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§423.2042

time, place, and purpose of the con-
ference at least 2 calendar days before
the conference date, unless the enrollee
indicates orally or in writing that he
or she does not wish to receive a writ-
ten notice of the conference.

(d) All oral requests not to receive
written notice of the conference must
be documented in writing and the docu-
mentation must be made part of the
administrative record.

(e) At the conference—

(1) The ALJ or an OMHA attorney
designated by the ALJ conducts the
conference, but only the ALJ con-
ducting a conference may consider
matters in addition to those stated in
the conference notice, if the enrollee
consents to consideration of the addi-
tional matters in writing.

(2) An audio recording of the con-
ference is made.

(f) The ALJ issues an order to the en-
rollee and all participants who at-
tended the conference stating all
agreements and actions resulting from
the conference. If the enrollee does not
object within 10 calendar days of re-
ceiving the order for non-expedited
hearings or 1 calendar day for expe-
dited hearings, or any additional time
granted by the ALJ, the agreements
and actions become part of the admin-
istrative record and are binding on the
enrollee.

[82 FR 5133, Jan. 17, 2017]

§423.2042 The administrative record.

(a) Creating the record. (1) OMHA
makes a complete record of the evi-
dence and administrative proceedings
on the appealed matter, including any
prehearing and posthearing conference
and hearing proceedings that were con-
ducted.

(2) The record will include marked as
exhibits, the appealed determinations
and documents and other evidence used
in making the appealed determinations
and the ALJ’s or attorney adjudica-
tor’s decision, including, but not lim-
ited to, medical records, written state-
ments, certificates, reports, affidavits,
and any other evidence the ALJ or at-
torney adjudicator admits. The record
will also include any evidence excluded
or not considered by the ALJ or attor-
ney adjudicator, including but not lim-
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ited to duplicative evidence submitted
by the enrollee.

(3) An enrollee may request and re-
ceive a copy of the record prior to or at
the hearing, or, if a hearing is not held,
at any time before the notice of deci-
sion is issued.

(4) If a request for review is filed, the
complete record, including any pre-
hearing and posthearing conference
and hearing recordings, is forwarded to
the Council.

(5) A typed transcription of the hear-
ing is prepared if an enrollee seeks ju-
dicial review of the case in a Federal
district court within the stated time
period and all other jurisdictional cri-
teria are met, unless, upon the Sec-
retary’s motion prior to the filing of an
answer, the court remands the case.

(b) Requesting and receiving copies of
the record. (1) While an appeal is pend-
ing at OMHA, an enrollee may request
and receive a copy of all or part of the
record from OMHA, including any
index of the administrative record,
documentary evidence, and a copy of
the audio recording of the oral pro-
ceedings. The enrollee may be asked to
pay the costs of providing these items.

(2) If an enrollee requests a copy of
all or part of the record from OMHA or
the ALJ or attorney adjudicator and an
opportunity to comment on the record,
any adjudication period that applies in
accordance with §423.2016 is extended
by the time beginning with the receipt
of the request through the expiration
of the time granted for the enrollee’s
response.

(3) If the enrollee requests a copy of
all or part of the record and the record,
including any audio recordings, con-
tains information pertaining to an in-
dividual that the enrollee is not enti-
tled to receive, such as personally iden-
tifiable information or protected
health information, such portions of
the record will not be furnished unless
the enrollee obtains consent from the
individual.

[82 FR 5134, Jan. 17, 2017]

§423.2044 Consolidated proceedings.

(a) Consolidated hearing. (1) A consoli-
dated hearing may be held if one or
more of the issues to be considered at
the hearing are the same issues that
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are involved in one or more other ap-
peals pending before the same ALJ.

(2) It is within the discretion of the
ALJ to grant or deny an enrollee’s re-
quest for consolidation. In considering
an enrollee’s request, the ALJ may
consider factors such as whether the
issue(s) may be more efficiently de-
cided if the appeals are consolidated
for hearing. In considering the enroll-
ee’s request for consolidation, the ALJ
must take into account any adjudica-
tion deadlines for each appeal and may
require an enrollee to waive the adju-
dication deadline associated with one
or more appeals if consolidation other-
wise prevents the ALJ from deciding
all of the appeals at issue within their
respective deadlines.

(3) The ALJ may also propose on his
or her own motion to consolidate two
or more appeals in one hearing for ad-
ministrative efficiency, but may not
require an enrollee to waive the adju-
dication deadline for any of the con-
solidated cases.

(4) Notice of a consolidated hearing
must be included in the notice of hear-
ing issued in accordance with §§423.2020
and 423.2022.

(b) Consolidated decision and record. (1)
If the ALJ decides to hold a consoli-
dated hearing, he or she may make ei-
ther—

i A
record; or

(ii) A separate decision and record on
each appeal.

(2) If a separate decision and record
on each appeal is made, the ALJ is re-
sponsible for making sure that any evi-
dence that is common to all appeals
and material to the common issue to
be decided, and audio recordings of any
conferences that were conducted and
the consolidated hearing are included
in each individual administrative
record, as applicable.

(3) If a hearing will not be conducted
for multiple appeals that are before the
same ALJ or attorney adjudicator, and
the appeals involve one or more of the
same issues, the ALJ or attorney adju-
dicator may make a consolidated deci-
sion and record at the request of the
enrollee or on the ALJ’s or attorney
adjudicator’s own motion.

(c) Limitation on consolidated pro-
ceedings. Consolidated proceedings may

consolidated decision and

§423.2046

only be conducted for appeals filed by
the same enrollee, unless multiple en-
rollees aggregated appeals to meet the
amount in controversy requirement in
accordance with §423.2006 and the en-
rollees have all authorized disclosure
of information to the other enrollees.

[82 FR 5134, Jan. 17, 2017, as amended at 84
FR 19873, May 7, 2019]

§423.2046 Notice of an ALJ or attorney
adjudicator decision.

(a) Decisions on requests for hearing—
(1) General rule. Unless the ALJ or at-
torney adjudicator dismisses or re-
mands the request for hearing, the ALJ
or attorney adjudicator will issue a
written decision that gives the findings
of fact, conclusions of law, and the rea-
sons for the decision.

(i) The decision must be based on evi-
dence offered at the hearing or other-
wise admitted into the record, and
shall include independent findings and
conclusions.

(ii) A copy of the decision should be
mailed or otherwise transmitted to the
enrollee at his or her last known ad-
dress.

(iii) A copy of the written decision
should also be provided to the IRE that
issued the reconsideration determina-
tion, and to the Part D plan sponsor
that issued the coverage determination
or at-risk determination.

(2) Content of the notice. The decision
must be provided in a manner cal-
culated to be understood by an enrollee
and must include—

(i) The specific reasons for the deter-
mination, including, to the extent ap-
propriate, a summary of any clinical or
scientific evidence used in making the
determination;

(ii) The procedures for obtaining ad-
ditional information concerning the
decision; and

(iii) Notification of the right to ap-
peal the decision to the Council, in-
cluding instructions on how to initiate
an appeal under this section.

(3) Limitation on decision. When the
amount of payment for the Part D drug
is an issue before the ALJ or attorney
adjudicator, the ALJ or attorney adju-
dicator may make a finding as to the
amount of payment due. If the ALJ or
attorney adjudicator makes a finding
concerning payment when the amount
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