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§423.602

a request for review of a dismissal, is
binding and not subject to further re-
view.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1548, Jan. 12, 2009; 74 FR 65363, Dec. 9,
2009; 77 FR 22171, Apr. 12, 2012; 86 FR 6120,
Jan. 19, 2021]

§423.602 Notice of reconsideration de-
termination by the independent re-
view entity.

(a) Responsibility for the notice. When
the IRE makes its reconsideration de-
termination, it is responsible for mail-
ing a notice of its determination to the
enrollee and the Part D plan sponsor,
and for sending a copy to CMS. When
the prescribing physician or other pre-
scriber requests the reconsideration on
behalf of the enrollee, the IRE is also
responsible for mnotifying the pre-
scribing physician or other prescriber
of its decision.

(b) Content of the motice. The notice
must—

(1) State the specific reasons for the
IRE’s decision in understandable lan-
guage;

(2) If the reconsideration determina-
tion is adverse (that is, does not com-
pletely reverse the adverse coverage
determination or redetermination by
the Part D plan sponsor), inform the
enrollee of his or her right to an ALJ
hearing if the amount in controversy
meets the threshold requirement under
§423.2006;

(3) Describe the procedures that must
be followed to obtain an ALJ hearing;
and

(4) Comply with any other require-
ments specified by CMS.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 65363, Dec. 9, 2009; 77 FR 22171, Apr. 12,
2012; 83 FR 16752, Apr. 16, 2018; 84 FR 19872,
May 7, 2019]

§423.604 Effect of a reconsideration
determination.

A reconsideration determination is
final and binding on the enrollee and
the Part D plan sponsor, unless the en-
rollee files a request for a hearing
under the provisions of §423.2014.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 65363, Dec. 9, 2009; 84 FR 19872, May 7,
2019]

42 CFR Ch. IV (10-1-23 Edition)

§§423.610-423.634 [Reserved]

§423.636 How a Part D plan sponsor
must effectuate standard redeter-
minations, reconsiderations, or de-
cisions.

(a) Reversals by the Part D plan spon-
sor—(1) Requests for benefits. If, on rede-
termination of a request for benefit,
the Part D plan sponsor reverses its
coverage determination, the Part D
plan sponsor must authorize or provide
the benefit under dispute 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 redetermination.

(2) Requests for payment. If, on rede-
termination of a request for payment,
the Part D plan sponsor reverses its
coverage determination, the Part D
plan sponsor must authorize payment
for the benefit within 14 calendar days
from the date it receives the request
for redetermination, and make pay-
ment no later than 30 calendar days
after the date the plan sponsor receives
the request for redetermination.

(3) Review of an at-risk determination.
If, on redetermination of an at-risk de-
termination made under a drug man-
agement program in accordance with
§423.153(f), the Part D plan sponsor re-
verses its at-risk determination, the
Part D plan sponsor must implement
the change to the at-risk determina-
tion as expeditiously as the enrollee’s
health condition requires, but no later
than 7 calendar days from the date it
receives the request for redetermina-
tion.

(b) Reversals other than by the Part D
plan sponsor—(1) Requests for benefits. If,
on appeal of a request for benefit, the
determination by the Part D plan spon-
sor is reversed in whole or in part by
the independent review entity, or at a
higher level of appeal, the Part D plan
sponsor must authorize or provide the
benefit under dispute within 72 hours
from the date it receives notice revers-
ing the determination. The Part D plan
sponsor must inform the independent
review entity that the Part D plan
sponsor has effectuated the decision.

(2) Requests for payment. If, on appeal
of a request for payment, the deter-
mination by the Part D plan sponsor is
reversed in whole or in part by the
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independent review entity, or at a
higher level of appeal, the Part D plan
sponsor must authorize payment for
the benefit within 72 hours, but make
payment no later than 30 calendar days
from the date it receives notice revers-
ing the coverage determination. The
Part D plan sponsor must inform the
independent review entity that the
Part D plan sponsor has effectuated the
decision.

(3) Review of an at-risk determination.
If, on appeal of an at-risk determina-
tion made under a drug management
program in accordance with §423.153(f),
the determination by the Part D plan
sponsor is reversed in whole or in part
by the independent review entity, or at
a higher level of appeal, the Part D
plan sponsor must implement the
change to the at-risk determination
within 72 hours from the date it re-
ceives notice reversing the determina-
tion. The Part D plan sponsor must in-
form the independent review entity
that the Part D plan sponsor has effec-
tuated the decision.

[70 FR 4525, Jan. 28, 2005, as amended at 83
FR 16752, Apr. 16, 2018]

§423.638 How a Part D plan sponsor
must effectuate expedited redeter-
minations or reconsiderations.

(a) Reversals by the Part D plan spon-
sor—(1) Requests for benefits. If, on an
expedited redetermination of a request
for benefits, the Part D plan sponsor
reverses its coverage determination,
the Part D plan sponsor must authorize
or provide the benefit under dispute as
expeditiously as the enrollee’s health
condition requires, but no later than 72
hours after the date the Part D plan
sponsor receives the request for rede-
termination.

(2) Review of an at-risk determination.
If, on an expedited redetermination of
an at-risk determination made under a
drug management program in accord-
ance with §423.153(f), the Part D plan
sponsor reverses its at-risk determina-
tion, the Part D plan sponsor must im-
plement the change to the at-risk de-
termination as expeditiously as the en-
rollee’s health condition requires, but
no later than 72 hours after the date
the Part D plan sponsor receives the
request for redetermination.

§423.641

(b) Reversals other than by the Part D
plan sponsor—(1) Requests for benefits. If
the expedited determination or expe-
dited redetermination for benefits by
the Part D plan sponsor is reversed in
whole or in part by the independent re-
view entity, or at a higher level of ap-
peal, the Part D plan sponsor must au-
thorize or provide the benefit under
dispute as expeditiously as the enroll-
ee’s health condition requires but no
later than 24 hours from the date it re-
ceives notice reversing the determina-
tion. The Part D plan sponsor must in-
form the independent review entity
that the Part D plan sponsor has effec-
tuated the decision.

(2) Review of an at-risk determination.
If the expedited redetermination of an
at-risk determination made under a
drug management program in accord-
ance with §423.153(f) by the Part D plan
sponsor is reversed in whole or in part
by the independent review entity, or at
a higher level of appeal, the Part D
plan sponsor must implement the
change to the at-risk determination as
expeditiously as the enrollee’s health
condition requires but no later than 24
hours from the date it receives notice
reversing the determination. The Part
D plan sponsor must inform the inde-
pendent review entity that the Part D
plan sponsor has effectuated the deci-
sion.

[83 FR 16753, Apr. 16, 2013]

Subpart N—Medicare Contract
Determinations and Appeals

§423.641 Contract determinations.

This subpart establishes the proce-
dures for reviewing the following con-
tract determinations:

(a) A determination that an entity is
not qualified to enter into a contract
with CMS under Part D of title XVIII
of the Act.

(b) A determination not to authorize
a renewal of a contract with a PDP
sponsor in accordance with §423.507(b).

(c) A determination to terminate a
contract with a PDP sponsor in accord-
ance with §423.509.

(d) Fallback entities are governed
under subpart Q of this part, and are
not subject to this subpart, except to
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