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Subpart A—General Provisions

§153.10 Basis and scope.

(a) Basis. This part is based on the
following sections of title I of the Af-
fordable Care Act (Pub. L. 111-148, 24
Stat. 119):
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(1) Section 1321. State flexibility in
operation and enforcement of Ex-
changes and related requirements.

(2) Section 1341. Transitional reinsur-
ance program for individual market in
each State.

(3) Section 1342. Establishment of
risk corridors for plans in individual
and small group markets.

(4) Section 1343. Risk adjustment.

(b) Scope. This part establishes stand-
ards for the establishment and oper-
ation of a transitional reinsurance pro-
gram, temporary risk corridors pro-
gram, and a permanent risk adjust-
ment program.

§153.20 Definitions.

The following definitions apply to
this part, unless the context indicates
otherwise:

Alternate risk adjustment methodology
means a risk adjustment methodology
proposed by a State for use instead of
a Federally certified risk adjustment
methodology that has not yet been cer-
tified by HHS.

Applicable reinsurance entity means a
not-for-profit organization that is ex-
empt from taxation under Chapter 1 of
the Internal Revenue Code of 1986 that
carries out reinsurance functions under
this part on behalf of the State. An en-
tity is not an applicable reinsurance
entity to the extent it is carrying out
reinsurance functions under subpart C
of this part on behalf of HHS.

Attachment point means the threshold
dollar amount for claims costs incurred
by a health insurance issuer for an en-
rolled individual’s covered benefits in a
benefit year, after which threshold the
claims costs for such benefits are eligi-
ble for reinsurance payments.

Benefit year has the meaning given to
the term in §155.20 of this subchapter.

Calculation of payments and charges
means the methodology applied to plan
average actuarial risk to determine
risk adjustment payments and charges
for a risk adjustment covered plan.

Calculation of plan average actuarial
risk means the specific procedures used
to determine plan average actuarial
risk from individual risk scores for a
risk adjustment covered plan, includ-
ing adjustments for variable rating and
the specification of the risk pool from

§153.20

which average actuarial risk is to be
calculated.

Coinsurance rate means the rate at
which the applicable reinsurance enti-
ty will reimburse the health insurance
issuer for claims costs incurred for an
enrolled individual’s covered benefits
in a benefit year after the attachment
point and before the reinsurance cap.

Contributing entity means—

(1) A health insurance issuer; or

(2) For the 2014 benefit year, a self-in-
sured group health plan (including a
group health plan that is partially self-
insured and partially insured, where
the health insurance coverage does not
constitute major medical coverage),
whether or not it uses a third party ad-
ministrator; and for the 2015 and 2016
benefit years, a self-insured group
health plan (including a group health
plan that is partially self-insured and
partially insured, where the health in-
surance coverage does not constitute
major medical coverage) that uses a
third party administrator in connec-
tion with claims processing or adju-
dication (including the management of
internal appeals) or plan enrollment
for services other than for pharmacy
benefits or excepted benefits within the
meaning of section 2791(c) of the PHS
Act. Notwithstanding the foregoing, a
self-insured group health plan that
uses an unrelated third party to obtain
provider network and related claim re-
pricing services, or uses an unrelated
third party for up to 5 percent of
claims processing or adjudication or
plan enrollment, will not be deemed to
use a third party administrator, based
on either the number of transactions
processed by the third party, or the
value of the claims processing and ad-
judication and plan enrollment serv-
ices provided by the third party. A self-
insured group health plan that is a con-
tributing entity is responsible for the
reinsurance contributions, although it
may elect to use a third party adminis-
trator or administrative services-only
contractor for transfer of the reinsur-
ance contributions.

Contribution rate means, with respect
to a benefit year, the per -capita
amount each contributing entity must
pay for a reinsurance program estab-
lished under this part with respect to
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each reinsurance contribution enrollee
who resides in that State.

Exchange has the meaning given to
the term in §155.20 of this subchapter.

Federally certified risk adjustment
methodology means a risk adjustment
methodology that either has been de-
veloped and promulgated by HHS, or
has been certified by HHS.

Grandfathered health plan has the
meaning given to the term in
§147.140(a) of this subchapter.

Group health plan has the meaning
given to the term in §144.103 of this
subchapter.

Health insurance coverage has the
meaning given to the term in §144.103
of this subchapter.

Health insurance issuer or issuer has
the meaning given to the term in
§144.103 of this subchapter.

Health plan has the meaning given to
the term in section 1301(b)(1) of the Af-
fordable Care Act.

Individual market has the meaning
given to the term in §144.103 of this
subchapter.

Individual risk score means a relative
measure of predicted health care costs
for a particular enrollee that is the re-
sult of a risk adjustment model.

Major medical coverage means, for pur-
poses only of the requirements related
to reinsurance contributions under sec-
tion 1341 of the Affordable Care Act, a
catastrophic plan, an individual or a
small group market plan subject to the
actuarial value requirements under
§156.140 of this subchapter, or health
coverage for a broad range of services
and treatments provided in various set-
tings that provides minimum value as
defined in §156.145 of this subchapter.

Qualified employer has the meaning
given to the term in §155.20 of this sub-
chapter.

Qualified individual has the meaning
given to the term in §155.20 of this sub-
chapter.

Reinsurance cap means the threshold
dollar amount for claims costs incurred
by a health insurance issuer for an en-
rolled individual’s covered benefits,
after which threshold, the claims costs
for such benefits are no longer eligible
for reinsurance payments.

