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§ 423.1020 Request for hearing. 

(a) Manner and timing of request. (1) A 
Part D sponsor is entitled to a hearing 
as specified in 423.1006 and may file a 
request with the Departmental Appeals 
Board office specified in the initial de-
termination. 

(2) The Part D sponsor or its legal 
representative or other authorized offi-
cial must file the request, in writing, 
to the appropriate Departmental Ap-
peals Board office, with a copy to CMS, 
within 60 calendar days after receipt of 
the notice of initial determination, to 
request a hearing before an ALJ to ap-
peal any determination by CMS to im-
pose a civil money penalty. 

(b) Content of request for hearing. The 
request for hearing must— 

(1) Identify the specific issues, and 
the findings of fact and conclusions of 
law with which the affected party dis-
agrees; and 

(2) Specify the basis for each conten-
tion that a CMS finding or conclusion 
of law is incorrect. 

[72 FR 68736, Dec. 5, 2007, as amended at 79 
FR 29966, May 23, 2014] 

§ 423.1022 Parties to the hearing. 

The parties to the hearing are the af-
fected party and CMS, as appropriate. 

§ 423.1024 Designation of hearing offi-
cial. 

(a) The Chair of the Departmental 
Appeals Board, or his or her delegate, 
designates an ALJ or a member or 
members of the Departmental Appeals 
Board to conduct the hearing. 

(b) If appropriate, the Chair or the 
delegate may substitute another ALJ 
or another member or other members 
of the Departmental Appeals Board to 
conduct the hearing. 

(c) As used in this part, ‘‘ALJ’’ in-
cludes a member or members of the De-
partmental Appeals Board who are des-
ignated to conduct a hearing. 

§ 423.1026 Disqualification of Adminis-
trative Law Judge. 

(a) An ALJ may not conduct a hear-
ing in a case in which he or she is prej-
udiced or partial to the affected party 
or has any interest in the matter pend-
ing for decision. 

(b) A party that objects to the ALJ 

designated to conduct the hearing 

must give notice of its objections at 

the earliest opportunity. 

(c) The ALJ will consider the objec-

tions and decide whether to withdraw 

or proceed with the hearing. 

(1) If the ALJ withdraws, another 

ALJ will be designated to conduct the 

hearing. 

(2) If the ALJ does not withdraw, the 

objecting party may, after the hearing, 

present its objections to the Depart-

mental Appeals Board as reasons for 

changing, modifying, or reversing the 

ALJ’s decision or providing a new hear-

ing before another ALJ. 

§ 423.1028 Prehearing conference. 

(a) At any time before the hearing, 

the ALJ may call a prehearing con-

ference for the purpose of delineating 

the issues in controversy, identifying 

the evidence and witnesses to be pre-

sented at the hearing, and obtaining 

stipulations accordingly. 

(b) On the request of either party or 

on his or her own motion, the ALJ may 

adjourn the prehearing conference and 

reconvene at a later date. 

§ 423.1030 Notice of prehearing con-
ference. 

(a) Timing of notice. The ALJ will fix 

a time and place for the prehearing 

conference and mail written notice to 

the parties at least 10 calendar days be-

fore the scheduled date. 

(b) Content of notice. The notice will 

inform the parties of the purpose of the 

conference and specify what issues are 

sought to be resolved, agreed to, or ex-

cluded. 

(c) Additional issues. Issues other than 

those set forth in the notice of deter-

mination or the request for hearing 

may be considered at the prehearing 

conference if— 

(1) Either party gives timely notice 

to that effect to the ALJ and the other 

party; or 

(2) The ALJ raises the issues in the 

notice of prehearing conference or at 

the conference. 
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§ 423.1032 Conduct of prehearing con-
ference. 

(a) The prehearing conference is open 
to the affected party or its representa-
tive, to the CMS representatives and 
their technical advisors, and to any 
other persons whose presence the ALJ 
considers necessary or proper. 

(b) The ALJ may accept the agree-
ment of the parties as to the following: 

(1) Facts that are not in controversy. 

(2) Questions that have been resolved 
favorably to the affected party after 
the determination in dispute. 

(3) Remaining issues to be resolved. 

(c) The ALJ may request the parties 
to indicate the following: 

(1) The witnesses that will be present 
to testify at the hearing. 

(2) The qualifications of those wit-
nesses. 

(3) The nature of other evidence to be 
submitted. 

§ 423.1034 Record, order, and effect of 
prehearing conference. 

(a) Record of prehearing conference. (1) 
A record is made of all agreements and 
stipulations entered into at the pre-
hearing conference. 

(2) The record may be transcribed at 
the request of either party or the ALJ. 

(b) Order and opportunity to object. (1) 
The ALJ issues an order setting forth 
the results of the prehearing con-
ference, including the agreements 
made by the parties as to facts not in 
controversy, the matters to be consid-
ered at the hearing, and the issues to 
be resolved. 

(2) Copies of the order are sent to all 
parties and the parties have 10 calendar 
days to file objections to the order. 

(3) After the 10 calendar days have 
elapsed, the ALJ settles the order. 

(c) Effect of prehearing conference. The 
agreements and stipulations entered 
into at the prehearing conference are 
binding on all parties, unless a party 
presents facts that, in the opinion of 
the ALJ, would make an agreement un-
reasonable or inequitable. 

§ 423.1036 Time and place of hearing. 

(a) The ALJ fixes a time and place 
for the hearing and gives the parties 
written notice at least 10 calendar days 
before the scheduled date. 

(b) The notice informs the parties of 
the general and specific issues to be re-
solved at the hearing. 

§ 423.1038 Change in time and place of 
hearing. 

(a) The ALJ may change the time 
and place for the hearing either on his 
or her own initiative or at the request 
of a party for good cause shown, or 
may adjourn or postpone the hearing. 

(b) The ALJ may reopen the hearing 
for receipt of new evidence at any time 
before mailing the notice of hearing de-
cision. 

(c) The ALJ gives the parties reason-
able notice of any change in time or 
place or any adjournment or reopening 
of the hearing. 

§ 423.1040 Joint hearings. 

When two or more affected parties 
have requested hearings and the same 
or substantially similar matters are at 
issue, the ALJ may, if all parties agree, 
fix a single time and place for the pre-
hearing conference or hearing and con-
duct all proceedings jointly. If joint 
hearings are held, a single record of the 
proceedings is made and a separate de-
cision issued with respect to each af-
fected party. 

§ 423.1042 Hearing on new issues. 

(a) Basic rules. (1) Within the time 
limits specified in paragraph (b) of this 
section, the ALJ may, at the request of 
either party, or on his or her own mo-
tion, provide a hearing on new issues 
that impinge on the rights of the af-
fected party. 

(2) The ALJ may consider new issues 
even if CMS has not made initial deter-
minations on them, and even if they 
arose after the request for hearing was 
filed or after a prehearing conference. 

(3) The ALJ may give notice of hear-
ing on new issues at any time after the 
hearing request is filed and before the 
hearing record is closed. 

(b) Notice and conduct of hearing on 
new issues. (1) Unless the affected party 
waives its right to appear and present 
evidence, notice of the time and place 
of hearing on any new issue will be 
given to the parties in accordance with 
423.1036. 

(2) After giving notice, the ALJ will, 
except as provided in paragraph (c) of 
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