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§ 426.444 Dismissals for cause. 

(a) The ALJ may, at the request of 
any party, or on his or her own motion, 
dismiss a complaint if the aggrieved 
party fails to do either of the fol-
lowing: 

(1) Attend or participate in a pre-
hearing conference (the pre-hearing 
may be conducted by telephone) or 
hearing without good cause shown. 

(2) Comply with a lawful order of the 
ALJ without good cause shown. 

(b) The ALJ must dismiss any com-
plaint concerning LCD provision(s) if 
the following conditions exist: 

(1) The ALJ does not have the au-
thority to rule on that provision under 
§ 426.405(d). 

(2) The complaint is not timely. (See 
§ 426.400(b).) 

(3) The complaint is not filed by an 
aggrieved party. 

(4) The complaint is filed by an indi-
vidual who fails to provide an adequate 
statement of need for the service from 
the treating physician. 

(5) The complaint challenges a provi-
sion or provisions of an NCD. (See 
§ 426.405, regarding the authority of the 
ALJ.) 

(6) The contractor notifies the ALJ 
that the LCD provision(s) is (are) no 
longer in effect. 

(7) The aggrieved party withdraws 
the complaint. (See § 426.423 for require-
ments related to withdrawing a com-
plaint regarding an LCD under review.) 

§ 426.445 Witness fees. 

(a) A witness testifying at a hearing 
before an ALJ receives the same fees 
and mileage as witnesses in Federal 
district courts of the United States. If 
the witness qualifies as an expert, he or 
she is entitled to an expert witness fee. 
Witness fees are paid by the party 
seeking to present the witness. 

(b) If an ALJ requests expert testi-
mony, the appropriate office over-
seeing the ALJ is responsible for pay-
ing all applicable fees and mileage, un-
less the expert waives payment. 

§ 426.446 Record of hearing. 

The ALJ must ensure that all hear-
ings are open to the public and are 
electronically, mechanically or steno-
graphically reported. Except for privi-
leged information and proprietary data 

that are filed under seal, all evidence 
upon which the ALJ relies for decision 
must be admitted into the public 
record. All medical reports, exhibits, 
and any other pertinent document, ei-
ther in whole or in material part, must 
be offered, marked for identification, 
and retained in the case record. 

§ 426.447 Issuance and notification of 
an ALJ’s decision. 

An ALJ must issue to all parties to 
the LCD review, within 90 days of clos-
ing the LCD review record to the tak-
ing of evidence, one of the following: 

(a) A written decision, including a de-
scription of appeal rights. 

(b) A written notification stating 
that a decision is pending, and an ap-
proximate date of issuance for the deci-
sion. 

§ 426.450 Mandatory provisions of an 
ALJ’s decision. 

(a) Findings. An ALJ’s decision must 
include one of the following: 

(1) A determination that the provi-
sion of the LCD is valid under the rea-
sonableness standard. 

(2) A determination that the provi-
sion of the LCD is not valid under the 
reasonableness standard. 

(3) A statement dismissing the com-
plaint regarding the LCD and a ration-
ale for the dismissal. 

(4) A determination that the LCD 
record is complete and adequate to sup-
port the validity of the LCD provisions 
under the reasonableness standard. 

(b) Other information. An ALJ’s deci-
sion must include all of the following: 

(1) The date of issuance. 
(2) The docket number of the LCD re-

view. 
(3) A statement as to whether the ag-

grieved party has filed a claim for the 
service(s) named in the complaint, the 
date(s)-of-service, and the disposition, 
if known. 

(4) A basis for concluding that the 
LCD was or was not valid based on the 
application of the reasonableness 
standard to the record before the ALJ, 
including the contractor’s: 

(i) Findings of fact. 
(ii) Interpretations of law. 
(iii) Applications of fact to law. 
(5) A summary of the evidence re-

viewed. If proprietary or privileged 
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data were submitted under seal, the de-
cision must state whether the data 
were material and what role they 
played in the determination, but with-
out disclosing the substance or con-
tents of the evidence under seal. A sep-
arate statement of the rationale for 
the ALJ’s treatment of the sealed evi-
dence must be prepared and kept under 
seal itself. If the ALJ decision is ap-
pealed to the Board, this statement 
must be provided to the Board under 
seal. 

(6) A statement regarding appeal 
rights. 

§ 426.455 Prohibited provisions of an 
ALJ’s decision. 

An ALJ’s decision may not do any of 
the following: 

(a) Order CMS or its contractors to 
add any language to a provision or pro-
visions of an LCD. 

(b) Order CMS or its contractors to 
pay a specific claim. 

(c) Set a time limit for CMS or its 
contractors to establish a new or re-
vised LCD. 

(d) Review or evaluate an LCD other 
than the LCD under review. 

(e) Include a requirement for CMS or 
its contractors that specifies payment, 
coding, or systems changes for an LCD, 
or deadlines for implementing these 
types of changes. 

(f) Order or address how a con-
tractor(s) must implement an LCD. 

§ 426.457 Optional provisions of an 
ALJ’s decision. 

When appropriate, the ALJ may 
limit a decision holding invalid a spe-
cific provision(s) of an LCD to specific 
clinical indications and for similar 
conditions. 

§ 426.458 ALJ’s LCD review record. 

(a) Elements of the ALJ’s LCD review 
record furnished to the public. Except as 
provided in paragraph (b) of this sec-
tion, the ALJ’s LCD review record con-
sists of any document or material that 
the ALJ compiled or considered during 
the LCD review, including, but not lim-
ited to, the following: 

(1) The LCD complaint. 
(2) The LCD and LCD record. 
(3) The supplemental LCD record, if 

applicable. 

(4) Transcripts of record. 

(5) Any other relevant evidence gath-
ered under § 426.440. 

(6) The ALJ’s decision. 

(b) Elements of the ALJ’s LCD review 
record furnished to the Board under seal. 
The ALJ’s review record must include, 
under seal, any proprietary data or 
privileged information maintained 
under seal, and such data or informa-
tion must not be included in the review 
record furnished to the public. 

§ 426.460 Effect of an ALJ’s decision. 

(a) Valid under the reasonableness 
standard. If the ALJ finds that the pro-
vision or provisions of the LCD named 
in the complaint is (are) valid under 
the reasonableness standard, the ag-
grieved party or parties may appeal 
that (those) part(s) of the ALJ decision 
to the Board under § 426.465. 

(b) Not valid under the reasonableness 
standard. If the ALJ finds that the pro-
vision or provisions of the LCD named 
in the complaint is (are) invalid under 
the reasonableness standard, and no 
appeal is filed by the contractor or 
CMS under § 426.465(b), the contractor, 
the M + C organization, or other Medi-
care managed care organization must 
provide the following— 

(1) Individual claim review. (i) If nei-
ther the contractor nor CMS appeals 
the ALJ decision under § 426.425(b), and 
if the party’s claim or appeal(s) was 
previously denied, the contractor, an M 
+ C organization or another Medicare 
managed care organization must re-
open the claim of the party who chal-
lenged the LCD and adjudicate the 
claim without using the provision(s) of 
the LCD that the ALJ found invalid. 

(ii) If a revised LCD is issued, the 
contractor, the M + C organization, 
and any other Medicare managed care 
organization within the contractor’s 
jurisdiction uses the revised LCD in re-
viewing claim or appeal submissions or 
request for services delivered or serv-
ices performed on or after the effective 
date of the revised LCD. 

(iii) If the aggrieved party who 
sought the review has not yet sub-
mitted a claim, the contractor adju-
dicates the claim without using the 
provision(s) of the LCD that the ALJ 
found invalid. 
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