Reinsurance contribution enrollee
means an individual covered by a plan

45 CFR Subtitle A (10-1-23 Edition)

for which reinsurance contributions
must be made pursuant to §153.400.

Reinsurance-eligible plan means, for
the purpose of the reinsurance pro-
gram, any health insurance coverage
offered in the individual market, ex-
cept for grandfathered plans and health
insurance coverage not required to sub-
mit reinsurance contributions under
§153.400(a).

Risk adjustment covered plan means,
for the purpose of the risk adjustment
program, any health insurance cov-
erage offered in the individual or small
group market with the exception of
grandfathered health plans, group
health insurance coverage described in
§146.145(b) of this subchapter, indi-
vidual health insurance coverage de-
scribed in §148.220 of this subchapter,
and any plan determined not to be a
risk adjustment covered plan in the ap-
plicable Federally certified risk adjust-
ment methodology.

Risk adjustment data means all data
that are used in a risk adjustment
model, the calculation of plan average
actuarial risk, or the calculation of
payments and charges, or that are used
for validation or audit of such data.

Risk adjustment data collection ap-
proach means the specific procedures
by which risk adjustment data is to be
stored, collected, accessed, trans-
mitted, and validated and the applica-
ble timeframes, data formats, and pri-
vacy and security standards.

Risk adjustment methodology means
the risk adjustment model, the cal-
culation of plan average actuarial risk,
the calculation of payments and
charges, the risk adjustment data col-
lection approach, and the schedule for
the risk adjustment program.

Risk adjustment model means an actu-
arial tool used to predict health care
costs based on the relative actuarial
risk of enrollees in risk adjustment
covered plans.

Risk pool means the State-wide popu-
lation across which risk is distributed.

Small group market has the meaning
given to the term in section 1304(a)(3)
of the Affordable Care Act.
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State has the meaning given to the
term in §155.20 of this subchapter.

[77 FR 17245, Mar. 23, 2012, as amended at 78
FR 15525, Mar. 11, 2013; 78 FR 54133, Aug. 30,
2013; 78 FR 65093, Oct. 30, 2013; 79 FR 13834,
Mar. 11, 2014; 79 FR 36432, June 27, 2014; 81 FR
94174, Dec. 22, 2016; 84 FR 17561, Apr. 25, 2019]

Subpart B—State Notice of Benefit
and Payment Parameters

§153.100 State notice of benefit and
payment parameters.

(a) General requirement for reinsurance.
A State establishing a reinsurance pro-
gram must issue an annual notice of
benefit and payment parameters spe-
cific to that State if that State elects
to:

(1) Modify the data requirements for
health insurance issuers to receive re-
insurance payments from those speci-
fied in the annual HHS notice of ben-
efit and payment parameters for the
applicable benefit year;

(2) Collect additional reinsurance
contributions under §153.220(d)(1) or
use additional funds for reinsurance
payments under §153.220(d)(2); or

(3) Use more than one applicable re-
insurance entity; or

(b) Risk adjustment requirements. A
State operating a risk adjustment pro-
gram must issue an annual notice of
benefit and payment parameters spe-
cific to that State setting forth the
risk adjustment methodology and data
validation standards it will use.

(c) State notice deadlines. If a State is
required to publish an annual State no-
tice of benefit and payment parameters
for a particular benefit year, it must do
so by the later of March 1 of the cal-
endar year prior to the applicable ben-
efit year, or by the 30th day following
the publication of the final HHS notice
of benefit and payment parameters for
that benefit year.

(d) State failure to publish notice. Any
State establishing a reinsurance pro-
gram or operating a risk adjustment
program that fails to publish a State
notice of benefit and payment param-
eters within the period specified in
paragraph (c) of this section must—

(1) Adhere to the data requirements
for health insurance issuers to receive
reinsurance payments that are speci-
fied in the annual HHS notice of ben-

§153.110

efit and payment parameters for the
applicable benefit year;

(2) Forgo the collection of additional
reinsurance contributions under
§153.220(d)(1) and the use of additional
funds for reinsurance payments under
§153.220(d)(2);

(3) Forgo the use of more than one
applicable reinsurance entity;

(4) Adhere to the risk adjustment
methodology and data validation
standards published in the annual HHS
notice of benefit and payment param-
eters for use by HHS when operating
risk adjustment on behalf of a State.

[77 FR 17245, Mar. 23, 2012, as amended at 78
FR 15525, Mar. 11, 2013; 80 FR 10862, Feb. 27,
2015]

§153.110 Standards for the State no-
tice of benefit and payment param-
eters.

(a) Data requirements. If a State that
establishes a reinsurance program
elects to modify the data requirements
for health insurance issuers to receive
reinsurance payments from those spec-
ified in the annual HHS notice of ben-
efit and payment parameters for the
applicable benefit year, the State no-
tice of benefit and payment parameters
must specify those modifications.

(b) Additional collections. If a State
that establishes a reinsurance program
elects to collect additional funds under
§153.220(d)(1) or use additional funds for
reinsurance payments under
§153.220(d)(2), the State must publish in
the State notice of benefit and pay-
ment parameters the following:

(1) A description of the purpose of the
additional collection, including wheth-
er it will be used to cover reinsurance
payments made under §153.232, admin-
istrative costs, or both;

(2) The additional contribution rate
at which the funds will be collected;
and

(3) If the purpose of the additional
collection includes reinsurance pay-
ments (or if the State is using addi-
tional funds for reinsurance payments
under §153.220(d)(2)), the State supple-
mental reinsurance payment param-
eters required under §153.232.

