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limitations on use and disclosure that 
are imposed by HIPAA, the applicable 
DUA, and the statutory and regulatory 
requirements of the Shared Savings 
Program. 

(2) If the ACO misuses or discloses 
data in a manner that violates any ap-
plicable statutory or regulatory re-
quirements or that is otherwise non- 
compliant with the provisions of the 
DUA, it will no longer be eligible to re-
ceive data under subpart H of this part, 
may be terminated from the Shared 
Savings Program under § 425.218, and 
may be subject to additional sanctions 
and penalties available under the law. 

(b) [Reserved] 

Subpart I—Reconsideration 
Review Process 

§ 425.800 Preclusion of administrative 
and judicial review. 

(a) There is no reconsideration, ap-
peal, or other administrative or judi-
cial review of the following determina-
tions under this part: 

(1) The specification of quality and 
performance standards under §§ 425.500, 
425.502, 425.510, and 425.512. 

(2) The assessment of the quality of 
care furnished by an ACO under the 
performance standards established in 
§ 425.502 or § 425.512, as applicable. 

(3) The assignment of Medicare fee- 
for-service beneficiaries under Subpart 
E of this part. 

(4) The initial determination or re-
vised initial determination of whether 
an ACO is eligible for shared savings, 
and the amount of such shared savings, 
including the initial determination or 
revised initial determination of the es-
timated average per capita Medicare 
expenditures under the ACO for Medi-
care fee-for-service beneficiaries as-
signed to the ACO and the average 
benchmark for the ACO in accordance 
with section 1899(d) of the Act, as im-
plemented under §§ 425.601, 425.602, 
425.603, 425.604, 425.605, 425.606, 425.610, 
and 425.652. 

(5) The percent of shared savings 
specified by the Secretary and the 
limit on the total amount of shared 
savings established under §§ 425.604, 
425.605, 425.606, and 425.610. 

(6) The termination of an ACO for 
failure to meet the quality perform-

ance standards established under 
§ 425.502 or § 425.512, as applicable. 

(7) The termination of a beneficiary 
incentive program established under 
§ 425.304(c). 

(b) [Reserved] 

[76 FR 67973, Nov. 2, 2011, as amended at 81 
FR 38017, June 10, 2016; 83 FR 68082, Dec. 31, 
2018; 85 FR 85044, Dec. 28, 2020; 87 FR 70249, 
Nov. 18, 2022] 

§ 425.802 Request for review. 

(a) An ACO may appeal an initial de-
termination that is not prohibited 
from administrative or judicial review 
under § 425.800 by requesting a reconsid-
eration review by a CMS reconsider-
ation official. 

(1) An ACO that wants to request re-
consideration review by a CMS recon-
sideration official must submit a writ-
ten request by an authorized official 
for receipt by CMS within 15 days of 
the notice of the initial determination. 

(i) If the 15th day is a weekend or a 
Federal holiday, then the timeframe is 
extended until the end of the next busi-
ness day. 

(ii) Failure to submit a request for 
reconsideration within 15 days will re-
sult in denial of the request for recon-
sideration. 

(2) The reconsideration review must 
be held on the record (review of sub-
mitted documentation). 

(b) An ACO that requests a reconsid-
eration review for termination will re-
main operational throughout the re-
view process. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32845, June 9, 2015] 

§ 425.804 Reconsideration review proc-
ess. 

(a) Acknowledgement of reconsideration 
review request. The reconsideration offi-
cial sends an acknowledgement of the 
reconsideration review request to the 
ACO and CMS that includes the fol-
lowing: 

(1) Review procedures. 
(2) Procedures for submission of evi-

dence including format and timelines. 
(3) A briefing schedule that permits 

each party to submit only one written 
brief, including any evidence, for con-
sideration by the reconsideration offi-
cial in support of the party’s position. 
The submission of any additional briefs 
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or supplemental evidence will be at the 
sole discretion of the reconsideration 
official. 

(b) Burden of proof, standard of proof, 
and standards of review. The burden of 
proof is on the ACO to demonstrate to 
the reconsideration official with con-
vincing evidence that the initial deter-
mination is not consistent with the re-
quirements of this part or applicable 
statutory authority. 

(c) Reconsideration official. The recon-
sideration official is an independent 
CMS official who did not participate in 
the initial determination that is being 
reviewed. 

(d) 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. 

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

[76 FR 67973, Nov. 2, 2011, as amended at 80 

FR 32845, June 9, 2015] 

§ 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. 
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