AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§422.310

or other practitioner that furnished
the item or service.

(4) MA organizations may include in
their contracts with providers, sup-
pliers, physicians, and other practi-
tioners, provisions that require submis-
sion of complete and accurate risk ad-
justment data as required by CMS.
These provisions may include financial
penalties for failure to submit com-
plete data.

(6) For data described in paragraph
(d)(1) of this section as data equivalent
to Medicare fee-for-service data, which
is also known as MA encounter data,
MA organizations must submit a NPI
in a billing provider field on each MA
encounter data record, per CMS guid-
ance.

(e) Validation of risk adjustment data.
MA organizations and their providers
and practitioners are required to sub-
mit a sample of medical records for the
validation of risk adjustment data, as
required by CMS. There may be pen-
alties for submission of false data. MA
organizations must remit improper
payments based on RADV audits, in a
manner specified by CMS. For RADV
audits, CMS may extrapolate RADV
Contract-Level audit findings for pay-
ment year 2018 and subsequent pay-
ment years.

(f) Use and release of data—(1) CMS use
of data. CMS may use the data de-
scribed in paragraphs (a) through (d) of
this section for the following purposes:

(i) To determine the risk adjustment
factors used to adjust payments, as re-
quired under §§422.304(a) and (c);

(ii) To update risk adjustment mod-
els;

(iii) To calculate Medicare DSH per-
centages;

(iv) To conduct quality review and
improvement activities;

(v) For Medicare coverage purposes;

(vi) To conduct evaluations and other
analysis to support the Medicare and
Medicaid programs (including dem-
onstrations) and to support public
health initiatives and other health
care-related research;

(vii) For activities to support the ad-
ministration of the Medicare and Med-
icaid programs;

(viii) For activities conducted to sup-
port program integrity; and
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(ix) For purposes authorized by other
applicable laws.

(2) CMS release of data. Regarding
data described in paragraphs (a)
through (d) of this section, CMS may
release the minimum data it deter-
mines is necessary for one or more of
the purposes listed in paragraph (f)(1)
of this section to other HHS agencies,
other Federal executive branch agen-
cies, States, and external entities in
accordance with the following:

(i) Applicable Federal laws;

(ii) CMS data sharing procedures;

(iii) Subject to the protection of ben-
eficiary identifier elements and bene-
ficiary confidentiality, including—

(A) A prohibition against public dis-
closure of beneficiary identifying infor-
mation;

(B) Release of beneficiary identifying
information to other HHS agencies,
other Federal executive branch agen-
cies, and States only when such infor-
mation is needed; and

(C) Release of beneficiary identifying
information to external entities only
to the extent needed to link datasets.

(iv) Subject to the aggregation of
dollar amounts reported for the associ-
ated encounter to protect commer-
cially sensitive data.

(v) Risk adjustment data other than
data described in paragraphs (f)(2)(iii)
and (f)(2)(iv) of this section will be re-
leased without the redaction or aggre-
gation described in paragraphs
(£)(2)({ii) and (£)(2)(iv) of this section,
respectively.

(3) Risk adjustment data will not be-
come available for release under this
paragraph (f) unless—

(i) The risk adjustment reconcili-
ation for the applicable payment year
has been completed;

(ii) CMS determines that data release
is necessary under paragraph (f)(1)(vi)
of this section for emergency prepared-
ness purposes before reconciliation; or

(iii) CMS determines that extraor-
dinary circumstances exist to release
the data before reconciliation.

(iv) CMS determines that releasing
aggregated data before reconciliation
is necessary and appropriate to support
activities or authorized uses under
paragraph (f)(1)(vii) of this section.

(v) CMS determines that releasing
data to State Medicaid agencies before
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reconciliation for the purpose of co-
ordinating care for dually eligible indi-
viduals is necessary and appropriate to
support activities or authorized uses
under paragraph (f)(1)(vii) of this sec-
tion.

(g) Deadlines for submission of risk ad-
justment data. Risk adjustment factors
for each payment year are based on
risk adjustment data submitted for
items and services furnished during the
12-month period before the payment
year that is specified by CMS. As deter-
mined by CMS, this 12-month period
may include a 6-month data lag that
may be changed or eliminated as ap-
propriate. CMS may adjust these dead-
lines, as appropriate.

(1) The annual deadline for risk ad-
justment data submission is the first
Friday in September for risk adjust-
ment data reflecting items and services
furnished during the 12-month period
ending the prior June 30, and the first
Friday in March for data reflecting
services furnished during the 12-month
period ending the prior December 31.