(c) Multiple reinsurance entities. If a
State plans to use more than one appli-
cable reinsurance entity, the State
must publish in the State notice of
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benefit and payment parameters, for
each applicable reinsurance entity—

(1) The geographic boundaries for
that entity;

(2) An estimate of the number of en-
rollees in the individual market within
those boundaries;

(3) An estimate of the amount of re-
insurance payments that will be made
to issuers with respect to enrollees
within those boundaries.

(d) Risk adjustment content. A State
operating a risk adjustment program
must provide the information set forth
in §153.330(a) and the data validation
standards set forth pursuant to §153.350
in the State notice of benefit and pay-
ment parameters.

[77 FR 17245, Mar. 23, 2012, as amended at 78
FR 15525, Mar. 11, 2013]

Subpart C—State Standards Re-
lated to the Reinsurance Pro-
gram

§153.200 [Reserved]

§153.210 State establishment of a rein-
surance program.

(a) General requirement. Each State is
eligible to establish a reinsurance pro-
gram for the years 2014 through 2016.

(1) If a State establishes a reinsur-
ance program, the State must enter
into a contract with one or more appli-
cable reinsurance entities to carry out
the provisions of this subpart.

(2) If a State contracts with or estab-
lishes more than one applicable rein-
surance entity, the State must ensure
that each applicable reinsurance entity
operates in a distinct geographic area
with no overlap of jurisdiction with
any other applicable reinsurance enti-
ty.

(3) A State may permit an applicable
reinsurance entity to subcontract spe-
cific administrative functions required
under this subpart and subpart E of
this part.

(4) A State must review and approve
subcontracting arrangements to ensure
efficient and appropriate expenditures
of administrative funds collected under
this subpart.

(6) A State must ensure that the ap-
plicable reinsurance entity completes
all reinsurance-related activities for
benefit years 2014 through 2016 and any

45 CFR Subtitle A (10-1-23 Edition)

activities required to be undertaken in
subsequent periods.

(b) Multi-State reinsurance arrange-
ments. Multiple States may contract
with a single entity to serve as an ap-
plicable reinsurance entity for each
State. In such a case, the reinsurance
programs for those States must be op-
erated as separate programs.

(c) Non-electing States. HHS will es-
tablish a reinsurance program for each
State that does not elect to establish
its own reinsurance program.

(d) Oversight. Each State that estab-
lishes a reinsurance program must en-
sure that the applicable reinsurance
entity complies with all provisions of
this subpart and subpart E of this part
throughout the duration of its con-
tract.

(e) Reporting to HHS. Each State that
establishes a reinsurance program
must ensure that each applicable rein-
surance entity provides information re-
garding requests for reinsurance pay-
ments under the national contribution
rate made under §153.410 for all rein-
surance-eligible plans for each quarter
during the applicable benefit year in a
manner and timeframe established by
HHS.

[77 FR 17245, Mar. 23, 2012, as amended at 78
FR 15525, Mar. 11, 2013]

§153.220 Collection of
contribution funds.

(a) Collections. If a State establishes a
reinsurance program, HHS will collect
all reinsurance contributions from all
contributing entities for that State
under the national contribution rate.

(b) Contribution funding. Reinsurance
contributions collected must fund the
following:

(1) Reinsurance payments that will
total, on a national basis, $10 billion in
2014, $6 billion in 2015, and $4 billion in
2016;

(2) U.S. Treasury contributions that
will total, on a national basis, $2 bil-
lion in 2014, $2 billion in 2015, and $1
billion in 2016; and

(3) Administrative expenses of the ap-
plicable reinsurance entity or HHS
when performing reinsurance functions
under this subpart.

(c) National contribution rate. HHS
will set in the annual HHS notice of
benefit and payment parameters for

reinsurance
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the applicable benefit year the na-
tional contribution rate and the pro-
portion of contributions collected
under the national contribution rate to
be allocated to:

(1) Reinsurance payments;

(2) Payments to the U.S. Treasury as
described in paragraph (b)(2) of this
section; and

(3) Administrative expenses of the ap-
plicable reinsurance entity or HHS
when performing reinsurance functions
under this subpart.

(d) Additional State collections. If a
State establishes a reinsurance pro-
gram:

(1) The State may elect to collect
more than the amounts that would be
collected based on the national con-
tribution rate set forth in the annual
HHS notice of benefit and payment pa-
rameters for the applicable benefit
year to provide:

(i) Funding for administrative ex-
penses of the applicable reinsurance
entity; or

(ii) Additional funds for reinsurance
payments.

(2) A State may use additional funds
which were not collected as additional
reinsurance contributions under this
part for reinsurance payments under
the State supplemental payment pa-
rameters under §153.232.

[77 FR 17245, Mar. 23, 2012, as amended at 77
FR 29236, May 17, 2012, 78 FR 15525, Mar. 11,
2013; 78 FR 66655, Nov. 6, 2013]

§153.230 Calculation of reinsurance
payments made under the national
contribution rate.

(a) Eligibility for reinsurance payments
under the national reinsurance param-
eters. A health insurance issuer of a re-
insurance-eligible plan becomes eligi-
ble for reinsurance payments from con-
tributions collected under the national
contribution rate when its claims costs
for an individual enrollee’s covered
benefits in a benefit year exceed the
national attachment point.

