Centers for Medicare & Medicaid Services, HHS

or health of the enrollee or the enroll-
ee’s ability to regain maximum func-
tion.

(i1) For a request made or supported
by a prescribing physician, the Part D
plan sponsor must provide an expedited
redetermination if the physician indi-
cates that applying the standard time-
frame for conducting a redetermina-
tion may seriously jeopardize the life
or health of the enrollee or the enroll-
ee’s ability to regain maximum func-
tion.

(d) Actions following denial of a re-
quest. If a Part D plan sponsor denies a
request for expedited redetermination,
it must take the following actions:

(1) Make the determination within
the 7-day timeframe established in
§423.590(a). The 7-day period begins the
day the Part D plan sponsor receives
the request for expedited redetermina-
tion.

(2) Give the enrollee prompt oral no-
tice of the denial that—

(i) Explains that the Part D plan
sponsor processes the enrollee’s request
using the 7-day timeframe for standard
redetermination;

(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
redetermination with the prescribing
physician’s support; and

(iv) Provides instructions about the
expedited grievance process and its
timeframes.

(3) Subsequently deliver, within three
calendar days, equivalent written no-
tice.

(e) Action following acceptance of a re-
quest. If a Part D plan sponsor grants a
request for expedited redetermination,
it must conduct the redetermination
and give notice in accordance with
§423.590(d).

§423.586 Opportunity to submit evi-
dence.

The Part D plan sponsor must pro-
vide the enrollee or the prescribing
physician, as appropriate, with a rea-
sonable opportunity to present evi-
dence and allegations of fact or law, re-
lated to the issue in dispute, in person
as well as in writing. In the case of an

§423.590

expedited redetermination, the oppor-
tunity to present evidence is limited by
the short timeframe for making a deci-
sion. Therefore, the Part D plan spon-
sor must inform the enrollee or the
prescribing physician of the conditions
for submitting the evidence.

§423.590 Timeframes and responsi-
bility for making redeterminations.

(a) Standard redetermination—request
for covered drug benefits. (1) If the Part
D plan sponsor makes a redetermina-
tion that is completely favorable to the
enrollee, the Part D plan sponsor must
notify the enrollee in writing of its re-
determination (and effectuate it in ac-
cordance with §423.636(a)(1)) as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 7 cal-
endar days from the date it receives
the request for a standard redetermina-
tion.

(2) If the Part D plan sponsor makes
a redetermination that affirms, in
whole or in part, its adverse coverage
determination, it must notify the en-
rollee in writing of its redetermination
as expeditiously as the enrollee’s
health condition requires, but no later
than 7 calendar days from the date it
receives the request for a standard re-
determination.

(b) Standard redetermination—request
for payment. (1) If the Part D plan spon-
sor makes a redetermination that is
completely favorable to the enrollee,
the Part D plan sponsor must issue its
redetermination (and effectuate it in
accordance with §423.636(a)(2)) no later
than 7 calendar days from the date it
receives the request for redetermina-
tion.

(2) If the Part D plan sponsor affirms,
in whole or in part, its adverse cov-
erage determination, it must notify the
enrollee in writing of its redetermina-
tion no later than 7 calendar days from
the date it receives the request for re-
determination.

(c) Effect of failure to meet timeframe
for standard redeterminations. If the
Part D plan sponsor fails to provide the
enrollee with a redetermination within
the timeframes specified in paragraphs
(a) or (b) of this section, the failure
constitutes an adverse redetermination
decision, and the Part D plan sponsor
must forward the enrollee’s request to
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