(2) After the payment year is com-
pleted, CMS recalculates the risk fac-
tors for affected individuals to deter-
mine if adjustments to payments are
necessary.

(i) Prior to calculation of final risk
factors for a payment year, CMS allows
a reconciliation process to account for
risk adjustment data submitted after
the March deadline until the final risk
adjustment data submission deadline
in the year following the payment
year.

(ii) After the final risk adjustment
data submission deadline, which is a
date announced by CMS that is no ear-
lier than January 31 of the year fol-
lowing the payment year, an MA orga-
nization can submit data to correct
overpayments but cannot submit diag-
noses for additional payment.

(3) Submission of corrected risk ad-
justment data in accordance with over-
payments after the final risk adjust-
ment data submission deadline, as de-
scribed in paragraph (g)(2) of this sec-
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tion, must be made as provided in
§422.326.

[738 FR 48757, Aug. 19, 2008, as amended at 79
FR 29956, May 23, 2014; 79 FR 50358, Aug. 22,
2014; 80 FR 7960, Feb. 12, 2015; 83 FR 16733,
Apr. 16, 2018; 88 FR 6665, Feb. 1, 2023; 88 FR
79539, Nov. 16, 2023; 89 FR 30822, Apr. 23, 2024]

§422.311 RADV audit dispute and ap-
peal processes.

(a) Risk adjustment data wvalidation
(RADV) audits. In accordance with
§§422.2 and 422.310(e), the Secretary
conducts RADV audits to ensure risk-
adjusted payment integrity and accu-
racy.

(1) Recovery of improper payments
from MA organizations is conducted in
accordance with the Secretary’s pay-
ment error extrapolation and recovery
methodologies.

(2) CMS may apply extrapolation to
audits for payment year 2018 and subse-
quent payment years.

(b) RADV audit results. (1) MA organi-
zations that undergo RADV audits will
be issued an audit report post medical
record review that describes the results
of the RADV audit as follows:

(i) Detailed enrollee-level informa-
tion relating to confirmed enrollee
HCC discrepancies.

(ii) The contract-level RADV pay-
ment error estimate in dollars.

(iii) The contract-level payment ad-
justment amount to be made in dollars.

(iv) An approximate timeframe for
the payment adjustment.

(v) A description of the MA organiza-
tion’s RADV audit appeal rights.

(2) Compliance date. The compliance
date for meeting RADV medical record
submission requirements for the vali-
dation of risk adjustment data is the
due date when MA organizations se-
lected for RADV audit must submit
medical records to the Secretary.

(c) RADV audit appeals—(1) Appeal
rights. MA organizations that do not
agree with their RADV audit results
may appeal.

(2) Issues eligible for RADV appeals—(i)
General rules. MA organizations may
appeal RADV medical record review de-
terminations and the Secretary’s
RADV payment error calculation. In
order to be eligible for RADV appeal,
MA organizations must adhere to the
following:
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(A) Established RADV audit proce-
dures and requirements.

(B) RADV appeals procedures and re-
quirements.

(ii) Failure to follow RADYV rules. Fail-
ure to follow the Secretary’s RADV
audit procedures and requirements and
the Secretary’s RADV appeals proce-
dures and requirements will render the
MA organization’s request for appeal
invalid.

(iii) RADYV appeal rules. The MA orga-
nization’s written request for medical
record review determination appeal
must specify the following:

(A) The audited HCC(s) that the Sec-
retary identified as being in error.

(B) A justification in support of the
audited HCC selected for appeal.

(iv) Number of medical records eligible
for appeal. For each audited HCC, MA
organizations may appeal one medical
record that has undergone RADV re-
view. If an attestation was submitted
to cure a signature or credential-re-
lated error, the attestation may be in-
cluded in the HCC appeal.

(v) Selection of medical record for ap-
peal. The MA organization must select
the medical record that undergoes ap-
peal.

(vi) Written request for RADV payment
error calculation appeal. The written re-
quest for RADV payment error calcula-
tion appeal must clearly specify the
following:

(A) The MA organization’s
RADV payment error calculation.

(B) Where the Secretary’s RADV pay-
ment error calculation was erroneous.

(3) Issues ineligible for RADV appeals.
(i) MA organizations’ request for ap-
peal may not include HCCs, medical
records or other documents beyond the
audited HCC, RADV-reviewed medical
record, and any accompanying attesta-
tion that the MA organization chooses
for appeal.

