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hearing, the enrollee may submit evi-
dence subject to the restrictions in 
§ 423.2018, examine the evidence used in 
making the determination under re-
view, and present and/or question wit-
nesses. 

(c) In some circumstances, the Part 
D plan sponsor, CMS, or the IRE may 
participate in the proceedings on a re-
quest for an ALJ hearing as specified 
in § 423.2010. 

(d) The ALJ or attorney adjudicator 
conducts a de novo review and issues a 
decision based on the administrative 
record, including, for an ALJ, any 
hearing record. 

(e) If an enrollee waives his or her 
right to appear at the hearing in per-
son or by telephone or video-tele-
conference, the ALJ or an attorney ad-
judicator may make a decision based 
on the evidence that is in the file and 
any new evidence that is submitted for 
consideration. 

(f) The ALJ may require the enrollee 
to participate in a hearing if it is nec-
essary to decide the case. If the ALJ 
determines that it is necessary to ob-
tain testimony from a person other 
than the enrollee, he or she may hold a 
hearing to obtain that testimony, even 
if the enrollee has waived the right to 
appear. In that event, however, the 
ALJ will give the enrollee the oppor-
tunity to appear when the testimony is 
given, but may hold the hearing even if 
the enrollee decides not to appear. 

(g) An ALJ or attorney adjudicator 
may also issue a decision on the record 
on his or her own initiative if the evi-
dence in the administrative record sup-
ports a fully favorable finding. 

[74 FR 65363, Dec. 9, 2009, as amended at 82 
FR 5127, Jan. 17, 2017] 

§ 423.2002 Right to an ALJ hearing. 

(a) An enrollee who is dissatisfied 
with the IRE reconsideration deter-
mination has a right to a hearing be-
fore an ALJ if— 

(1) The enrollee files a written re-
quest for an ALJ hearing within 60 cal-
endar days after receipt of the written 
notice of the IRE’s reconsideration; 
and 

(2) The enrollee meets the amount in 
controversy requirements of § 423.2006. 

(b) An enrollee may request that the 
hearing before an ALJ be expedited if: 

(1) The appeal involves an issue speci-
fied in § 423.566(b) but does not include 
solely a request for payment of Part D 
drugs already furnished; 

(2) The enrollee submits a written or 
oral request for an expedited ALJ hear-
ing within 60 calendar days of the date 
of the written notice of an IRE recon-
sideration determination. The request 
can only be submitted after the en-
rollee receives the written IRE recon-
sideration notice. The request should 
also explain why applying the standard 
timeframe may seriously jeopardize 
the life or health of the enrollee; and 

(3) The enrollee meets the amount in 
controversy requirements of § 423.2006. 

(c) OMHA must document all oral re-
quests for expedited hearings in writ-
ing and maintain the documentation in 
the case files. 

(d) For purposes of this section, the 
date of receipt of the reconsideration is 
presumed to be 5 calendar days after 
the date of the written reconsideration, 
unless there is evidence to the con-
trary. 

(e) For purposes of meeting the 60 
calendar day filing deadline, the re-
quest is considered as filed on the date 
it is received by the office specified in 
the IRE’s reconsideration. 

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

§ 423.2004 Right to a review of IRE no-
tice of dismissal. 

(a) An enrollee has a right to have an 
IRE’s dismissal of a request for recon-
sideration reviewed by an ALJ or at-
torney adjudicator if— 

(1) The enrollee files a written re-
quest for review within 60 calendar 
days after receipt of the notice of the 
IRE’s dismissal. 

(2) The enrollee meets the amount in 
controversy requirements of § 423.2006. 

(3) For purposes of this section, the 
date of receipt of the IRE’s dismissal is 
presumed to be 5 calendar days after 
the date of the written dismissal no-
tice, unless there is evidence to the 
contrary. 

