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enrollee must pay for the drug cov-
erage, as defined in §423.566(b). Appeal
also includes the review of at-risk de-
terminations made under a drug man-
agement program in accordance with
§423.153(f). These procedures include re-
determinations by the Part D plan
sponsor, reconsiderations by the inde-
pendent review entity, ALJ hearings,
reviews by the Medicare Appeals Coun-
cil (Council), and judicial reviews.

At-risk determination means a decision
made under a plan sponsor’s drug man-
agement program in accordance with
§423.153(f) that involves the identifica-
tion of an individual as an at-risk bene-
ficiary for prescription drug abuse; a
limitation, or the continuation of a
limitation, on an at-risk beneficiary’s
access to coverage for frequently
abused drugs (that is, a beneficiary spe-
cific point-of-sale edit or the selection
of a prescriber and/or pharmacy and
implementation of lock-in, or); and in-
formation sharing for subsequent plan
enrollments.

Drug Use means an enrollee is receiv-
ing the drug in the course of treat-
ment, including time off if it is part of
the treatment.

Enrollee means a Part D eligible indi-
vidual who has elected or has been en-
rolled in a Part D plan.

Grievance means any complaint or
dispute, other than one that involves a
coverage determination or at-risk de-
termination, expressing dissatisfaction
with any aspect of the operations, ac-
tivities, or behavior of a Part D plan
sponsor, regardless of whether remedial
action is requested.

Other prescriber means a health care
professional other than a physician
who is authorized under State law or
other applicable law to write prescrip-
tions.

Physician has the meaning given the
term in section 1861(r) of the Act.

Projected value of a Part D drug or
drugs includes any costs the enrollee
could incur based on the number of re-
fills prescribed for the drug(s) in dis-
pute during the plan year. Projected
value includes enrollee co-payments,
all expenditures incurred after an en-
rollee’s expenditures exceed the initial
coverage limit, and expenditures paid
by other entities.
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Reconsideration means a review of an
adverse coverage determination or at-
risk determination by an independent
review entity (IRE), the evidence and
findings upon which it was based, and
any other evidence the enrollee sub-
mits or the IRE obtains.

Redetermination means a review of an
adverse coverage determination or at-
risk determination by a Part D plan
sponsor, the evidence and findings upon
which it is based, and any other evi-
dence the enrollee submits or the Part
D plan sponsor obtains.

Representative means an individual ei-
ther appointed by an enrollee or au-
thorized under State or other applica-
ble law to act on behalf of the enrollee
in filing a grievance, obtaining a cov-
erage determination, or in dealing with
any of the levels of the appeals process.
Unless otherwise stated in this sub-
part, the representative has all of the
rights and responsibilities of an en-
rollee in filing a grievance, obtaining a
coverage determination, or in dealing
with any of the levels of the appeals
process, subject to the rules described
in part 422, subpart M, of this chapter.

Specialty tier: (1) Before January 1,
2022, means a formulary cost-sharing
tier dedicated to very high cost Part D
drugs that exceed a cost threshold es-
tablished by the Secretary; and

(2) Beginning January 1, 2022, has the
meaning given the term in §423.104.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20507, Apr. 15, 2008; 74 FR 1546, Jan. 12,
2009; 82 FR 5125, Jan. 17, 2017; 83 FR 16750,
Apr. 16, 2018; 86 FR 6119, Jan. 19, 2021]

§423.562 General provisions.

(a) Responsibilities of the Part D plan
sponsor. A Part D plan sponsor must
meet all of the following requirements.

(1) A Part D plan sponsor, for each
Part D plan that it offers, must estab-
lish and maintain—

(i) A grievance procedure as de-
scribed in §423.564 for addressing issues
that do not involve coverage deter-
minations;

(ii) Use a single, uniform exceptions
and appeals process which includes pro-
cedures for accepting oral and written
requests for coverage determinations
and redeterminations that are in ac-
cordance with §423.128(b)(7) and
(DDEW).
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(iii) A procedure for making timely
coverage determinations, including de-
terminations on requests for excep-
tions to a tiered cost-sharing structure
or to a formulary; and

(iv) Appeal procedures that meet the
requirements of this subpart for issues
that involve coverage determinations.

(v) If the Part D plan sponsor has es-
tablished a drug management program
under §423.153(f), appeal procedures
that meet the requirements of this sub-
part for issues that involve at-risk de-
terminations.). Determinations made
in accordance with the processes at
§423.153(f) are collectively referred to
as an at-risk determination, defined at
§423.560, made under a drug manage-
ment program.

(2) A Part D plan sponsor must en-
sure that all enrollees receive written
information about the—

(i) Grievance and appeal procedures
that are available to them through the
Part D plan sponsor; and

(ii) Complaint process available to
the enrollee under the QIO process as
set forth under section 1154(a)(14) of the
Act.

(3) A Part D plan sponsor must ar-
range with its network pharmacies to
distribute notices instructing enrollees
how to contact their plans to obtain a
coverage determination or request an
exception. These notices must comply
with the standards established in
§423.128(b)(7)(iii).