(ii) MA organizations may not appeal
the Secretary’s medical record review
determination methodology or RADV
payment error calculation method-
ology.

(iii) As part of the RADV payment
error calculation appeal— MA organi-
zations may not appeal RADV medical
record review-related errors.

(iv) MA organizations may not appeal
RADV errors that result from an MA

own
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organization’s failure to submit a med-
ical record.

(4) Burden of proof. The MA organiza-
tion bears the burden of proof by a pre-
ponderance of the evidence in dem-
onstrating that the Secretary’s med-
ical record review determination(s) or
payment error calculation was incor-
rect.

(5) Manner and timing of a request for
RADYV appeal. (i) At the time the Sec-
retary issues its RADV audit report,
the Secretary notifies audited MA or-
ganizations of the following:

(A) That they may appeal RADV HCC
errors that are eligible for medical
record review determination appeal.

(B) That they may appeal the Sec-
retary’s RADV payment error calcula-
tion.

(ii) MA organizations have 60 days
from date of issuance of the RADV
audit report to file a written request
with CMS for RADV appeal. This re-
quest for RADV appeal must specify
one of the following:

(A) Whether the MA organization re-
quests medical record review deter-
mination appeal, the issues with which
the MA organization disagrees, and the
reasons for the disagreements.

(B) Whether the MA organization re-
quests a payment error calculation ap-
peal, the issues with which the MA or-
ganization disagrees, and the reasons
for the disagreements. MA organiza-
tions will forgo their medical record
review determination appeal if they
choose to file only a payment error cal-
culation appeal because medical record
review determinations need to be final
prior to adjudicating a payment error
calculation appeal.

(iii) For MA organizations that in-
tend to appeal both the medical record
review determination and the RADV
payment error calculation, an MA or-
ganization’s request for appeal of its
RADYV payment error calculation may
not be filed and will not be adjudicated
until—

(A) The administrative appeal proc-
ess for the RADV medical record re-
view determinations filed by the MA
organization has been exhausted; or

(B) The MA organization does not
timely request a RADV medical record
review determination appeal at the
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hearing stage and/or the CMS Adminis-
trator review stage, as applicable.

(iv) An MA organization whose med-
ical record review determination ap-
peal has been completed as described in
paragraph (c)(5)(iii) of this section has
60 days from the date of issuance of a
revised RADV audit report, based on
the final medical record review deter-
mination, to file a written request with
CMS for a RADV payment error cal-
culation appeal. This request for RADV
payment error calculation appeal must
clearly specify where the Secretary’s
RADV payment error calculation was
erroneous, what the MA organization
disagrees with, and the reasons for the
disagreements.

(6) Reconsideration stage—(i) Written
request for medical record review recon-
sideration. A MA organization’s written
request for medical record review de-
termination reconsideration must
specify the following:

(A) Any and all HCC(s) that the Sec-
retary identified as being in error that
the MA organization wishes to appeal.

(B) A justification in support of the
audited HCC chosen for appeal.

(i1) Written request for payment error
calculation. The MA organization’s
written request for payment error cal-
culation reconsideration—

(A) Must include the MA organiza-
tion’s own RADV payment error cal-
culation that clearly specifies where
the Secretary’s RADV payment error
calculation was erroneous; and

(B) May include additional documen-
tary evidence pertaining to the cal-
culation of the payment error that the
MA organization wishes the reconsider-
ation official to consider.

(iii) Conduct of the reconsideration. (A)
For medical record review determina-
tion reconsideration, a medical record
review professional who was not in-
volved in the initial medical record re-
view determination of the disputed au-
dited HCCs does the following:

(I) Reviews the medical record and
accompanying dispute justification.

(2) Reconsiders the initial audited
medical record review determination.

(B) For payment error calculation re-
consideration, CMS ensures that a
third party not involved in the initial
RADV payment error calculation does
the following:
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(I) Reviews the Secretary’s RADV
payment error calculation.

(2) Reviews the MA organization’s
RADYV payment error calculation;

(3) Recalculates the payment error in
accordance with CMS’s RADV payment
error calculation procedures.

(iv) Effect of the reconsideration offi-
cial’s decision. (A) The reconsideration
official issues a written reconsider-
ation decision to the MA organization.

