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(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.

§423.2036

(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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§423.2038

solely during the Council’s review spec-
ified in §423.2102 and §423.2110.

(3) Ezxception. To the extent a sub-
poena compels disclosure of a matter
which an objection based on privilege,
or other protection from disclosure
such as case preparation, confiden-
tiality, or undue burden, was made be-
fore an ALJ, the Council may review
immediately the ruling of the ALJ on
the objections to the subpoena or that
portion of the subpoena as applicable.

(i) Upon notice to the ALJ that the
enrollee or a non-party, as applicable,
intends to seek Council review of the
ALJ’s ruling on the subpoena, the ALJ
must stay all proceedings affected by
the subpoena.

(ii) The proceedings are stayed for 15
calendar days or until the Council
issues a written decision that affirms,
reverses, or modifies the ALJ’s sub-
poena, whichever comes first.

(iii) If the Council does not take ac-
tion within the 15 calendar days, then
the stay is lifted and the enrollee or
non-party must comply with the ALJ’s
subpoena.

(4) Enforcement. (i) If the ALJ deter-
mines that an enrollee or person other
than the enrollee subject to a subpoena
issued under this section has refused to
comply with the subpoena, the ALJ
may request that the Secretary seek
enforcement of the subpoena in accord-
ance with section 205(e) of the Act, 42
U.S.C. 405(e).

(ii) After submitting the enforcement
request, the time period for the ALJ to
issue a decision, dismissal or remand a
case in response to a request for hear-
ing is stayed for 15 calendar days or
until the Secretary makes a decision
with respect to the enforcement re-
quest, whichever occurs first.

(iii) Any enforcement request by an
ALJ must consist of a written notice
to the Secretary describing in detail
the ALJ’s findings of noncompliance
and his or her specific request for en-
forcement, and providing a copy of the
subpoena and evidence of its receipt by
certified mail by the enrollee or person
other than the enrollee subject to the
subpoena.

(iv) The ALJ must promptly mail a
copy of the notice and related docu-
ments to the individual or entity sub-

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

ject to the subpoena, to the enrollee,
and to any other affected person.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5133, Jan. 17, 2017; 83 FR 16754, Apr. 16,
2018; 84 FR 19873, May 7, 2019; 86 FR 6121, Jan.
19, 2021]

§423.2038 Deciding a case without a
hearing before an ALdJ.

(a) Decision fully favorable. If the evi-
dence in the administrative record sup-
ports a finding fully in favor of the en-
rollee(s) on every issue, the ALJ or at-
torney adjudicator may issue a deci-
sion without giving the enrollee(s)
prior notice and without an ALJ con-
ducting a hearing. The notice of the de-
cision informs the enrollee(s) that he
or she has the right to a hearing and a
right to examine the evidence on which
the decision is based.

(b) Enrollee does not wish to appear. (1)
The ALJ or attorney adjudicator may
decide a case on the record and without
an ALJ conducting a hearing if—

(i) The enrollee indicates in writing
or, for expedited hearings orally or in
writing, that he or she does not wish to
appear before an ALJ at a hearing, in-
cluding a hearing conducted by tele-
phone or video-teleconferencing, if
available. OMHA must document all
oral requests not to appear at a hear-
ing in writing and maintain the docu-
mentation in the case files; or

(ii) The enrollee lives outside the
United States and does not inform
OMHA that he or she wants to appear
at a hearing before an ALJ.

(2) When a hearing is not held, the
decision of the ALJ or attorney adjudi-
cator must refer to the evidence in the
record on which the decision was based.

(c) Stipulated decision. If CMS, the
IRE, and/or the Part D plan sponsor
submits a written statement or makes
an oral statement at a hearing indi-
cating the drug should be covered or
payment may be made, or an enrollee’s
at-risk determination should be re-
versed, and the written or oral state-
ment agrees to the amount of payment
the parties believe should be made if
the amount of payment is an issue be-
fore the ALJ or attorney adjudicator,
an ALJ or attorney adjudicator may
issue a stipulated decision finding in
favor of the enrollee on the basis of the
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