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but must give CMS and the ACO notice 
of the change. 

(e) Evidence. (1) The reconsideration 
official’s review will be based only on 
evidence submitted by the reconsider-
ation official’s requested deadline, un-
less otherwise requested by the recon-
sideration official. 

(2) Documentation submitted for the 
record as evidence cannot be docu-
mentation that was not previously sub-
mitted to CMS by the applicable dead-
line and in the requested format. 

(3) All evidence submitted by the 
ACO and CMS, in preparation for the 
reconsideration review will be shared 
with the other party to the hearing. 

(f) The reconsideration official will 
notify CMS and the ACO of his or her 
recommendation. 

§ 425.806 On-the-record review of re-
consideration official’s rec-
ommendation by independent CMS 
official. 

(a)(1) If CMS or the ACO disagrees 
with the recommendation of the recon-
sideration official, it may request an 
on the record review of the initial de-
termination and recommendation by 
an independent CMS official who was 
not involved in the initial determina-
tion or the reconsideration review 
process. 

(2) In order to request an on-the- 
record review, CMS or the ACO must 
submit an explanation of why it dis-
agrees with the recommendation by 
the timeframe and in the format indi-
cated in the reconsideration official’s 
recommendation letter. 

(b) The on-the-record review process 
is based only on evidence presented 
during the reconsideration review. 

(c) The independent CMS official con-
siders the recommendation of the re-
consideration official and makes a 
final agency determination. 

§ 425.808 Effect of independent CMS 
official’s decision. 

(a) The decision of the independent 
CMS official is final and binding. 

(b) The reconsideration review proc-
ess under this subpart must not be con-
strued to negate, diminish, or other-
wise alter the applicability of existing 
laws, rules, and regulations or deter-

minations made by other government 
agencies. 

§ 425.810 Effective date of decision. 
(a) If the initial determination deny-

ing an ACO’s application to participate 
in the Shared Savings Program is 
upheld, the application will remain de-
nied based on the effective date of the 
original notice of denial. 

(b) If the initial determination to ter-
minate an agreement with an ACO is 
upheld, the decision to terminate the 
agreement is effective as of the date in-
dicated in the initial notice of termi-
nation. 

(c) If the initial determination to ter-
minate an ACO is reversed, the ACO is 
reinstated into the Shared Savings 
Program, retroactively back to the 
original date of termination. 

PART 426—REVIEW OF NATIONAL 
COVERAGE DETERMINATIONS 
AND LOCAL COVERAGE DETER-
MINATIONS 

Subpart A—General Provisions 

Sec. 
426.100 Basis and scope. 
426.110 Definitions. 
426.120 Calculation of deadlines. 
426.130 Party submissions. 

Subpart B [Reserved] 

Subpart C—General Provisions for the 
Review of LCDs and NCDs 

426.300 Review of LCDs, NCDs, and deemed 
NCDs. 

426.310 LCD and NCD reviews and individual 
claim appeals. 

426.320 Who may challenge an LCD or NCD. 
426.325 What may be challenged. 
426.330 Burden of proof. 
426.340 Procedures for review of new evi-

dence. 

Subpart D—Review of an LCD 

426.400 Procedure for filing an acceptable 
complaint concerning a provision (or pro-
visions) of an LCD. 

426.403 Submitting new evidence once an ac-
ceptable complaint is filed. 

426.405 Authority of the ALJ. 
426.406 Ex parte contacts. 
426.410 Docketing and evaluating the ac-

ceptability of LCD complaints. 
426.415 CMS’ role in the LCD review. 
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