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(ii) Grants opportunity to appear in 
the case of a Board revision. 

(b) Basis for revised decision and right 
to review. (1) If a revised decision is 
necessary, the ALJ or the Depart-
mental Appeals Board, as appropriate, 
renders it on the basis of the entire 
record. 

(2) If the decision is revised by an 
ALJ, the Departmental Appeals Board 
may review that revised decision at the 
request of either party or on its own 
motion. 

§ 423.1094 Notice and effect of revised 
decision. 

(a) Notice. The notice mailed to the 
parties states the basis or reason for 
the revised decision and informs them 
of their right to Departmental Appeals 
Board review of an ALJ revised deci-
sion, or to judicial review of a Board 
reviewed decision. 

(b) Effect—(1) ALJ revised decision. An 
ALJ revised decision is binding unless 
it is reviewed by the Departmental Ap-
peals Board. 

(2) Departmental Appeals Board revised 
decision. A Board revised decision is 
binding unless a party files a civil ac-
tion in a district court of the United 
States within the time frames specified 
in 423.1088. 

[72 FR 68726, Dec. 5, 2007, as amended at 85 
FR 72909, Nov. 16, 2020] 

Subpart U—Reopening, ALJ Hear-
ings and ALJ and Attorney 
Adjudicator Decisions, Coun-
cil Review, and Judicial Re-
view 

SOURCE: 74 FR 65363, Dec. 9, 2009, unless 
otherwise noted. 

§ 423.1968 Scope. 

This subpart sets forth the require-
ments relating to the following: 

(a) Part D sponsors, the Part D IRE, 
ALJs and attorney adjudicators, and 
the Council with respect to reopenings. 

(b) ALJs with respect to hearings and 
decisions or decisions of attorney adju-
dicators if no hearing is conducted. 

(c) The Council with respect to re-
view of Part D appeals. 

(d) Part D enrollees’ rights with re-
spect to reopenings, ALJ hearings and 

ALJ or attorney adjudicator reviews, 

Council reviews, and judicial review by 

a Federal District Court. 

[82 FR 5125, Jan. 17, 2017] 

§§ 423.1970–423.1976 [Reserved] 

§ 423.1978 Reopening determinations 
and decisions. 

(a) A coverage determination or rede-

termination made by a Part D plan 

sponsor, a reconsideration made by the 

independent review entity specified in 

§ 423.600, or the decision of an ALJ or 

attorney adjudicator or the Council 

that is otherwise binding may be re-

opened and revised by the entity that 

made the determination or decision as 

provided in § 423.1980 through § 423.1986. 

(b) The filing of a request for reopen-

ing does not relieve the Part D plan 

sponsor of its obligation to make pay-

ment or provide benefits as specified in 

§ 423.636 or § 423.638 of this chapter. 

(c) Once an entity issues a revised de-

termination or decision, the revisions 

made by the decision may be appealed. 

(d) A decision not to reopen by the 

Part D plan sponsor or any other enti-

ty is not subject to review. 

[74 FR 65363, Dec. 9, 2009, as amended at 82 

FR 5126, Jan. 17, 2017] 

§ 423.1980 Reopening of coverage de-
terminations, redeterminations, re-
considerations, decisions, and re-
views. 

(a) General rules. (1) A reopening is a 

remedial action taken to change a 

binding determination or decision, 

even though the binding determination 

or decision may have been correct at 

the time it was made based on the evi-

dence of record. Consistent with 

§ 423.1978(a), that action may be taken 

by— 

(i) A Part D plan sponsor to revise 

the coverage determination or redeter-

mination; 

(ii) An IRE to revise the reconsider-

ation; 

(iii) An ALJ or attorney adjudicator 

to revise his or her decision; or 

(iv) The Council to revise the ALJ or 

attorney adjudicator decision, or its re-

view decision. 
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(2) When an enrollee has filed a valid 
request for an appeal of a coverage de-
termination, redetermination, recon-
sideration, ALJ or attorney adjudi-
cator decision, or Council review, no 
adjudicator has jurisdiction to reopen 
an issue that is under appeal until all 
appeal rights for that issue are ex-
hausted. Once the appeal rights for the 
issue have been exhausted, the Part D 
plan sponsor, IRE, ALJ or attorney ad-
judicator, or Council may reopen as set 
forth in this section. 

