Part D plan sponsor must 
have a procedure for making timely 
coverage determinations in accordance 
with the requirements of this subpart 
regarding the prescription drug bene-
fits an enrollee is entitled to receive 
under the plan, including basic pre-
scription drug coverage as specified in 
§ 423.100 and supplemental benefits as 
specified in § 423.104(f)(1)(ii), and the 
amount, including cost sharing, if any, 
that the enrollee is required to pay for 
a drug. The Part D plan sponsor must 
have a standard procedure for making 
determinations, in accordance with 
§ 423.568, and an expedited procedure for 
situations in which applying the stand-
ard procedure may seriously jeopardize 
the enrollee’s life, health, or ability to 
regain maximum function, in accord-
ance with § 423.570. 

(b) Actions that are coverage determina-
tions. The following actions by a Part D 
plan sponsor are coverage determina-
tions: 

(1) A decision not to provide or pay 
for a Part D drug (including a decision 
not to pay because the drug is not on 
the plan’s formulary, because the drug 
is determined not to be medically nec-
essary, because the drug is furnished 
by an out-of-network pharmacy, or be-
cause the Part D plan sponsor deter-
mines that the drug is otherwise ex-
cludable under section 1862(a) of the 
Act if applied to Medicare Part D) that 
the enrollee believes may be covered by 
the plan; 

(2) Failure to provide a coverage de-
termination in a timely manner, when 
a delay would adversely affect the 
health of the enrollee; 

(3) A decision concerning an excep-
tions request under § 423.578(a); 
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(4) A decision concerning an excep-
tions request under § 423.578(b); or 

(5) A decision on the amount of cost 
sharing for a drug. 

(c) Who can request a coverage deter-
mination. Individuals who can request 
a standard or expedited coverage deter-
mination are— 

(1) The enrollee; 
(2) The enrollee’s appointed rep-

resentative, on behalf of the enrollee; 
or 

(3) The prescribing physician or other 
prescriber, on behalf of the enrollee. 

(d) Who must review coverage deter-
minations. If the Part D plan sponsor 
expects to issue a partially or fully ad-
verse medical necessity (or any sub-
stantively equivalent term used to de-
scribe the concept of medical neces-
sity) decision based on the initial re-
view of the request, the coverage deter-
mination must be reviewed by a physi-
cian or other appropriate health care 
professional with sufficient medical 
and other expertise, including knowl-
edge of Medicare coverage criteria, be-
fore the Part D plan sponsor issues the 
coverage determination decision. The 
physician or other health care profes-
sional must have a current and unre-
stricted license to practice within the 
scope of his or her profession in a 
State, Territory, Commonwealth of the 
United States (that is, Puerto Rico), or 
the District of Columbia. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1546, Jan. 12, 2009; 76 FR 21576, Apr. 15, 
2011] 

§ 423.568 Standard timeframe and no-
tice requirements for coverage de-
terminations. 

(a) Method and place for filing a re-
quest. An enrollee must ask for a stand-
ard coverage determination by making 
a request with the Part D plan sponsor 
in accordance with the following: 

(1) Except as specified in paragraph 
(a)(2) of this section, the request may 
be made orally or in writing. 

(2) Requests for payment must be 
made in writing (unless the Part D 
plan sponsor has implemented a vol-
untary policy of accepting oral pay-
ment requests). 

(3) The Part D plan sponsor must es-
tablish and maintain a method of docu-

menting all oral requests and retain 
the documentation in the case file. 

(b) Timeframe for requests for drug ben-
efits. When a party makes a request for 
a drug benefit, the Part D plan sponsor 
must notify the enrollee (and the pre-
scribing physician or other prescriber 
involved, as appropriate) of its deter-
mination as expeditiously as the en-
rollee’s health condition requires, but 
no later than 72 hours after receipt of 
the request, or, for an exceptions re-
quest, the physician’s or other pre-
scriber’s supporting statement. 

(c) Timeframe for requests for payment. 
When a party makes a request for pay-
ment, the Part D plan sponsor must no-
tify the enrollee of its determination 
and make payment (when applicable) 
no later than 14 calendar days after re-
ceipt of the request. 

(d) Written notice for favorable deci-
sions by a Part D plan sponsor. If a Part 
D plan sponsor makes a completely fa-
vorable decision under paragraph (b) of 
this section, it must give the enrollee 
written notice of the determination. 
The initial notice may be provided 
orally, so long as a written follow-up 
notice is sent within 3 calendar days of 
the oral notification. 

(e) Form and content of the approval 
notice. The notice of any approval 
under paragraph (d) of this section 
must explain the conditions of the ap-
proval in a readable and understand-
able form. 

(f) Written notice for denials by a Part 
D plan sponsor. If a Part D plan sponsor 
decides to deny a drug benefit, in whole 
or in part, it must give the enrollee 
written notice of the determination. 
The initial notice may be provided 
orally, so long as a written follow-up 
notice is mailed to the enrollee within 
3 calendar days of the oral notification. 

(g) Form and content of the denial no-
tice. The notice of any denial under 
paragraph (f) of this section must meet 
the following requirements: 

(1) Use approved notice language in a 
readable and understandable form. 

(2) State the specific reasons for the 
denial. 

(i) For drug coverage denials, de-
scribe both the standard and expedited 
redetermination processes, including 
the enrollee’s right to, and conditions 
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