(b) National reinsurance payment pa-
rameters. The national reinsurance pay-
ment parameters for each benefit year
commencing in 2014 and ending in 2016
set forth in the annual HHS notice of
benefit and payment parameters for
each applicable benefit year will apply
with respect to reinsurance payments

§153.232

made from contributions received
under the national contribution rate.

(c) National reinsurance payments.
Each reinsurance payment made from
contributions received under the na-
tional contribution rate will be cal-
culated as the product of the national
coinsurance rate multiplied by the
health insurance issuer’s claims costs
for an individual enrollee’s covered
benefits that the health insurance
issuer incurs in the applicable benefit
year between the national attachment
point and the national reinsurance cap.

(d) Uniform adjustment to national re-
insurance payments. If HHS determines
that all reinsurance payments re-
quested under the national payment
parameters from all reinsurance-eligi-
ble plans in all States for a benefit
year will not be equal to the amount of
all reinsurance contributions collected
for reinsurance payments under the na-
tional contribution rate in all States
for an applicable benefit year, HHS will
determine a uniform pro rata adjust-
ment to be applied to all such requests
for reinsurance payments for all
States. Each applicable reinsurance en-
tity, or HHS on behalf of a State, must
reduce or increase the reinsurance pay-
ment amounts for the applicable ben-
efit year by any adjustment required
under this paragraph (d).

[78 FR 15526, Mar. 11, 2013, as amended at 78
FR 66655, Nov. 6, 2013; 79 FR 13835, Mar. 11,
2014]

§153.232 Calculation of reinsurance
payments made under a State addi-
tional contribution rate.

(a) State supplemental reinsurance pay-
ment parameters. (1) If a State estab-
lishes a reinsurance program and elects
to collect additional contributions
under §153.220(d)(1)(ii) or use additional
funds for reinsurance payments under
§153.220(d)(2), the State must set sup-
plemental reinsurance payment param-
eters using one or more of the fol-
lowing methods:

(i) Decreasing the national attach-
ment point;

(ii) Increasing the national reinsur-
ance cap; or

(iii) Increasing the national coinsur-
ance rate.

(2) The State must ensure that addi-
tional reinsurance contributions and

295

11:32 Nov 02, 2023 Jkt 259202 PO 00000 Frm 00305 Fmt8010 Sfmt8010 Q:\45\45V2.TXT PC31



aworley on LAPBHBH6L3 with DISTILLER

VerDate Sep<11>2014

§153.232

funds projected to be received under
§153.220(d)(1)(ii) and §153.220(d)(2), as
applicable, for any applicable benefit
year are reasonably calculated to cover
additional reinsurance payments that
are projected to be made only under
the State supplemental reinsurance
payment parameters (that will not be
paid under the national payment pa-
rameters) for the given benefit year.

(3) All applicable reinsurance entities
in a State collecting additional rein-
surance contributions must apply the
State supplemental reinsurance pay-
ment parameters established under
paragraph (a)(l) of this section when
calculating reinsurance payments.

(b) General requirement for payments
under State supplemental reinsurance pa-
rameters. Contributions collected under
§153.220(d)(1)(ii) or funds under
§153.220(d)(2), as applicable, must be ap-
plied towards requests for reinsurance
payments made under the State supple-
mental reinsurance payments param-
eters for each benefit year commencing
in 2014 and ending in 2016.

(c) Eligibility for reinsurance payments
under State supplemental reinsurance pa-
rameters. If a State establishes State
supplemental reinsurance payment pa-
rameters under §153.232(a)(1), a reinsur-
ance-eligible plan becomes eligible for
reinsurance payments from contribu-
tions under §153.220(d)(1)(ii) or funds
under §153.220(d)(2), as applicable, if its
incurred claims costs for an individual
enrollee’s covered benefits in the appli-
cable benefit year:

(1) Exceed the State supplemental at-
tachment point set forth in the State
notice of benefit and payment param-
eters for the applicable benefit year if
a State has established such a supple-
mental attachment point under
§153.232(a)(1)(1);

(2) Exceed the national reinsurance
cap set forth in the annual HHS notice
of benefit and payment parameters for
the applicable benefit year if a State
has established a State supplemental
reinsurance cap under §153.232(a)(1)(ii);
or

(3) Exceed the national attachment
point set forth in the annual HHS no-
tice of benefit and payment parameters
for the applicable benefit year if a
State has established a supplemental

45 CFR Subtitle A (10-1-23 Edition)
coinsurance rate under
§153.232(a)(1)(ii).

(d) Payments under State supplemental
reinsurance parameters. Each reinsur-
ance payment made from contributions
received under §153.220(d)(1)(ii) or funds
under §153.220(d)(2), as applicable, will
be calculated with respect to an
issuer’s incurred claims costs for an in-
dividual enrollee’s covered benefits in
the applicable benefit year as the sum
of the following:

(1) If the State has established a
State supplemental attachment point,
to the extent the issuer’s incurred
claims costs for such benefits in the ap-
plicable benefit year exceed the State
supplemental attachment point but do
not exceed the national attachment
point, the product of such claims costs
between the State supplemental at-
tachment point and the national at-
tachment point multiplied by the na-
tional coinsurance rate (or, if the State
has established a State supplemental
coinsurance rate, the State supple-
mental coinsurance rate);

(2) If the State has established a
State supplemental reinsurance cap, to
the extent the issuer’s incurred claims
costs for such benefits in the applicable
benefit year exceed the national rein-
surance cap but do not exceed the
State supplemental reinsurance cap,
the product of such claims costs be-
tween the national reinsurance cap and
the State supplemental reinsurance
cap multiplied by the national coinsur-
ance rate (or, if the State has estab-
lished a State supplemental coinsur-
ance rate, the State supplemental coin-
surance rate); and

(3) If the State has established a
State supplemental coinsurance rate,
the product of the issuer’s incurred
claims costs for such benefits in the ap-
plicable benefit year between the na-
tional attachment point and the na-
tional reinsurance cap multiplied by
the difference between the State sup-
plemental coinsurance rate and the na-
tional coinsurance rate.

