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(f) Data security and transmission. (1) 
An issuer must submit the risk adjust-
ment data and source documentation 
for the initial and second validation 
audits specified by HHS to HHS or its 
designee in the manner and timeframe 
specified by HHS. 

(2) An issuer must ensure that it and 
its initial validation auditor comply 
with the security standards described 
at 45 CFR 164.308, 164.310, and 164.312 in 
connection with the initial validation 
audit, the second validation audit, and 
any appeal. 

(g) Exemptions. An issuer of a risk ad-
justment covered plan will be exempt-
ed by HHS from the data validation re-
quirement set forth in paragraph (b) of 
this section for a given benefit year if: 

(1) The issuer has 500 or fewer billable 
member months of enrollment in the 
individual, small group and merged 
markets (as applicable) for the applica-
ble benefit year, calculated on a State-
wide basis; 

(2) The issuer is at or below the ma-
teriality threshold as defined by HHS 
and is not selected by HHS to partici-
pate in the data validation require-
ments in an applicable benefit year 
under random and targeted sampling 
conducted approximately every 3 years 
(barring any risk-based triggers based 
on experience that will warrant more 
frequent audits); or 

(3) The issuer is in liquidation, or 
will enter liquidation no later than 
April 30th of the benefit year that is 2 
benefit years after the benefit year 
being audited, provided that: 

(i) The issuer provides to HHS, in the 
manner and timeframe specified by 
HHS, an attestation that the issuer is 
in liquidation or will enter liquidation 
no later than April 30th of the benefit 
year that is 2 benefit years after the 
benefit year being audited that is 
signed by an individual with the au-
thority to legally and financially bind 
the issuer; and 

(ii) The issuer is not a positive error 
rate outlier under the error estimation 
methodology in risk adjustment data 
validation for the prior benefit year of 
risk adjustment data validation. 

(iii) For purposes of this paragraph 
(g)(3), liquidation means that a State 
court has issued an order of liquidation 
for the issuer that fixes the rights and 

liabilities of the issuer and its credi-
tors, policyholders, shareholders, mem-
bers, and all other persons of interest. 

(4) The issuer only offered small 
group market carryover coverage dur-
ing the benefit year that is being au-
dited. 

(5) The issuer was the sole issuer in 
the state market risk pool during the 
benefit year that is being audited and 
did not participate in any other mar-
ket risk pools in the State during the 
benefit year that is being audited. 

[78 FR 15531, Mar. 11, 2013, as amended at 79 
FR 13836, Mar. 11, 2014; 81 FR 94174, Dec. 22, 
2016; 83 FR 17059, Apr. 17, 2018; 84 FR 17562, 
Apr. 25, 2019; 86 FR 24287, May 5, 2021; 88 FR 
25916, Apr. 27, 2023] 

Subpart H—Distributed Data Col-
lection for HHS-Operated Pro-
grams 

SOURCE: 78 FR 15531, Mar. 11, 2013, unless 
otherwise noted. 

§ 153.700 Distributed data environ-
ment. 

(a) Dedicated distributed data environ-
ments. For each benefit year in which 
HHS operates the risk adjustment or 
reinsurance program on behalf of a 
State, an issuer of a risk adjustment 
covered plan or a reinsurance-eligible 
plan in the State, as applicable, must 
establish a dedicated data environment 
and provide data access to HHS, in a 
manner and timeframe specified by 
HHS, for any HHS-operated risk ad-
justment and reinsurance program. 

(b) Timeline. An issuer must establish 
the dedicated data environment (and 
confirm proper establishment through 
successfully testing the environment 
to conform with applicable HHS stand-
ards for such testing) three months 
prior to the first date of full operation. 

§ 153.710 Data requirements. 

(a) Enrollment, claims, and encounter 
data. An issuer of a risk adjustment 
covered plan or a reinsurance-eligible 
plan in a State in which HHS is oper-
ating the risk adjustment or reinsur-
ance program, as applicable, must pro-
vide to HHS, through the dedicated 
data environment, access to enrollee- 
level plan enrollment data, enrollee 
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claims data, and enrollee encounter 
data as specified by HHS. 

