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other prescriber indicates that apply-
ing the standard timeframe for making
a determination may seriously jeop-
ardize the life or health of the enrollee
or the enrollee’s ability to regain max-
imum function.

(d) Actions following denial. If a Part
D plan sponsor denies a request for ex-
pedited determination, it must take
the following actions:

(1) Make the determination within
the 72-hour timeframe established in
§423.568(b) for a standard determina-
tion. The 72-hour period begins on the
day the Part D plan sponsor receives
the request for expedited determina-
tion. For an exceptions request, the
Part D plan sponsor must notify the
enrollee (and the prescribing physician
or other prescriber involved, as appro-
priate) of its determination as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 72
hours after receipt of the physician’s or
other prescriber’s supporting state-
ment. If a supporting statement is not
received by the end of 14 calendar days
from receipt of the exceptions request,
the Part D plan sponsor must notify
the enrollee (and the prescribing physi-
cian or other prescriber involved, as
appropriate) of its determination as ex-
peditiously as the enrollee’s health
condition requires, but no later than 72
hours from the end of 14 calendar days
from receipt of the exceptions request.

(2) Give the enrollee and prescribing
physician or other prescriber prompt
oral notice of the denial that—

(i) Explains that the Part D plan
sponsor must process the request using
the 72 hour timeframe for standard de-
terminations;

(ii) Informs the enrollee of the right
to file an expedited grievance if he or
she disagrees with the decision by the
Part D plan sponsor not to expedite;

(iii) Informs the enrollee of the right
to resubmit a request for an expedited
determination with the prescribing
physician’s or other prescriber’s sup-
port and

(iv) Provides instructions about the
plan’s grievance process and its time-
frames.

(3) Subsequently deliver to the en-
rollee, within 3 calendar days, equiva-
lent written notice.

§423.572

(e) Actions on accepted requests for ex-
pedited determination. If a Part D plan
sponsor grants a request for expedited
determination, it must make the deter-
mination and give notice in accordance
with §423.572.

(f) Dismissing a request. The Part D
plan sponsor dismisses an expedited
coverage determination in accordance
with §423.568.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20507, Apr. 15, 2008; 74 FR 1546, Jan. 12,
2009; 75 FR 19823, Apr. 15, 2010; 84 FR 15843,
Apr. 16, 2019; 86 FR 6120, Jan. 19, 2021]

§423.572 Timeframes and notice re-
quirements for expedited coverage
determinations.

(a) Timeframe for determination and
notification. Except as provided in para-
graph (b) of this section, a Part D plan
sponsor that approves a request for ex-
pedited determination must make its
determination and notify the enrollee
(and the prescribing physician or other
prescriber involved, as appropriate) of
its decision, whether adverse or favor-
able, as expeditiously as the enrollee’s
health condition requires, but no later
than 24 hours after receiving the re-
quest. For an exceptions request, the
Part D plan sponsor must notify the
enrollee (and the prescribing physician
or other prescriber involved, as appro-
priate) of its determination as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 24
hours after receipt of the physician’s or
other prescriber’s supporting state-
ment. If a supporting statement is not
received by the end of 14 calendar days
from receipt of the exceptions request,
the Part D plan sponsor must notify
the enrollee (and the prescribing physi-
cian or other prescriber involved, as
appropriate) of its determination as ex-
peditiously as the enrollee’s health
condition requires, but no later than 24
hours from the end of 14 calendar days
from receipt of the exceptions request.

(b) Confirmation of oral notice. If the
Part D plan sponsor first notifies an
enrollee of an adverse or favorable ex-
pedited determination orally, it must
mail written confirmation to the en-
rollee within 3 calendar days of the
oral notification.

(c) Content of the motice of expedited
determination. (1) If the determination
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§423.576

is completely favorable to the enrollee,
the notice must explain the conditions
of the approval in a readable and un-
derstandable form.

(2) If the determination is not com-
pletely favorable to the enrollee, the
notice must—

(i) Use approved language in a read-
able and understandable form;

(i1) State the specific reasons for the
denial;

(iii) Inform the enrollee of his or her
right to a redetermination;

(iv) Describe—

(A) Both the standard and expedited
redetermination processes, including
the enrollee’s right to request an expe-
dited redetermination;

(B) Conditions for obtaining an expe-
dited redetermination; and

(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 T,
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-

42 CFR Ch. IV (10-1-24 Edition)

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.

(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—

(i) 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.
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(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.

(b) Request for exceptions involving a
non-formulary Part D drug. Each Part D
plan sponsor that provides prescription
drug benefits for Part D drugs and
manages this benefit through the use
of a formulary must establish and
maintain exceptions procedures subject
to CMS’ approval for receipt of an off-
formulary drug. The Part D plan spon-
sor must grant an exception whenever
it determines that the drug is medi-
cally necessary, consistent with the
physician’s or other prescriber’s state-
ment under paragraph (b)(5) of this sec-
tion, and that the drug would be cov-
ered but for the fact that it is an off-
formulary drug. Formulary use in-
cludes the application of cost utiliza-
tion tools, such as a dose restriction,
including the dosage form, that causes
a particular Part D drug not to be cov-
ered for the number of doses prescribed
or a step therapy requirement that
causes a particular Part D drug not to
be covered until the requirements of
the plan’s coverage policy are met, or a
therapeutic substitution requirement.

(1) The plan’s formulary exceptions
process must address each of the fol-
lowing circumstances:

(i) Situations where a formulary
changes during the year, and situations
where an enrollee is already using a
given drug.