(4) In accordance with subpart K of
this part, if the Part D plan sponsor
delegates any of its responsibilities
under this subpart to another entity or
individual through which the Part D
plan sponsor provides covered benefits,
the Part D plan sponsor is ultimately
responsible for ensuring that the entity
or individual satisfies the relevant re-
quirements of this subpart.

(56) A Part D plan sponsor must em-
ploy a medical director who is respon-
sible for ensuring the clinical accuracy
of all coverage determinations and re-
determinations involving medical ne-
cessity. The medical director must be a
physician with a current and unre-
stricted license to practice medicine in
a State, Territory, Commonwealth of
the United States (that is, Puerto
Rico), or the District of Columbia.
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(b) Rights of enrollees. In accordance
with the provisions of this subpart, en-
rollees have all of the following rights
under Part D plans:

(1) The right to have grievances be-
tween the enrollee and the Part D plan
sponsor heard and resolved by the plan
sponsor, as described in §423.564.

(2) The right to a timely coverage de-
termination by the Part D plan spon-
sor, as specified in §423.566 and §423.568,
including the right to request from the
Part D plan sponsor an exception to its
tiered cost-sharing structure or for-
mulary, as specified in §423.578.

(3) The right to request from the Part
D plan sponsor an expedited coverage
determination, as specified in §423.570.

(4) If dissatisfied with any part of a
coverage determination or an at-risk
determination under a drug manage-
ment program in accordance with
§423.153(f), all of the following appeal
rights:

(i) The right to a redetermination of
the adverse coverage determination or
at-risk determination by the Part D
plan sponsor, as specified in §423.580.

(ii) The right to request an expedited
redetermination, as provided under
§423.584.

(iii) If, as a result of the redetermina-
tion, a Part D plan sponsor affirms, in
whole or in part, its adverse coverage
determination or at-risk determina-
tion, the right to a reconsideration or
expedited reconsideration by an inde-
pendent review entity (IRE) contracted
by CMS, as specified in §423.600.

(iv) If the IRE affirms the plan’s ad-
verse coverage determination or at-
risk determination, in whole or in part,
the right to an ALJ hearing if the
amount in controversy meets the re-
quirements in §423.2006.

(v) If the ALJ or attorney adjudi-
cator affirms the IRE’s adverse cov-
erage determination or at-risk deter-
mination, in whole or in part, the right
to request Council review of the ALJ’s
or attorney adjudicator’s decision, as
specified in §423.2100.

(vi) If the Council affirms the ALJ’s
or attorney adjudicator’s adverse cov-
erage determination or at-risk deter-
mination, in whole or in part, the right
to judicial review of the decision if the
amount in controversy meets the re-
quirements in §423.2006.
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(c) When other regulations apply. Un-
less this subpart provides otherwise,
the regulations in part 422, subpart M
of this chapter (concerning the admin-
istrative review and hearing processes
under titles II and XVIII, and represen-
tation of parties under title XVIII of
the Act) and any interpretive rules or
CMS rulings issued under these regula-
tions, apply under this subpart to the
extent they are appropriate.

(d) Relation to ERISA Requirements.
Consistent with section 1860D-22(b) of
the Act, provisions of this subpart
may, to the extent applicable under the
regulations adopted by the Secretary
of Labor, apply to claims for benefits
under group health plans subject to the
Employee Retirement Income Security
Act.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 65363, Dec. 9, 2009; 76 FR 21575, Apr. 15,
2011; 80 FR 7965, Feb. 12, 2015; 82 FR 5125, Jan.
17, 2017; 83 FR 16751, Apr. 16, 2018; 84 FR 19872,
May 7, 2019]

§423.564 Grievance procedures.

(a) General rule. Each Part D plan
sponsor must provide meaningful pro-
cedures for timely hearing and resolv-
ing grievances between enrollees and
the Part D plan sponsor or any other
entity or individual through whom the
Part D plan sponsor provides covered
benefits under any Part D plan it of-
fers.

(b) Distinguished from appeals. Griev-
ance procedures are separate and dis-
tinct from appeal procedures, which ad-
dress coverage determinations as de-
fined in §423.566(b) and at-risk deter-
minations made under a drug manage-
ment program in accordance with
§423.153(f). Upon receiving a complaint,
a Part D plan sponsor must promptly
determine and inform the enrollee
whether the complaint is subject to its
grievance procedures or its appeal pro-
cedures.

(c) Distinguished from the quality im-
provement organication complaint proc-
ess. Under section 1154(a)(14) of the Act,
the quality improvement organization
(QIO) must review enrollees’ written
complaints about the quality of serv-
ices they have received under the Medi-
care program. This process is separate
and distinct from the grievance proce-
dures of the Part D plan sponsor. For

§423.564

quality of care issues, an enrollee may
file a grievance with the Part D plan
sponsor, file a written complaint with
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
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