(b) Claims data. All claims data sub-
mitted by an issuer of a risk adjust-
ment covered plan or a reinsurance-eli-
gible plan in a State in which HHS is 
operating the risk adjustment or rein-
surance program, as applicable, must 
have resulted in payment by the issuer 
(or payment of cost sharing by the en-
rollee). 

(c) Claims data from capitated plans. 
An issuer of a risk adjustment covered 
plan or a reinsurance-eligible plan in a 
State in which HHS is operating the 
risk adjustment or reinsurance pro-
gram, as applicable, that does not gen-
erate individual enrollee claims in the 
normal course of business must derive 
the costs of all applicable provider en-
counters using its principal internal 
methodology for pricing those encoun-
ters. If the issuer does not have such a 
methodology, or has an incomplete 
methodology, it must supplement the 
methodology in a manner that yields 
derived claims that are reasonable in 
light of the specific service and insur-
ance market that the plan is serving. 

(d) Final dedicated distributed data en-
vironment report. Within 15 calendar 
days of the date of the final dedicated 
distributed data environment report 
from HHS, the issuer must, in a format 
specified by HHS, either: 

(1) Confirm to HHS that the informa-
tion in the final report accurately re-
flects the data to which the issuer has 
provided access to HHS through its 
dedicated distributed data environ-
ment in accordance with § 153.700(a) for 
the benefit year specified in the report; 
or 

(2) Describe to HHS any discrepancy 
it identifies in the final dedicated dis-
tributed data environment report. 

(e) Materiality threshold. HHS will 
consider a discrepancy reported under 
paragraph (d)(2) of this section to be 
material if the amount in dispute is 
equal to or exceeds $100,000 or 1 percent 
of the total estimated transfer amount 
in the applicable State market risk 
pool, whichever is less. 

(f) Unresolved discrepancies. If a dis-
crepancy first identified in a final dedi-
cated distributed data environment re-
port in accordance with paragraph 
(d)(2) of this section remains unre-

solved after the issuance of the notifi-
cation of risk adjustment payments 
and charges or reinsurance payments 
under § 153.310(e) or § 153.240(b)(1)(ii), re-
spectively, an issuer of a risk adjust-
ment covered plan or reinsurance-eligi-
ble plan may make a request for recon-
sideration regarding such discrepancy 
under the process set forth in 
§ 156.1220(a) of this subchapter. 

(g) Evaluation of dedicated distributed 
data. If an issuer of a risk adjustment 
covered plan fails to provide sufficient 
required data, such that HHS cannot 
apply the applicable methodology to 
calculate the risk adjustment payment 
transfer amount for the risk adjust-
ment covered plan in a timely or ap-
propriate fashion, then HHS will assess 
a default risk adjustment charge under 
§ 153.740(b). If an issuer of a reinsurance 
eligible plan fails to provide data suffi-
cient for HHS to calculate reinsurance 
payments, the issuer will forfeit rein-
surance payments for claims it fails to 
submit. 

(1) Data quantity. An issuer of a risk 
adjustment covered plan or a reinsur-
ance-eligible plan must provide, in a 
format and on a timeline specified by 
HHS, data on its total enrollment and 
claims counts by market, which HHS 
may use in evaluating whether the 
issuer provided access in the dedicated 
distributed data environment to a suf-
ficient quantity of data to meet rein-
surance and risk adjustment data re-
quirements. 

(2) Data quality. If, following the 
deadline for submission of data speci-
fied in § 153.730, HHS identifies an 
outlier that would cause the data that 
a risk adjustment covered plan or a re-
insurance-eligible plan made available 
through a dedicated distributed data 
environment to fail HHS’s data quality 
thresholds, the issuer may, within 10 
calendar days of receiving notification 
of the outlier, submit an explanation of 
the outlier for HHS to consider in de-
termining whether the issuer met the 
reinsurance and risk adjustment data 
requirements. 

