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(1) 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; 

(2) The procedures for obtaining addi-
tional information concerning the deci-
sion; and 

(3) Notification of the right to appeal 
the decision to the MAC, including in-
structions on how to initiate an appeal 
under this section. 

(c) Limitation on decision. When the 
amount of payment for the Part D drug 
is an issue before the ALJ, the ALJ 
may make a finding as to the amount 
of payment due. If the ALJ makes a 
finding concerning payment when the 
amount of payment was not an issue 
before the ALJ, the Part D plan spon-
sor may independently determine the 
payment amount. In either of the 
aforementioned situations, an ALJ’s 
decision is not binding on the Part D 
plan sponsor for purposes of deter-
mining the amount of payment due. 
The amount of payment determined by 
the Part D plan sponsor in effectuating 
the ALJ’s decision is a new coverage 
determination under § 423.566. 

(d) Timing of decision. For non-expe-
dited hearings, the ALJ issues a deci-
sion no later than the end of the 90 cal-
endar day period beginning on the date 
the request for hearing is received by 
the entity specified in the IRE’s recon-
sideration, unless the 90 calendar day 
period is extended as provided in 
§ 423.2016. For expedited hearings, the 
ALJ issues a decision as expeditiously 
as the enrollee’s health condition re-
quires, but no later than the end of the 
10 calendar day period beginning on the 
date the request for hearing is received 
by the entity specified in the IRE’s re-
consideration, unless the 10 calendar 
day period is extended as provided in 
§ 423.2016. 

(e) Recommended decision. An ALJ 
issues a recommended decision if he or 
she is directed to do so in a MAC re-
mand order. An ALJ may not issue a 
recommended decision on his or her 
own motion. The ALJ mails a copy of 
the recommended decision to the en-
rollee at his or her last known address. 

§ 423.2048 The effect of an ALJ’s deci-
sion. 

The decision of the ALJ is binding 
unless— 

(a) An enrollee requests a review of 
the decision by the MAC within the 
stated time period or the MAC reviews 
the decision issued by an ALJ under 
the procedures set forth in § 423.2110, 
and the MAC issues a final decision or 
remand order; 

(b) The decision is reopened and re-
vised by an ALJ or the MAC under the 
procedures explained in § 423.1980; 

(c) The expedited access to judicial 
review process at § 423.1990 is used; 

(d) The ALJ’s decision is a rec-
ommended decision directed to the 
MAC and the MAC issues a decision; or 

(e) In a case remanded by a Federal 
District Court, the MAC assumes juris-
diction under the procedures in 
§ 423.2138 and the MAC issues a deci-
sion. 

§ 423.2050 Removal of a hearing re-
quest from an ALJ to the MAC. 

If a request for hearing is pending be-
fore an ALJ, the MAC may assume re-
sponsibility for holding a hearing by 
requesting that the ALJ send the hear-
ing request. If the MAC holds a hear-
ing, it conducts the hearing according 
to the rules for hearings before an ALJ. 
Notice is mailed to the enrollee at his 
or her last known address informing 
him or her that the MAC has assumed 
responsibility for the case. 

§ 423.2052 Dismissal of a request for a 
hearing before an ALJ. 

Dismissal of a request for a hearing 
is in accordance with the following: 

(a) Dismissal of a request for a hearing. 
An ALJ dismisses a request for a hear-
ing under any of the following condi-
tions: 

(1) At any time before notice of the 
hearing decision is mailed, if the en-
rollee asks to withdraw the request. 
This request may be submitted in writ-
ing to the ALJ or be made orally at the 
hearing. The request for withdrawal 
must include a clear statement that 
the enrollee is withdrawing the request 
for hearing and does not intend to fur-
ther proceed with the appeal. If an at-
torney or other legal professional on 
behalf of an enrollee files the request 
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for withdrawal, the ALJ may presume 
that the representative has advised the 
enrollee of the consequences of the 
withdrawal and dismissal. 