(3) Consistent with § 423.1978(b), the 
filing of a request for reopening does 
not relieve the Part D plan sponsor of 
its obligation to make payment or pro-
vide benefits as specified in § 423.636 or 
§ 423.638. 

(4) Consistent with § 423.1978(d), the 
Part D plan sponsor’s, IRE’s, ALJ’s or 
attorney adjudicator’s, or Council’s de-
cision on whether to reopen is binding 
and not subject to appeal. 

(5) A determination under the Medi-
care secondary payer provisions of sec-
tion 1862(b) of the Act that Medicare 
has an MSP recovery claim for drug 
claims that were already reimbursed 
by the Part D plan sponsor is not a re-
opening. 

(b) Timeframes and requirements for re-
opening coverage determinations and re-
determinations initiated by a Part D plan 
sponsor. A Part D plan sponsor may re-
open its coverage determination or re-
determination on its own motion: 

(1) Within 1 year from the date of the 
coverage determination or redeter-
mination for any reason. 

(2) Within 4 years from the date of 
the coverage determination or redeter-
mination for good cause as defined in 
§ 423.1986. 

(3) At any time if there exists reli-
able evidence as defined in § 405.902 of 
this chapter that the coverage deter-
mination was procured by fraud or 
similar fault as defined in § 405.902. 

(c) Timeframe and requirements for re-
opening coverage determinations and re-
determinations requested by an enrollee. 
(1) An enrollee may request that a Part 
D plan sponsor reopen its coverage de-
termination or redetermination within 
1 year from the date of the coverage de-
termination or redetermination for any 
reason. 

(2) An enrollee may request that a 
Part D plan sponsor reopen its cov-
erage determination or redetermina-
tion within 4 years from the date of the 
coverage determination or redeter-
mination for good cause in accordance 
with § 423.1986. 

(d) Time frame and requirements for re-
opening reconsiderations, decisions and 
reviews initiated by an IRE, ALJ or attor-
ney adjudicator, or the Council. (1) An 
IRE may reopen its reconsideration on 
its own motion within 180 calendar 
days from the date of the reconsider-
ation for good cause in accordance with 
§ 423.1986. If the IRE’s reconsideration 
was procured by fraud or similar fault, 
then the IRE may reopen at any time. 

(2) An ALJ or attorney adjudicator 
may reopen his or her decision, or the 
Council may reopen an ALJ or attor-
ney adjudicator decision on its own 
motion within 180 calendar days from 
the date of the decision for good cause 
in accordance with § 423.1986. If the de-
cision was procured by fraud or similar 
fault, then the ALJ or attorney adjudi-
cator may reopen his or her decision, 
or the Council may reopen an ALJ or 
attorney adjudicator decision at any 
time. 

(3) The Council may reopen its review 
decision on its own motion within 180 
calendar days from the date of the re-
view decision for good cause in accord-
ance with § 423.1986. If the Council’s de-
cision was procured by fraud or similar 
fault, then the Council may reopen at 
any time. 

(e) Time frames and requirements for re-
opening reconsiderations, decisions, and 
reviews requested by an enrollee or a Part 
D plan sponsor. (1) An enrollee who re-
ceived a reconsideration or a Part D 
plan sponsor may request that an IRE 
reopen its reconsideration decision 
within 180 calendar days from the date 
of the reconsideration for good cause in 
accordance with § 423.1986. 

(2) An enrollee who received an ALJ’s 
or attorney adjudicator’s decision or a 
Part D plan sponsor may request that 
an ALJ or attorney adjudicator reopen 
his or her decision, or the Council re-
open an ALJ or attorney adjudicator 
decision, within 180 calendar days from 
the date of the decision for good cause 
in accordance with § 423.1986. 
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(3) An enrollee who received a Coun-
cil decision or a Part D plan sponsor 
may request that the Council reopen 
its decision within 180 calendar days 
from the date of the review decision for 
good cause in accordance with 
§ 423.1986. 

