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the aggrieved party (or parties) one op-
portunity to amend the unacceptable 
complaint. 

(2) If the aggrieved party (or parties) 
fail(s) to submit an acceptable amend-
ed complaint within a reasonable time-
frame as determined by the ALJ, the 
ALJ must issue a decision dismissing 
the unacceptable complaint. 

(3) If a complaint is determined unac-
ceptable after one amendment, the 
beneficiary is precluded from filing 
again for 6 months after being in-
formed that it is unacceptable. 

(d) Acceptable complaint. If the ALJ 
determines that the complaint (or 
amended complaint) is acceptable, the 
ALJ does the following: 

(1) Sends a letter to the aggrieved 
party (or parties) acknowledging the 
complaint and informing the aggrieved 
party (or parties) of the docket number 
and the deadline for the contractor to 
produce the LCD record. 

(2) Forwards a copy of the complaint, 
any evidence submitted in the com-
plaint, and the letter described in para-
graph (d)(1) of this section to the appli-
cable contractor and CMS. 

(3) Requires CMS or the contractor to 
send a copy of the LCD record to the 
ALJ and all parties to the LCD review 
within 30 days of receiving the ALJ’s 
letter, the copy of the complaint, and 
any associated evidence, subject to ex-
tension for good cause shown. 

(e) Consolidation of complaints regard-
ing an LCD—(1) Criteria for consolida-
tion. If a review is pending regarding a 
particular LCD provision(s) and no de-
cision has been issued ending the re-
view, and a new acceptable complaint 
is filed, the ALJ consolidates the com-
plaints and conducts a consolidated 
LCD review if all of the following cri-
teria are met: 

(i) The complaints are in regard to 
the same provision(s) of the same LCD 
or there are other bases for consoli-
dating the complaints. 

(ii) The complaints contain common 
questions of law, common questions of 
fact, or both. 

(iii) Consolidating the complaints 
does not unduly delay the ALJ’s deci-
sion. 

(2) Decision to consolidate complaints. 
If an ALJ decides to consolidate com-
plaints, the ALJ does the following: 

(i) Provides notification that the 
LCD review is consolidated and informs 
all parties of the docket number of the 
consolidated review. 

(ii) Makes a single record of the pro-
ceeding. 

(iii) Considers the relevant evidence 
introduced in each LCD complaint as 
introduced in the consolidated review. 

(3) Decision not to consolidate com-
plaints. If an ALJ decides not to con-
solidate complaints, the ALJ conducts 
separate LCD reviews for each com-
plaint. 

[68 FR 63716, Nov. 7, 2003; 68 FR 65346, Nov. 19, 

2003] 

§ 426.415 CMS’ role in the LCD review. 

CMS may provide to the ALJ, and all 
parties to the LCD review, information 
identifying the person who represents 
the contractor or CMS, if necessary, in 
the LCD review process. 

§ 426.416 Role of Medicare Managed 
Care Organizations (MCOs) and 
State agencies in the LCD review. 

Medicare MCOs and Medicaid State 
agencies have no role in the LCD re-
view process. However, once the ALJ 
has issued its decision, the decision is 
made available to all Medicare MCOs 
and State agencies. 

§ 426.417 Contractor’s statement re-
garding new evidence. 

(a) The contractor may review any 
new evidence that is submitted, regard-
less of whether the ALJ has stayed the 
proceedings, including but not limited 
to— 

(1) New evidence submitted with the 
initial complaint; 

(2) New evidence submitted with an 
amended complaint; 

(3) New evidence produced during dis-
covery; 

(4) New evidence produced when the 
ALJ consults with scientific and clin-
ical experts; and 

(5) New evidence presented during 
any hearing. 

(b) The contractor may submit a 
statement regarding whether the new 
evidence is significant under § 426.340, 
within such deadline as the ALJ may 
set. 
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