(4) For purposes of meeting the 60 
calendar day filing deadline, the re-
quest is considered as filed on the date 
it is received by the office specified in 
the IRE’s dismissal. 
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(b) If the ALJ or attorney adjudi-
cator determines that the IRE’s dis-
missal was in error, he or she vacates 
the dismissal and remands the case to 
the IRE for a reconsideration in ac-
cordance with § 423.2056. 

(c) If the ALJ or attorney adjudi-
cator affirms the IRE’s dismissal of a 
reconsideration request, he or she 
issues a notice of decision affirming 
the IRE’s dismissal in accordance with 
§ 423.2046(b). 

(d) The ALJ or attorney adjudicator 
may dismiss the request for review of 
an IRE’s dismissal in accordance with 
§ 423.2052(b). 

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

§ 423.2006 Amount in controversy re-
quired for an ALJ hearing and judi-
cial review. 

(a) ALJ review. To be entitled to a 
hearing before an ALJ, an enrollee 
must meet the amount in controversy 
requirements of this section. 

(1) For ALJ hearing requests, the re-
quired amount remaining in con-
troversy must be $100, increased by the 
percentage increase in the medical care 
component of the Consumer Price 
Index for All Urban Consumers (U.S. 
city average) as measured from July 
2003 to the July preceding the current 
year involved. 

(2) If the figure in paragraph (a)(1) of 
this section is not a multiple of $10, it 
is rounded to the nearest multiple of 
$10. The Secretary will publish changes 
to the amount in controversy require-
ment in the FEDERAL REGISTER when 
necessary. 

(b) Judicial review. To be entitled to 
judicial review, the enrollee must meet 
the amount in controversy require-
ments of this subpart at the time it re-
quests judicial review. For review re-
quests, the required amount remaining 
in controversy must be $1,000 or more, 
adjusted as specified in paragraphs 
(a)(1) and (2) of this section. 

(c) Calculating the amount remaining 
in controversy. (1) The amount remain-
ing in controversy is computed as the 
projected value described in paragraph 
(c)(2) or (3) of this section, reduced by 
any cost sharing amounts, including 
deductible, coinsurance, or copayment 

amounts that may be collected from 

the enrollee for the Part D drug(s). 

(2) If the basis for the appeal is the 

refusal by the Part D plan sponsor to 

provide drug benefits, the projected 

value of those benefits is used to com-

pute the amount remaining in con-

troversy. The projected value of a Part 

D drug or drugs must include any costs 

the enrollee could incur based on the 

number of refills prescribed for the 

drug(s) in dispute during the plan year. 

(3) If the basis for the appeal is an at- 

risk determination made under a drug 

management program in accordance 

with § 423.153(f), the projected value of 

the drugs subject to the drug manage-

ment program is used to compute the 

amount remaining in controversy. The 

projected value of the drugs subject to 

the drug management program shall 

include the value of any refills pre-

scribed for the drug(s) in dispute dur-

ing the plan year. 

(d) Aggregating appeals to meet the 

amount in controversy—(1) Enrollee. Two 

or more appeals may be aggregated by 

an enrollee to meet the amount in con-

troversy for an ALJ hearing if— 

(i) The appeals have previously been 

reconsidered by an IRE; 

(ii) The enrollee requests aggregation 

at the same time the requests for hear-

ing are filed, and the request for aggre-

gation and requests for hearing are 

filed within 60 calendar days after re-

ceipt of the notice of reconsideration 

for each of the reconsiderations being 

appealed, unless the deadline to file 

one or more of the requests for hearing 

has been extended in accordance with 

§ 423.2014(d); and 

(iii) The appeals the enrollee seeks to 

aggregate involve the delivery of pre-

scription drugs to a single enrollee, as 

determined by an ALJ or attorney ad-

judicator. Only an ALJ may determine 

the appeals the enrollee seeks to aggre-

gate do not involve the delivery of pre-

scription drugs to a single enrollee. 

(2) Multiple enrollees. Two or more ap-

peals may be aggregated by multiple 

enrollees to meet the amount in con-

troversy for an ALJ hearing if— 

(i) The appeals have previously been 

reconsidered by an IRE; 
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