(2) Neither the enrollee that re-
quested the hearing nor the enrollee’s 
representative appears at the time and 
place set for the hearing, if— 

(i) The enrollee was notified before 
the time set for the hearing that the 
request for hearing might be dismissed 
without further notice for failure to 
appear; or 

(ii) The enrollee did not appear at the 
time and place of hearing and does not 
contact the ALJ hearing office within 
10 calendar days for non-expedited 
hearings and 2 calendar days for expe-
dited hearings and provide good cause 
for not appearing; or 

(iii) The ALJ sends a notice to the 
enrollee asking why the enrollee did 
not appear; and the enrollee does not 
respond within 10 calendar days for 
non-expedited hearings; the ALJ does 
not receive the enrollee’s response 
within 2 calendar days for expedited 
hearings or the enrollee does not pro-
vide good cause for the failure to ap-
pear. For expedited hearings, an en-
rollee may submit his or her response 
orally to the ALJ. 

(iv) In determining whether good 
cause exists under paragraph (a)(2) of 
this section, the ALJ considers any 
physical, mental, educational, or lin-
guistic limitations (including any lack 
of facility with the English language) 
the enrollee may have. 

(3) The person requesting a hearing 
has no right to it under § 423.2002. 

(4) The enrollee did not request a 
hearing within the stated time period 
and the ALJ has not found good cause 
for extending the deadline, as provided 
in § 423.2014(d). 

(5) The enrollee died while the re-
quest for hearing is pending and the re-
quest for hearing was filed by the en-
rollee or the enrollee’s representative, 
and the enrollee’s surviving spouse or 
estate has no remaining financial in-
terest in the case and the enrollee’s 
representative, if any, does not want to 
continue the appeal. 

(6) The ALJ dismisses a hearing re-
quest entirely or refuses to consider 
any one or more of the issues because 
an IRE, an ALJ or the MAC has made 

a previous determination or decision 
under this subpart about the enrollee’s 
rights on the same facts and on the 
same issue(s), and this previous deter-
mination or decision has become bind-
ing by either administrative or judicial 
action. 

(7) The enrollee abandons the request 
for hearing. An ALJ may conclude that 
an enrollee has abandoned a request for 
hearing when the ALJ hearing office 
attempts to schedule a hearing and is 
unable to contact the enrollee after 
making reasonable efforts to do so. 

(8) Consistent with § 423.1972(c)(1), the 
ALJ dismisses a hearing request if a re-
quest clearly shows that the amount in 
controversy is less than that required 
under § 423.1970. 

(b) Notice of dismissal. The ALJ mails 
a written notice of the dismissal of the 
hearing request to the enrollee at his 
or her last known address. The written 
notice provides that there is a right to 
request that the MAC vacate the dis-
missal action. 

(c) Discontinuation of a hearing. Con-
sistent with § 423.1972(c)(2), the ALJ 
discontinues a hearing and does not 
rule on the substantive issues raised in 
the appeal if, after a hearing is initi-
ated, the ALJ finds that the amount in 
controversy is less than the amount re-
quired under § 423.1970. 

§ 423.2054 Effect of dismissal of a re-
quest for a hearing before an ALJ. 

The dismissal of a request for a hear-
ing is binding, unless it is vacated by 
the MAC under § 423.2108(b). 

§ 423.2062 Applicability of policies not 
binding on the ALJ and MAC. 

(a) ALJs and the MAC are not bound 
by CMS program guidance, such as pro-
gram memoranda and manual instruc-
tions, but will give substantial def-
erence to these policies if they are ap-
plicable to a particular case. 

(b) If an ALJ or MAC declines to fol-
low a policy in a particular case, the 
ALJ or MAC decision must explain the 
reasons why the policy was not fol-
lowed. An ALJ or MAC decision to dis-
regard a policy applies only to the spe-
cific coverage determination being con-
sidered and does not have precedential 
effect. 
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