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determination or at-risk determina-
tion, redetermination, or reconsider-
ation that were not decided entirely in
an enrollee’s favor.

(b) New issues—(1) When a new issue
may be considered. A new issue may in-
clude issues resulting from the partici-
pation of CMS, the IRE, or the Part D
plan sponsor at the OMHA level of ad-
judication and from any evidence and
position papers submitted by CMS, the
IRE, or the Part D plan sponsor for the
first time to the ALJ. The ALJ or the
enrollee may raise a new issue; how-
ever, the ALJ may only consider a new
issue relating to a determination or ap-
pealed matter specified in the request
for hearing, including a favorable por-
tion of a determination or appealed
matter specified in the request for
hearing, if its resolution could have a
material impact on the appealed mat-
ter and—

(i) There is new and material evi-
dence that was not available or known
at the time of the determination and
that may result in a different conclu-
sion; or

(ii) The evidence that was considered
in making the determination clearly
shows on its face that an obvious error
was made at the time of the determina-
tion.

(2) Notice of the new issue. The ALJ
may consider a new issue at the hear-
ing if he or she notifies the enrollee
about the new issue before the start of
the hearing.

(3) Opportunity to submit evidence. If
notice of the new issue is sent after the
notice of hearing, the enrollee will
have at least 10 calendar days in stand-
ard appeals or 2 calendar days in expe-
dited appeals after receiving notice of
the new issue to submit evidence re-
garding the issue, and without affect-
ing any applicable adjudication period.
If a hearing is conducted before the
time to submit evidence regarding the
issue expires, the record will remain
open until the opportunity to submit
evidence expires.

(c) Adding coverage determinations to a
pending appeal. A coverage determina-
tion on a drug that was not specified in
a request for hearing may only be
added to a pending appeal if the cov-
erage determination was adjudicated in
the same reconsideration that is ap-
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pealed, and the period to request an
ALJ hearing for that reconsideration
has not expired, or an ALJ or attorney
adjudicator extends the time to request
an ALJ hearing on the reconsideration
in accordance with §423.2014(e).

[82 FR 5132, Jan. 17, 2017, as amended at 83
FR 16754, Apr. 16, 2018; 84 FR 19873, May 7,
2019]

§423.2034 Requesting
from the IRE.

(a) If an ALJ or attorney adjudicator
believes that the written record is
missing information that is essential
to resolving the issues on appeal and
that information can be provided only
by CMS, the IRE, and/or the Part D
plan sponsor, the information may be
requested from the IRE that conducted
the reconsideration or its successor.

(1) Official copies of redeterminations
and reconsiderations that were con-
ducted on the appealed issues, and offi-
cial copies of dismissals of a request
for redetermination or reconsideration,
can be provided only by CMS, the IRE,
and/or the Part D plan sponsor. Prior
to issuing a request for information to
the IRE, OMHA will confirm whether
an electronic copy of the missing rede-
termination, reconsideration, or dis-
missal is available in the official sys-
tem of record, and if so will accept the
electronic copy as an official copy.

(2) ‘“Can be provided only by CMS,
the IRE, and/or the Part D plan spon-
sor’”’” means the information is not pub-
licly available, is not in the possession
of the enrollee, and cannot be re-
quested and obtained by the enrollee.
Information that is publicly available
is information that is available to the
general public via the Internet or in a
printed publication. Information that
is publicly available includes, but is
not limited to, information available
on a CMS, IRE or Part D Plan sponsor
Web site or information in an official
CMS or HHS publication.

(b) The ALJ or attorney adjudicator
retains jurisdiction of the case, and the
case remains pending at OMHA.

(c) The IRE has 15 calendar days for
standard appeals, or 2 calendar days for
expedited appeals, after receiving the
request for information to furnish the
information or otherwise respond to
the information request directly or
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through CMS or the Part D plan spon-
sor.

(d) If an adjudication period applies
to the appeal in accordance with
§423.2016, the adjudication period is ex-
tended by the period between the date
of the request for information and the
date the IRE responds to the request or
20 calendar days after the date of the
request for standard appeals, or 3 cal-
endar days after the date of the request
for expedited appeals, whichever occurs
first.

[82 FR 5133, Jan. 17, 2017, as amended at 84
FR 19873, May 7, 2019]

§423.2036 Description of an ALJ hear-
ing process.

(a) The right to appear and present evi-
dence. (1) An enrollee has the right to
appear at the hearing before the ALJ
to present evidence and to state his or
her position. An enrollee may appear
by video-teleconferencing, telephone,
or in person as determined under
§423.2020.

(2) An enrollee may also make his or
her appearance by means of a rep-
resentative, who may make his or her
appearance by video-teleconferencing,
telephone, or in person, as determined
under §423.2020.

(3) Witness testimony may be given
and CMS, IRE, and Part D plan sponsor
participation may also be accom-
plished by video-teleconferencing, tele-
phone, or in person, as determined
under §423.2020.

(b) Waiver of the right to appear. (1) An
enrollee may submit to OMHA a writ-
ten statement indicating that he or she
does not wish to appear at the hearing.

(i) For expedited hearings, an en-
rollee may indicate in writing or orally
that he or she does not wish to appear
at the hearing.

(ii) The OMHA hearing office must
document all oral waivers in writing
and maintain the documentation in the
case files.

(2) The enrollee may subsequently
withdraw his or her waiver in writing
at any time before the notice of the
hearing decision is issued; however, by
withdrawing the waiver the enrollee
agrees to an extension of the adjudica-
tion period as specified in §423.2016,
that may be necessary to schedule and
hold the hearing.
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(3) Even if the enrollee waives his or
her right to appear at a hearing, the
ALJ may require him or her to attend
an oral hearing if the ALJ believes
that a personal appearance and testi-
mony by the enrollee is necessary to
decide the case.

(c) Presenting written statements and
oral arguments. An enrollee or an en-
rollee’s representative, as defined at
§423.560, may appear before the ALJ to
state the enrollee’s case, to present a
written summary of the case, or to
enter written statements about the
facts and law material to the case in
the record.

(d) Witnesses at a hearing. Witnesses
may appear at a hearing. They testify
under oath or affirmation, unless the
ALJ finds an important reason to ex-
cuse them from taking an oath or affir-
mation. The ALJ may ask the wit-
nesses any questions relevant to the
issues and allow the enrollee or his or
her representative, as defined at
§423.560, to do so.

(e) What evidence is admissible at a
hearing. The ALJ may receive evidence
at the hearing even though the evi-
dence is not admissible in court under
the rules of evidence used by the court.
However, the ALJ may not consider
evidence on any change in condition of
an enrollee after a coverage determina-
tion or at-risk determination. If the
enrollee wishes for the evidence to be
considered, the ALJ must remand the
case to the Part D IRE as set forth in
§423.2056(e).

(H)(1) Subpoenas. When it is reason-
ably necessary for the full presentation
of a case, an ALJ may, on his or her
own initiative, issue subpoenas for the
appearance and testimony of witnesses
and for the enrollee and/or the Part D
plan sponsor to make books, records,
correspondence, papers, or other docu-
ments that are material to an issue at
the hearing available for inspection
and copying. An ALJ may not issue a
subpoena to CMS, or the IRE to compel
an appearance, testimony, or the pro-
duction of evidence, or to the Part D
plan sponsor to compel an appearance
or testimony.

(2) Reviewability of an ALJ Subpoena.
A subpoena issued by an ALJ is not
subject to immediate review by the
Council. The subpoena may be reviewed
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