(h) Risk corridors and MLR reporting. 
Except as provided in paragraph (h)(3) 
of this section: 

(1) Notwithstanding any discrepancy 
report made under paragraph (d)(2) of 
this section, any discrepancy filed 
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under § 153.630(d)(2) or (3), or any re-
quest for reconsideration under 
§ 156.1220(a) of this subchapter with re-
spect to any risk adjustment payment 
or charge, including an assessment of 
risk adjustment user fees and risk ad-
justment data validation adjustments; 
reinsurance payment; cost-sharing re-
duction payment or charge; or risk cor-
ridors payment or charge, unless the 
dispute has been resolved, an issuer 
must report, for purposes of the risk 
corridors and medical loss ratio (MLR) 
programs: 

(i) The risk adjustment payment to 
be made or charge assessed, including 
an assessment of risk adjustment user 
fees, by HHS in the notification pro-
vided under § 153.310(e); 

(ii) The reinsurance payment to be 
made by HHS in the notification pro-
vided under § 153.240(b)(1)(ii); 

(iii) A cost-sharing reduction amount 
equal to the actual amount of cost- 
sharing reductions for the benefit year 
as calculated under § 156.430(c) of this 
subchapter, to the extent not reim-
bursed to the provider furnishing the 
item or service; 

(iv) For medical loss ratio reporting 
only, the risk corridors payment to be 
made or charge assessed by HHS under 
§ 153.510; and 

(v) The risk adjustment data valida-
tion adjustment calculated by HHS in 
the applicable benefit year’s Summary 
Report of Benefit Year Risk Adjust-
ment Data Validation Adjustments to 
Risk Adjustment Transfers. 

(2) An issuer must report during the 
current MLR and risk corridors report-
ing year any adjustment made or ap-
proved by HHS for any risk adjustment 
payment or charge, including an as-
sessment of risk adjustment user fees 
and risk adjustment data validation 
adjustments; any reinsurance payment; 
any cost-sharing reduction payment or 
charge; or any risk corridors payment 
or charge before August 15, or the next 
applicable business day, of the current 
MLR and risk corridors reporting year 
unless instructed otherwise by HHS. 
An issuer must report any adjustment 
made or approved by HHS for any risk 
adjustment payment or charge, includ-
ing an assessment of risk adjustment 
user fees and risk adjustment data val-
idation adjustments; any reinsurance 

payment; any cost-sharing reduction 
payment or charge; or any risk cor-
ridors payment or charge where such 
adjustment has not been accounted for 
in a prior MLR and Risk Corridors An-
nual Reporting Form, in the MLR and 
Risk Corridors Annual Reporting Form 
for the following reporting year. 

(3) In cases where HHS reasonably de-
termines that the reporting instruc-
tions in paragraph (h)(1) or (2) of this 
section would lead to unfair or mis-
leading financial reporting, issuers 
must correct their data submissions in 
a form and manner to be specified by 
HHS. 

[78 FR 15531, Mar. 11, 2013, as amended at 79 
FR 13837, Mar. 11, 2014; 81 FR 12335, Mar. 8, 
2016; 86 FR 24288, May 5, 2021; 87 FR 27387, 
May 6, 2022; 88 FR 25916, Apr. 27, 2023] 

§ 153.720 Establishment and usage of 
masked enrollee identification num-
bers. 

(a) Enrollee identification numbers. An 
issuer of a risk adjustment covered 
plan or a reinsurance-eligible plan in a 
State in which HHS is operating the 
risk adjustment or reinsurance pro-
gram, as applicable, must— 

(1) Establish a unique masked en-
rollee identification number for each 
enrollee; and 

(2) Maintain the same masked en-
rollee identification number for an en-
rollee across enrollments or plans 
within the issuer, within the State, 
during a benefit year. 

(b) Prohibition on personally identifi-
able information. An issuer of a risk ad-
justment covered plan or a reinsur-
ance-eligible plan in a State in which 
HHS is operating the risk adjustment 
or reinsurance program on behalf of 
the State, as applicable, may not— 

(1) Include enrollee’s personally iden-
tifiable information in the masked en-
rollee identification number; or 

(2) Use the same masked enrollee 
identification number for different en-
rollees enrolled with the issuer. 

§ 153.730 Deadline for submission of 
data. 

A risk adjustment covered plan or a 
reinsurance-eligible plan in a State in 
which HHS is operating the risk ad-
justment or reinsurance program, as 
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