[74 FR 65363, Dec. 9, 2009, as amended at 82 
FR 5126, Jan. 17, 2017] 

§ 423.1982 Notice of a revised deter-
mination or decision. 

(a) When adjudicators initiate re-
openings. When any determination or 
decision is reopened and revised as pro-
vided in § 423.1980: 

(1) The Part D plan sponsor, IRE, 
ALJ or attorney adjudicator, or the 
Council must mail its revised deter-
mination or decision to the enrollee at 
his or her last known address. 

(2) The IRE, ALJ or attorney adjudi-
cator, or the Council must mail its re-
vised determination or decision to the 
Part D plan sponsor. 

(3) An adverse revised determination 
or decision must state the rationale 
and basis for the reopening and revi-
sion and any right to appeal. 

(b) Reopenings initiated at the request 
of an enrollee or a Part D plan sponsor. 
(1) The Part D plan sponsor, IRE, ALJ 
or attorney adjudicator, or the Council 
must mail its revised determination or 
decision to the enrollee at his or her 
last known address. 

(2) The IRE, ALJ or attorney adjudi-
cator or the Council must mail its re-
vised determination or decision to the 
Part D plan sponsor. 

(3) An adverse revised determination 
or decision must state the rationale 
and basis for the reopening and revi-
sion and any right to appeal. 

[74 FR 65363, Dec. 9, 2009, as amended at 82 
FR 5126, Jan. 17, 2017] 

§ 423.1984 Effect of a revised deter-
mination or decision. 

(a) Coverage determinations. The revi-
sion of a coverage determination is 
binding unless an enrollee submits a 
request for a redetermination that is 
accepted and processed in accordance 
with § 423.580 through § 423.590. 

(b) Redeterminations. The revision of a 
redetermination is binding unless an 
enrollee submits a request for an IRE 
reconsideration that is accepted and 

processed in accordance with § 423.600 
through § 423.604. 

(c) Reconsiderations. The revision of a 
reconsideration is binding unless an en-
rollee submits a request for an ALJ 
hearing that is accepted and processed 
in accordance with §§ 423.2000 through 
423.2063. 

(d) ALJ or attorney adjudicator deci-
sions. The revision of an ALJ or attor-
ney adjudicator decision is binding un-
less an enrollee submits a request for a 
Council review that is accepted and 
processed as specified in §§ 423.2100 
through 423.2130. 

(e) Council review. The revision of a 
Council determination or decision is 
binding unless an enrollee files a civil 
action in which a Federal District 
Court accepts jurisdiction and issues a 
decision. 

(f) Appeal of only the portion of the de-
termination or decision revised by the re-
opening. Only the portion of the cov-
erage determination, redetermination, 
reconsideration, or hearing decision re-
vised by the reopening may be subse-
quently appealed. 

(g) Effect of a revised determination or 
decision. Consistent with § 423.1978(c), a 
revised determination or decision is 
binding unless it is appealed or other-
wise reopened. 

[74 FR 65363, Dec. 9, 2009, as amended at 82 
FR 5127, Jan. 17, 2017; 84 FR 19872, May 7, 
2019] 

§ 423.1986 Good cause for reopening. 

(a) Establishing good cause. Good 
cause may be established when— 

(1) There is new and material evi-
dence that— 

(i) Was not available or known at the 
time of the determination or decision; 
and 

(ii) May result in a different conclu-
sion; or 

(2) The evidence that was considered 
in making the determination or deci-
sion clearly shows on its face that an 
obvious error was made at the time of 
the determination or decision. 

(b) Change in substantive law or inter-
pretative policy. (1) General rule. A 
change of legal interpretation or policy 
by CMS in a regulation, CMS ruling, or 
CMS general instruction, whether 
made in response to judicial precedent 
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