(B) The reconsideration official’s de-
cision is final unless it is reversed or
modified by a final decision of the
hearing officer as defined at
§422.311(c)(T)(x).

(C) If the MA organization disagrees
with the reconsideration official’s deci-
sion, they may request a hearing in ac-
cordance with paragraph (c)(7) of this
section.

(v) Computations based on reconsider-
ation official’s decision. (A) Once the re-
consideration official’s medical record
review determination decision is con-
sidered final in accordance with para-
graph (c)(6)(iv)(B) of this section, the
Secretary recalculates the MA organi-
zation’s RADV payment error and
issues a revised RADV audit report su-
perseding all prior RADV audit reports
to the appellant MA organization.

(B) For MA organizations appealing
the RADV payment error calculation
only, once the reconsideration offi-
cial’s payment error calculation deci-
sion is considered final in accordance
with paragraph (c)(6)(iv)(B) of this sec-
tion, the Secretary recalculates the
MA organization’s RADV payment
error and issues a revised RADV audit
report superseding all prior RADV
audit reports to the appellant MA orga-
nization.

(T) Hearing stage—(i) Errors eligible for
hearing. At the time the reconsider-
ation official issues his or her reconsid-
eration determination to the MA orga-
nization, the reconsideration official
notifies the MA organization of any
RADV HCC errors or payment error-
calculations that are eligible for RADV
hearing.

(ii) General hearing rules. A MA orga-
nization that requests a RADV hearing
must do so in writing in accordance
with procedures established by CMS.

(iii) Written request for hearing. The
written request for a hearing must be
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filed with the Hearing Officer within 60
days of the date the MA organization
receives the reconsideration officer’s
written reconsideration decision.

(A) If the MA organization appeals
medical record review reconsideration
determination, the written request for
RADYV hearing must—

(1) Include a copy of the written deci-
sion of the reconsideration official;

(2) Specify the audited HCCs that the
reconsideration official confirmed as
being in error; and

(3) Specify a justification why the
MA organization disputes the reconsid-
eration official’s determination.

(B) If the MA organization appeals
the RADV payment error calculation
reconsideration determination, the
written request for RADYV hearing
must include the following:

(I) A copy of the written decision of
the reconsideration official.

(2) The MA organization’s own RADV
payment error calculation that clearly
specifies where the Secretary’s pay-
ment error calculation was erroneous.

(iv) Designation of hearing officer. A
hearing officer will conduct the RADV
hearing.

(v) Disqualification of the hearing offi-
cer. (A) A hearing officer may not con-
duct a hearing in a case in which he or
she is prejudiced or partial to any
party or has any interest in the matter
pending for decision.

(B) A party to the hearing who ob-
jects to the designated hearing officer
must notify that officer in writing at
the earliest opportunity.

(C) The hearing officer must consider
the objections, and may, at his or her
discretion, either proceed with the
hearing or withdraw.

(D) If the hearing officer withdraws,
another hearing officer conducts the
hearing.

(E) If the hearing officer does not
withdraw, the objecting party may,
after the hearing, present objections
and request that the officer’s decision
be revised or a new hearing be held be-
fore another hearing officer. The objec-
tions must be submitted in writing to
the Secretary.

(vi) Hearing Officer review. The hear-
ing officer reviews the following:
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(A) For a medical record review de-
termination appeal, the hearing officer
reviews all of the following:

(I) The RADV-reviewed medical
record and any accompanying attesta-
tion that the MA organization selected
for review.

(2) The reconsideration
written determination.

(3) The written brief submitted by
the MA organization or the Secretary
in response to the reconsideration offi-
cial’s determination.

(B) For a payment error calculation
appeal, the hearing officer reviews all
of the following:

(I) The reconsideration
written determination.

(2) Briefs addressing the reconsider-
ation decision.

(vii) Hearing procedures—(A) Authority
of the Hearing Officer. The hearing offi-
cer has full power to make rules and
establish procedures, consistent with
the law, regulations, and the Secretary
rulings. These powers include the au-
thority to dismiss the appeal with prej-
udice and take any other action which
the hearing officer considers appro-
priate, including for failure to comply
with such rules and procedures.

(B) The hearing is on the record. (1) Ex-
cept as specified in paragraph
(c)(viii)(B)(2) of this section, the hear-
ing officer is limited to the review of
the record.

(2)(1) Subject to the hearing officer’s
full discretion, the parties may request
a live or telephonic hearing regarding
some or all of the disputed medical
records.

