
42 C.F.R. § 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 establish and maintain—

(i) A grievance procedure as described in § 423.564 for addressing issues that do not involve coverage
determinations;

(ii) Use a single, uniform exceptions and appeals process which includes procedures for accepting oral and
written requests for coverage determinations and redeterminations that are in accordance with § 423.128(b)(7)
and (d)(1)(iv).

(iii) A procedure for making timely coverage determinations, including determinations on requests for
exceptions 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) Appeal procedures that meet the requirements of this subpart for issues that involve at-risk determinations.
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 management program.
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