(e) Uniform adjustment to payments
under State supplemental reinsurance
payment parameters. If all requested re-
insurance payments under the State
supplemental reinsurance parameters
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calculated in accordance with para-
graph (a)(1) of this section from all re-
insurance-eligible plans in a State for a
benefit year will exceed all reinsurance
contributions collected under
§153.220(d)(1)(ii) or funds under
§153.220(d)(2) for the applicable benefit
year, the State must determine a uni-
form pro rata adjustment to be applied
to all such requests for reinsurance
payments. Each applicable reinsurance
entity in the State must reduce all
such requests for reinsurance payments
for the applicable benefit year by that
adjustment.

(f) Limitations on payments under State
supplemental reinsurance parameters. A
State must ensure that:

(1) The payments made to issuers
must not exceed the issuer’s total paid
amount for the reinsurance-eligible
claim(s); and

(2) Any remaining additional funds
for reinsurance payments collected
under §153.220(d)(1)(ii) must be used for
reinsurance payments under the State
supplemental reinsurance payment pa-
rameters in subsequent benefit years.

[78 FR 15526, Mar. 11, 2013]

§153.234 Eligibility under health in-
surance market rules.

A reinsurance-eligible plan’s covered
claims costs for an enrollee incurred
prior to the application of the fol-
lowing provisions do not count towards
either the national reinsurance pay-
ment parameters or the State supple-
mental reinsurance payment param-
eters: 45 CFR 147.102, 147.104 (subject to
147.145), 147.106 (subject to 147.145),
156.80, and subpart B of part 156.

[78 FR 15527, Mar. 11, 2013]

§153.235 Allocation and distribution of
reinsurance contributions

(a) Allocation of reinsurance contribu-
tions. HHS will allocate and disburse to
each State operating reinsurance (and
will distribute directly to issuers if
HHS is operating reinsurance on behalf
of a State), reinsurance contributions
collected from contributing entities
under the national contribution rate
for reinsurance payments. The dis-
bursed funds would be based on the
total requests for reinsurance pay-
ments made under the national rein-

§153.240

surance payment parameters in all
States and submitted under §153.410,
net of any adjustment under
§153.230(d).

(b) Excess reinsurance contributions.
Any reinsurance contributions col-
lected from contributing entities under
the national contribution rate for rein-
surance payments for any benefit year
but unused for the applicable benefit
yvear will be used for reinsurance pay-
ments under the national reinsurance
payment parameters for subsequent
benefit years.

[78 FR 15527, Mar. 11, 2013]

§153.240 Disbursement of reinsurance
payments.

(a) Data collection. If a State estab-
lishes a reinsurance program, the State
must ensure that the applicable rein-
surance entity:

(1) Collects data required to deter-
mine reinsurance payments as de-
scribed in §§153.230 and 153.232, as appli-
cable, from an issuer of reinsurance-el-
igible plans or is provided access to
such data, according to the data re-
quirements specified by the State in
the State notice of benefit and pay-
ment parameters described in subpart
B of this part.

(2) Makes reinsurance payments to
the issuer of a reinsurance-eligible plan
after receiving a valid claim for pay-
ment from that health insurance issuer
in accordance with the requirements of
§153.410.

(3) Provides a process through which
an issuer of a reinsurance-eligible plan
that does not generate individual en-
rollee claims in the normal course of
business may use estimated claims
costs to make a request for payment
(or to submit data to be considered for
reinsurance payments) in accordance
with the requirements of §153.410. The
State must ensure that such requests
for reinsurance payment (or a subset of
such requests) are subject to valida-
tion.

(b) Notification of reinsurance pay-
ments. For each applicable benefit year,

(1) A State, or HHS on behalf of the
State, must notify issuers annually of:

(i) Reinsurance payments under the
national payment parameters, and
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§153.250

(ii) Reinsurance payments under the
State supplemental payment param-
eters if applicable, to be made for the
applicable benefit year no later than
June 30 of the year following the appli-
cable benefit year.

(2) A State must provide to each
issuer of a reinsurance-eligible plan the
calculation of total reinsurance pay-
ment requests, on a quarterly basis
during the applicable benefit year in a
timeframe and manner specified by
HHS, made under:

(i) The national reinsurance payment
parameters, and

(ii) State supplemental reinsurance
payments parameters if applicable.

(c) Maintenance of records. If a State
establishes a reinsurance program, the
State must maintain documents and
records relating to the reinsurance pro-
gram, whether paper, electronic, or in
other media, for each benefit year for
at least 10 years, and make them avail-
able upon request from HHS, the OIG,
the Comptroller General, or their des-
ignees, to any such entity. The docu-
ments and records must be sufficient to
enable the evaluation of the State-op-
erated reinsurance program’s compli-
ance with Federal standards. The State
must also ensure that its contractors,
subcontractors, and agents similarly
maintain and make relevant docu-
ments and records available upon re-
quest from HHS, the OIG, the Comp-
troller General, or their designees, to
any such entity.

