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§423.576

(C) Other aspects of the appeal proc-
ess.

(d) Effect of failure to meet the adju-
dicatory timeframes. If the Part D plan
sponsor fails to notify the enrollee of
its determination in the timeframe
specified in paragraph (a) of this sec-
tion, the failure constitutes an adverse
coverage determination, and the Part
D plan sponsor must forward the en-
rollee’s request to the IRE within 24
hours of the expiration of the adjudica-
tion timeframe.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1564, Jan. 12, 2009; 75 FR 19823, Apr. 15,
2010; 84 FR 15843, Apr. 16, 2019]

§423.576 Effect of a coverage deter-
mination.

The coverage determination is bind-
ing on the Part D plan sponsor and the
enrollee unless it is reviewed and re-
vised under §§423.580 through 423.604
and §§423.2000 through 423.2140 or is re-
opened and revised under §423.1978.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 65363, Dec. 9, 2009; 84 FR 19872, May 1,
2019]

§423.578 Exceptions process.

(a) Requests for exceptions to a plan’s
tiered cost-sharing structure. Each Part
D plan sponsor that provides prescrip-
tion drug benefits for Part D drugs and
manages this benefit through the use
of a tiered formulary must establish
and maintain reasonable and complete
exceptions procedures subject to CMS’
approval for this type of coverage de-
termination. The Part D plan sponsor
grants an exception whenever it deter-
mines that the requested non-preferred
drug for treatment of the enrollee’s
condition is medically necessary, con-
sistent with the physician’s or other
prescriber’s statement under paragraph
(a)(4) of this section.

(1) The tiering exceptions procedures
must address situations where a for-
mulary’s tiering structure changes dur-
ing the year and an enrollee is using a
drug affected by the change.

(2) Part D plan sponsors must estab-
lish criteria that provide for a tiering
exception, consistent with paragraphs
(a)(3) through (6) of this section.

(3) An enrollee or the enrollee’s pre-
scribing physician or other prescriber
may file a request for an exception.
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(4) A prescribing physician or other
prescriber must provide an oral or
written supporting statement that the
preferred drug(s) for the treatment of
the enrollee’s condition—

(1) Would not be as effective for the
enrollee as the requested drug;

(i1) Would have adverse effects for
the enrollee; or

(iii) Both paragraphs (a)(4)(i) and
(a)(4)(ii) of this section apply.

(6) If the physician or other pre-
scriber provides an oral supporting
statement, the Part D plan sponsor
may require the physician or other pre-
scriber to subsequently provide a writ-
ten supporting statement. The Part D
plan sponsor may require the pre-
scribing physician or other prescriber
to provide additional supporting med-
ical documentation as part of the writ-
ten follow-up.

(6) Limitations on tiering exceptions:
A Part D plan sponsor is permitted to
design its tiering exceptions procedures
such that an exception is not approv-
able in the following circumstances:

(i) To cover a brand name drug, as de-
fined in §423.4, at a preferred cost-shar-
ing level that applies only to alter-
native drugs that are—

(A) Generic drugs, for which an appli-
cation is approved under section 505(j)
of the Federal Food, Drug, and Cos-
metic Act; or

(B) Authorized generic drugs as de-
fined in section 505(t)(3) of the Federal
Food, Drug, and Cosmetic Act.

(ii) To cover a biological product li-
censed under section 351 of the Public
Health Service Act at a preferred cost-
sharing level that does not contain any
alternative drug(s) that are biological
products.

(iii)(A) Before January 1, 2022, if a
Part D plan sponsor maintains a spe-
cialty tier, as defined in §423.560, the
Part D sponsor may design its excep-
tion process so that Part D drugs on
the specialty tier are not eligible for a
tiering exception.

(B) Beginning January 1, 2022, if a
Part D sponsor maintains one or two
specialty tiers, as defined in §423.104,
the Part D sponsor may design its ex-
ception process so that Part D drugs on
the specialty tier(s) are not eligible for
tiering exception(s) to non-specialty
tiers.
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