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(2) Remit to HHS an amount equal to 
the product of its monthly enrollment 
in the risk adjustment covered plan 
multiplied by the per-enrollee-per- 
month risk adjustment user fee speci-
fied in the annual HHS notice of ben-
efit and payment parameters for the 
applicable benefit year. 

[77 FR 17248, Mar. 23, 2012, as amended at 78 
FR 15531, Mar. 11, 2013] 

§ 153.620 Compliance with risk adjust-
ment standards. 

(a) Issuer support of data validation. 
An issuer that offers risk adjustment 
covered plans must comply with any 
data validation requests by the State 
or HHS on behalf of the State. 

(b) Issuer records maintenance require-
ments. An issuer that offers risk adjust-
ment covered plans must also maintain 
documents and records, whether paper, 
electronic, or in other media, sufficient 
to enable the evaluation of the issuer’s 
compliance with applicable risk adjust-
ment standards, for each benefit year 
for at least 10 years, and must make 
those documents and records available 
upon request to HHS, the OIG, the 
Comptroller General, or their des-
ignees, or in a State where the State is 
operating risk adjustment, the State or 
its designee to any such entity, for pur-
poses of verification, investigation, 
audit or other review. 

(c) Audits. HHS or its designee may 
audit an issuer of a risk adjustment 
covered plan to assess its compliance 
with the requirements of this subpart 
and subpart H of this part. The issuer 
must ensure that its relevant contrac-
tors, subcontractors, or agents cooper-
ate with any audit under this section. 
If an audit results in a finding of mate-
rial weakness or significant deficiency 
with respect to compliance with any 
requirement of this subpart or subpart 
H of this part, the issuer must com-
plete all of the following: 

(1) Within 30 calendar days of the 
issuance of the final audit report, pro-
vide a written corrective action plan to 
HHS for approval. 

(2) Implement that plan. 

(3) Provide to HHS written docu-
mentation of the corrective actions 
once taken. 

[77 FR 17245, Mar. 23, 2012, as amended at 78 
FR 65095, Oct. 30, 2013; 79 FR 13836, Mar. 11, 
2014] 

§ 153.630 Data validation requirements 
when HHS operates risk adjust-
ment. 

(a) General requirement. An issuer of a 
risk adjustment covered plan in a 
State where HHS is operating risk ad-
justment on behalf of the State for the 
applicable benefit year must have an 
initial and second validation audit per-
formed on its risk adjustment data as 
described in this section. 

(b) Initial validation audit. (1) An 
issuer of a risk adjustment covered 
plan must engage one or more inde-
pendent auditors to perform an initial 
validation audit of a sample of its risk 
adjustment data selected by HHS. The 
issuer must provide HHS with the iden-
tity of the initial validation auditor, 
and must attest to the absence of con-
flicts of interest between the initial 
validation auditor (or the members of 
its audit team, owners, directors, offi-
cers, or employees) and the issuer (or 
its owners, directors, officers, or em-
ployees), to its knowledge, following 
reasonable investigation, and must at-
test that it has obtained an equivalent 
representation from the initial valida-
tion auditor, in a timeframe and man-
ner to be specified by HHS. 

(2) The issuer must ensure that the 
initial validation auditors are reason-
ably capable of performing an initial 
data validation audit according to the 
standards established by HHS for such 
audit, and must ensure that the audit 
is so performed. 

(3) The issuer must ensure that each 
initial validation auditor is reasonably 
free of conflicts of interest, such that 
it is able to conduct the initial valida-
tion audit in an impartial manner and 
its impartiality is not reasonably open 
to question. 

(4) The issuer must ensure validation 
of the accuracy of risk adjustment data 
for a sample of enrollees selected by 
HHS. The issuer must ensure that the 
initial validation audit findings are 
submitted to HHS in a manner and 
timeframe specified by HHS. 
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