(d) Privacy and security. (1) If a State
establishes a reinsurance program, the
State must ensure that the applicable
reinsurance entity’s collection of per-
sonally identifiable information is lim-
ited to information reasonably nec-
essary for use in the calculation of re-
insurance payments, and that use and
disclosure of personally identifiable in-
formation is limited to those purposes
for which the personally identifiable
information was collected (including
for purposes of data validation).

(2) If a State establishes a reinsur-
ance program, the State must ensure
that the applicable reinsurance entity
implements security standards that
provide administrative, physical, and
technical safeguards for the personally
identifiable information consistent

45 CFR Subtitle A (10-1-23 Edition)

with the security standards described
at 45 CFR 164.308, 164.310, and 164.312.

[77 FR 17247, Mar. 23, 2012, as amended at 78
FR 15527, Mar. 11, 2013; 78 FR 65093, Oct. 30,
2013]

§153.250 Coordination with high-risk
pools.

(a) General requirement. The State
must eliminate or modify any State
high-risk pool to the extent necessary
to carry out the reinsurance program
established under this subpart.

(b) Coordination with high-risk pools.
The State may coordinate the State
high-risk pool with the reinsurance
program to the extent that the State
high-risk pool conforms to the provi-
sions of this subpart.

§153.260 General oversight require-
ments for State-operated reinsur-
ance programs.

(a) Accounting requirements. A State
that establishes a reinsurance program
must ensure that its applicable rein-
surance entity keeps an accounting for
each benefit year of:

(1) All reinsurance contributions re-
ceived from HHS for reinsurance pay-
ments and for administrative expenses;

(2) All claims for reinsurance pay-
ments received from issuers of reinsur-
ance-eligible plans;

(3) All reinsurance payments made to
issuers of reinsurance-eligible plans;
and

(4) All administrative expenses in-
curred for the reinsurance program.

(b) State summary report. A State that
establishes a reinsurance program
must submit to HHS and make public a
report on its reinsurance program oper-
ations for each benefit year in the
manner and timeframe specified by
HHS. The report must summarize the
accounting for the benefit year kept
pursuant to paragraph (a) of this sec-
tion.

(c) Independent external audit. A State
that establishes a reinsurance program
must engage an independent qualified
auditing entity to perform a financial
and programmatic audit for each ben-
efit year of its State-operated reinsur-
ance program in accordance with gen-
erally accepted auditing standards
(GAAS). The State must:
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(1) Provide to HHS the results of the
audit, in the manner and timeframe to
be specified by HHS;

(2) Ensure that the audit addresses
the prohibitions set forth in §153.265;

(3) Identify to HHS any material
weakness or significant deficiency
identified in the audit, and address in
writing to HHS how the State intends
to correct any such material weakness
or significant deficiency; and

(4) Make public a summary of the re-
sults of the audit, including any mate-
rial weakness or significant deficiency
and how the State intends to correct
the material weakness or significant
deficiency, in the manner and time-
frame to be specified by HHS.

[78 FR 65093, Oct. 30, 2013]

§153.265 Restrictions on use of rein-
surance funds for administrative
expenses.

A State that establishes a reinsur-
ance program must ensure that its ap-
plicable reinsurance entity does not
use any funds for the support of rein-
surance operations, including any rein-
surance contributions provided under
the national contribution rate for ad-
ministrative expenses, for any of the
following purposes:

(a) Staff retreats;

(b) Promotional giveaways;

(c) Excessive executive compensa-
tion; or

(d) Promotion of Federal or State
legislative or regulatory modifications.

[78 FR 65093, Oct. 30, 2013]

§153.270 HHS audits of State-operated
reinsurance programs.

(a) Audits. HHS or its designee may
conduct a financial and programmatic
audit of a State-operated reinsurance
program to assess compliance with the
requirements of this subpart or subpart
B of this part. A State that establishes
a reinsurance program must ensure
that its applicable reinsurance entity
and any relevant contractors, sub-
contractors, or agents cooperate with
any audit under this section.

(b) Action on audit findings. If an
audit results in a finding of material
weakness or significant deficiency with
respect to compliance with any re-
quirement of this subpart or subpart B,

§153.310

the State must ensure that the applica-
ble reinsurance entity:

(1) Within 60 calendar days of the
issuance of the final audit report, pro-
vides a written corrective action plan
to HHS for approval;

(2) Implements that plan; and

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

[79 FR 13835, Mar. 11, 2014]

Subpart D—State Standards Re-
lated to the Risk Adjustment
Program

§153.300 [Reserved]

§153.310 Risk adjustment administra-
tion.

(a) State eligibility to establish a risk
adjustment program. (1) A State that
elects to operate an Exchange is eligi-
ble to establish a risk adjustment pro-
gram.

(2) Any State that does not elect to
operate an Exchange, or that HHS has
not approved to operate an Exchange,
will forgo implementation of all State
functions in this subpart, and HHS will
carry out all of the provisions of this
subpart on behalf of the State.

(3) Any State that elects to operate
an Exchange but does not elect to ad-
minister risk adjustment will forgo im-
plementation of all State functions in
this subpart, and HHS will carry out
all of the provisions of this subpart on
behalf of the State.