(i1) The hearing officer may, on his or
her own-motion, schedule a live or tel-
ephonic hearing.

(3) The record is comprised of the fol-
lowing:

(1) Written decisions described at para-
graphs (¢)(6)(iv) and (7)(vi) of this sec-
tion.

(i1) Written briefs from the MA orga-
nization explaining why they believe
the reconsideration official’s deter-
mination was incorrect.

(iii) The Secretary’s optional brief
that responds to the MA organization’s
brief—

(4) The hearing officer neither re-
ceives testimony nor accepts any new
evidence that is not part of the record.

official’s

official’s

636



Centers for Medicare & Medicaid Services, HHS

(5) Either the MA organization or the
Secretary may ask the hearing officer
to rule on a motion for summary judg-
ment.

(viii) Hearing Officer decision. The
hearing officer decides whether to up-
hold or overturn the reconsideration
official’s decision, and sends a written
determination to CMS and the MA or-
ganization, explaining the basis for the
decision.

(ix) Computations based on Hearing Of-
ficer’s decision. (A) Once the hearing of-
ficer’s medical record review deter-
mination decision is considered final in
accordance with paragraph (c)(7)(x) of
this section, the Secretary recalculates
the MA organization’s RADV payment
error and issues a revised RADV audit
report superseding all prior RADV
audit reports to the appellant MA orga-
nization.

(B) For MA organizations appealing
the RADV payment error calculation
only, once the hearing officer’s pay-
ment error calculation decision is con-
sidered final in accordance with para-
graph (c¢)(7)(x) of this section, the Sec-
retary recalculates the MA organiza-
tion’s RADV payment error and issues
a revised RADV audit report super-
seding all prior RADV audit reports to
the appellant MA organization.

(x) Effect of the Hearing Officer’s deci-
sion. The hearing officer’s decision is
final unless the decision is reversed or
modified by the CMS Administrator.

(8) CMS Administrator review stage. (1)
A request for CMS Administrator re-
view must be made in writing and filed
with the CMS Administrator.

(ii) CMS or a MA organization that
has received a hearing officer’s deci-
sion and requests review by the CMS
Administrator must do so within 60
days of receipt of the hearing officer’s
decision.

(iii) After reviewing a request for re-
view, the CMS Administrator has the
discretion to elect to review the hear-
ing officer’s decision or to decline to
review the hearing officer’s decision. If
the CMS Administrator does not de-
cline to review or does not elect to re-
view within 90 days of receipt of either
the MA organization or CMS’s timely
request for review (whichever is later),
the hearing officer’s decision becomes
final.
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(iv) If the CMS Administrator elects
to review the hearing decision—

(A) The CMS Administrator acknowl-
edges the decision to review the hear-
ing decision in writing and notifies
CMS and the MA organization of their
right to submit comments within 15
days of the date of the issuance of the
notification that the Administrator
has elected to review the hearing deci-
sion; and

(B) [Reserved]

(v) The CMS Administrator renders
his or her final decision in writing
within 60 days of the date of the
issuance of the notice acknowledging
his or her decision to elect to review
the hearing officer’s decision.

(vi) The decision of the hearing offi-
cer is final if the CMS Administrator—

(A) Declines to review the hearing of-
ficer’s decision; or

(B) Does not decline to review or
elect to review within 90 days of the
date of the receipt of either the MA or-
ganization or CMS’s request for review
(whichever is later); or

(C) Does not make a decision within
60 days of the date of the issuance of
the notice acknowledging his or her de-
cision to elect to review the hearing of-
ficer’s decision.

(vii) Computations based on CMS Ad-
ministrator decision. (A) Once the CMS
Administrator’s medical record review
determination decision is considered
final in accordance with paragraph
(c)(8)(vi) of this section, the Secretary
recalculates the MA organization’s
RADV payment error and issues a re-
vised RADV audit report superseding
all prior RADV audit reports to the ap-
pellant MA organization.

(B) For MA organizations appealing
the RADV payment error calculation
only, once the CMS Administrator’s
payment error calculation decision is
considered final in accordance with
paragraph (c)(8)(vi) of this section, the
Secretary recalculates the MA organi-
zation’s RADV payment error and
issues a revised and final RADV audit
report superseding all prior RADV
audit reports to the appellant MA orga-
nization.

(9) Final agency action. In cases when
an MA organization files a payment
error calculation appeal subsequent to
a medical record review determination
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