(i) Continued coverage of a par-
ticular Part D prescription drug that
the Part D plan sponsor is dis-
continuing coverage on the formulary

§423.578

for reasons other than safety or be-
cause the Part D prescription drug can-
not be supplied by or was withdrawn
from the market by the drug’s manu-
facturer.

(iii) An exception to a plan’s cov-
erage policy that causes a Part D pre-
scription drug not to be covered be-
cause of cost utilization tools, such as
a requirement for step therapy, dosage
limitations, or therapeutic substi-
tution.

(2) The exception criteria of a Part D
plan sponsor must include, but are not
limited to—

(i) A description of the criteria a
Part D plan sponsor uses to evaluate a
prescribing physician’s or other pre-
scriber’s determination made under
paragraph (b)(5) of this section;

(ii) A process for gathering and com-
paring applicable medical and sci-
entific evidence on the safety and ef-
fectiveness of the requested non-for-
mulary drug with the formulary drug
for the enrollee, including safety infor-
mation generated by an authoritative
government body; and

(iii) A description of the cost-sharing
scheme that will be applied when cov-
erage is provided for a non-formulary
drug.

(3) If the Part D plan sponsor covers
a non-formulary drug, the cost(s) in-
curred by the enrollee for that drug are
treated as being included for purposes
of calculating and meeting the annual
out-of-pocket threshold.

(4) An enrollee, the enrollee’s rep-
resentative, or the prescribing physi-
cian or other prescriber (on behalf of
the enrollee) may file a request for an
exception.

(5) A prescribing physician or other
prescriber must provide an oral or
written supporting statement that the
requested prescription drug is medi-
cally necessary to treat the enrollee’s
disease or medical condition because—

(i) All of the covered Part D drugs on
any tier of a plan’s formulary for treat-
ment for the same condition would not
be as effective for the enrollee as the
non-formulary drug, would have ad-
verse effects for the enrollee, or both;

(ii) The prescription drug alter-
native(s) listed on the formulary or re-
quired to be used in accordance with
step therapy requirements—
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(A) Has been ineffective in the treat-
ment of the enrollee’s disease or med-
ical condition or, based on both sound
clinical evidence and medical and sci-
entific evidence and the known rel-
evant physical or mental characteris-
tics of the enrollee and known charac-
teristics of the drug regimen, is likely
to be ineffective or adversely affect the
drug’s effectiveness or patient compli-
ance; or

(B) Has caused or based on sound
clinical evidence and medical and sci-
entific evidence, is likely to cause an
adverse reaction or other harm to the
enrollee; or

(iii) The number of doses that is
available under a dose restriction for
the prescription drug has been ineffec-
tive in the treatment of the enrollee’s
disease or medical condition or, based
on both sound clinical evidence and
medical and scientific evidence and the
known relevant physical or mental
characteristics of the enrollee and
known characteristics of the drug regi-
men, is likely to be ineffective or ad-
versely affect the drug’s effectiveness
or patient compliance.

(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.

(¢c) Requirements for exceptions—(1)
General rule. A decision by a Part D
plan sponsor concerning an exceptions
request under this section constitutes
a coverage determination as specified
at §423.566.

(2) When a Part D plan sponsor does
not make a timely decision. If the Part
D plan sponsor fails to make a decision
on an exceptions request and provide
notice of the decision within the time-
frame required under §423.568(a) or
§423.572(a), as applicable, the failure
constitutes an adverse coverage deter-
mination, and the Part D plan sponsor
must forward the enrollee’s request to
the IRE within 24 hours of the expira-
tion of the adjudication timeframe.
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(3) When a tiering exceptions request is
approved. Whenever an exceptions re-
quest made under paragraph (a) of this
section is approved—

(i) The Part D plan sponsor may not
require the enrollee to request ap-
proval for a refill, or a new prescription
to continue using the Part D prescrip-
tion drug after the refills for the initial
prescription are exhausted, as long as—

(A) The enrollee’s prescribing physi-
cian or other prescriber continues to
prescribe the drug;

(B) The drug continues to be consid-
ered safe for treating the enrollee’s dis-
ease or medical condition; and

(C) The enrollment period has not ex-
pired. If an enrollee renews his or her
membership after the plan year, the
plan may choose to continue coverage
into the subsequent plan year.

(ii) The Part D plan sponsor must
provide coverage for the approved pre-
scription drug at the cost-sharing level
that applies to preferred alternative
drugs. If the plan’s formulary contains
alternative drugs on multiple tiers,
cost-sharing must be assigned at the
lowest applicable tier, under the re-
quirements in paragraph (a) of this sec-
tion.

(4) When a non-formulary exceptions
request is approved. Whenever an excep-
tions request made under §423.578(b) is
approved—

(i) The Part D plan sponsor may not
require the enrollee to request ap-
proval for a refill, or a new prescription
to continue using the Part D prescrip-
tion drug after the refills for the initial
prescription are exhausted, as long as—

(A) The enrollee’s prescribing physi-
cian or other prescriber continues to
prescribe the drug;

(B) The drug continues to be consid-
ered safe for treating the enrollee’s dis-
ease or medical condition; and

(C) The enrollment period has not ex-
pired. If an enrollee renews his or her
membership after the plan year, the
plan may choose to continue coverage
into the subsequent plan year.

(ii) The Part D plan sponsor must not
establish a special formulary tier or
co-payment or other cost-sharing re-
quirement that is applicable only to
prescription drugs approved for cov-
erage under this section.
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