(4) Beginning in 2015, any State that
is approved to operate an Exchange and
elects to operate risk adjustment but
has not been approved by HHS to oper-
ate risk adjustment prior to publica-
tion of its State notice of benefit and
payment parameters for the applicable
benefit year, will forgo implementation
of all State functions in this subpart,
and HHS will carry out all of the provi-
sions of this subpart on behalf of the
State.

(b) Entities eligible to carry out risk ad-
justment activities. If a State is oper-
ating a risk adjustment program, the
State may elect to have an entity
other than the Exchange perform the
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State functions of this subpart, pro-
vided that the entity meets the stand-
ards promulgated by HHS to be an en-
tity eligible to carry out Exchange
functions.

(c) State responsibility for risk adjust-
ment. (1) A State operating a risk ad-
justment program for a benefit year
must administer the applicable Feder-
ally certified risk adjustment method-
ology through an entity that—

(i) Is operationally ready to imple-
ment the applicable Federally certified
risk adjustment methodology and proc-
ess the resulting payments and
charges; and

(ii) Has experience relevant to oper-
ating the risk adjustment program.

(2) The State must ensure that the
risk adjustment entity complies with
all applicable provisions of subpart D
of this part in the administration of
the applicable Federally certified risk
adjustment methodology.

(3) The State must conduct oversight
and monitoring of its risk adjustment
program.

(4) Maintenance of records. A State op-
erating a risk adjustment program
must maintain documents and records
relating to the risk adjustment pro-
gram, whether paper, electronic, or in
other media, for each benefit year for
at least 10 years, and make them avail-
able upon request from HHS, the OIG,
the Comptroller General, or their des-
ignees, to any such entity. The docu-
ments and records must be sufficient to
enable the evaluation of the State-op-
erated risk adjustment program’s com-
pliance with Federal standards. A
State operating a risk adjustment pro-
gram must also ensure that its con-
tractors, subcontractors, and agents
similarly maintain and make relevant
documents and records available upon
request from HHS, the OIG, the Comp-
troller General, or their designees, to
any such entity.

(d) Approval for a State to operate risk
adjustment. (1) To be approved by HHS
to operate risk adjustment under a par-
ticular Federally certified risk adjust-
ment methodology for a benefit year, a
State must establish that it and its
risk adjustment entity meet the stand-
ards set forth in paragraph (c) of this
section.

45 CFR Subtitle A (10-1-23 Edition)

(2) To obtain such approval, the
State must submit to HHS, in a form
and manner specified by HHS, evidence
that its risk adjustment entity meets
these standards.

(3) In addition to requirements set
forth in paragraphs (d)(1) and (2) of this
section, to obtain re-approval from
HHS to operate risk adjustment for a
third benefit year, the State must, in
the first benefit year for which it oper-
ates risk adjustment, provide to HHS
an interim report, in a manner speci-
fied by HHS, including a detailed sum-
mary of its risk adjustment activities
in the first 10 months of the benefit
year, no later than December 31 of the
applicable benefit year.

(4) To obtain re-approval from HHS
to operate risk adjustment for each
benefit year after the third benefit
year, each State operating a risk ad-
justment program must submit to HHS
and make public a detailed summary of
its risk adjustment program operations
for the most recent benefit year for
which risk adjustment operations have
been completed, in the manner and
timeframe specified by HHS.

(i) The summary must include the re-
sults of a programmatic and financial
audit for each benefit year of the
State-operated risk adjustment pro-
gram conducted by an independent
qualified auditing entity in accordance
with generally accepted auditing
standards (GAAS).

(ii) The summary must identify any
material weakness or significant defi-
ciency identified in the audit and ad-
dress how the State intends to correct
any such material weakness or signifi-
cant deficiency.

(e) Timeframes. A State, or HHS on
behalf of the State, must implement
risk adjustment for the 2014 benefit
year and every benefit year thereafter.
For each benefit year, a State, or HHS
on behalf of the State, must notify
issuers of risk adjustment payments
due or charges owed annually by June
30 of the year following the benefit
year.

[77 FR 17247, Mar. 23, 2012, as amended at 78
FR 15527, Mar. 11, 2013; 78 FR 65093, Oct. 30,
2013]
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§153.320 Federally certified risk ad-
justment methodology.

(a) General requirement. Any risk ad-
justment methodology used by a State,
or HHS on behalf of the State, must be
a Federally certified risk adjustment
methodology. A risk adjustment meth-
odology may become Federally cer-
tified by one of the following processes:

(1) The risk adjustment methodology
is developed by HHS and published in
advance of the benefit year in rule-
making; or

(2) An alternate risk adjustment
methodology is submitted by a State in
accordance with §153.330, reviewed and
certified by HHS, and published in the
applicable annual HHS notice of ben-
efit and payment parameters.

(b) Publication of methodology in no-
tices. The publication of a risk adjust-
ment methodology by HHS in an an-
nual HHS notice of benefit and pay-
ment parameters or by a State in an
annual State notice of benefit and pay-
ment parameters described in subpart
B of this part must include:

(1) A complete description of the risk
adjustment model, including—

(i) Draft factors to be employed in
the model, including but not limited
to, demographic factors, diagnostic
factors, and utilization factors, if any,
the dataset(s) to be used to calculate
final coefficients, and the date by
which final coefficients will be released
in guidance;

(ii) The qualifying criteria for estab-
lishing that an individual is eligible for
a specific factor;

(iii) Weights assigned to each factor;
and

(iv) The schedule for the calculation
of individual risk scores.

(2) A complete description of the cal-
culation of plan average actuarial risk.

(3) A complete description of the cal-
culation of payments and charges.

(4) A complete description of the risk
adjustment data collection approach.

(5) The schedule for the risk adjust-
ment program.

(c) Use of methodology for States that
do not operate a risk adjustment program.
HHS will specify in notice-and-com-
ment rulemaking by HHS in advance of
the applicable benefit year, the Feder-
ally certified risk adjustment method-

§153.320

ology that will apply in States that do
not operate a risk adjustment program.

(d) State flexibility to request reductions
to transfers. For the 2020 through 2023
benefit years, States can request to re-
duce risk adjustment transfers in the
State’s individual catastrophic, indi-
vidual non-catastrophic, small group,
or merged market risk pool by up to 50
percent in States where HHS operates
the risk adjustment program. For the
2024 benefit year only, only prior par-
ticipants, as defined in paragraph (d)(5)
of this section, may request to reduce
risk adjustment transfers in the
State’s individual catastrophic, indi-
vidual non-catastrophic, small group,
or merged market risk pool by up to 50
percent in States where HHS operates
the risk adjustment program.

(1) State requests. State requests for a
reduction to transfers must include:

(i) Supporting evidence and analysis
demonstrating the State-specific fac-
tors that warrant an adjustment to
more precisely account for the dif-
ferences in actuarial risk in the State
market risk pool;

(ii) The adjustment percentage of up
to 50 percent requested for the State
individual catastrophic, individual
non-catastrophic, small group, or
merged market risk pool; and

(iii) For the 2020 through 2023 benefit
years, a justification for the reduction
requested demonstrating the State-spe-
cific factors that warrant an adjust-
ment to more precisely account for rel-
ative risk differences in the State indi-
vidual catastrophic, individual non-
catastrophic, small group, or merged
market risk pool, or demonstrating the
requested reduction would have de
minimis impact on the necessary pre-
mium increase to cover the transfers
for issuers that would receive reduced
transfer payments; or

(iv) For the 2024 benefit year only, a
justification for the requested reduc-
tion demonstrating the requested re-
duction would have de minimis impact
on the necessary premium increase to
cover the transfers for issuers that
would receive reduced transfer pay-
ments.

(2) Timeframe to submit reduction re-
quests. States must submit requests for
a reduction to transfers in the indi-
vidual catastrophic, individual non-
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catastrophic, small group, or merged
market risk pool by August 1 of the
benefit year that is 2 calendar years
prior to the applicable benefit year, in
the form and manner specified by HHS.

(3) Publication of reduction requests.
HHS will publish State reduction re-
quests in the applicable benefit year’s
HHS notice of benefit and payment pa-
rameters rule and make the supporting
evidence available to the public for
comment, except to the extent the
State requests HHS not publish certain
supporting evidence because it con-
tains trade secrets or confidential com-
mercial or financial information as de-
fined in HHS’ Freedom of Information
regulations under 45 CFR 5.31(d). HHS
will publish any approved or denied
State reduction requests in the appli-
cable benefit year’s HHS notice of ben-
efit and payment parameters final rule.

(4) HHS approval. (i) Subject to para-
graph (d)(4)(ii) of this section, HHS will
approve State reduction requests if
HHS determines, based on the review of
the information submitted as part of
the State’s request, along with other
relevant factors, including the pre-
mium impact of the transfer reduction
for the State market risk pool, and rel-
evant public comments:

(A) For the 2020 through 2023 benefit
years, that State-specific rules or other
relevant factors warrant an adjustment
to more precisely account for relative
risk differences in the State’s indi-
vidual catastrophic, individual non-
catastrophic, small group, or merged
market risk pool and support the per-
centage reduction to risk adjustment
transfers requested; or State-specific
rules or other relevant factors warrant
an adjustment to more precisely ac-
count for relative risk differences in
the State’s individual catastrophic, in-
dividual non-catastrophic, small group,
or merged market risk pool and the re-
quested reduction would have de mini-
mis impact on the necessary premium
increase to cover the transfers for
issuers that would receive reduced
transfer payments.

(B) For the 2024 benefit year only,
that the requested reduction would
have de minimis impact on the nec-
essary premium increase to cover the
transfers for issuers that would receive
reduced transfer payments.

45 CFR Subtitle A (10-1-23 Edition)

(ii) HHS may approve a reduction
amount that is lower than the amount
requested by the State if the sup-
porting evidence and analysis do not
fully support the requested reduction
amount. HHS will assess other relevant
factors, including the premium impact
of the transfer reduction for the appli-
cable State market risk pool.

(5) Exception for prior participants. As
used in paragraph (d) of this section,
prior participants mean States that
submitted a State reduction request in
the State’s individual catastrophic, in-
dividual non-catastrophic, small group,
or merged market risk pool in the 2020,
2021, 2022, or 2023 benefit year.

[77 FR 17247, Mar. 23, 2012, as amended at 78
FR 15528, Mar. 11, 2013; 81 FR 94174, Dec. 22,
2016; 83 FR 17059, Apr. 17, 2018; 84 FR 17561,
Apr. 25, 2019; 86 FR 24286, May 5, 2021; 87 FR
27387, May 6, 2022; 88 FR 25916, Apr. 27, 2023]

§153.330 State alternate risk adjust-
ment methodology.

(a) State request for alternate method-
ology certification. (1) A State request to
HHS for the certification of an alter-
nate risk adjustment methodology
must include:

(i) The
§153.320(b);

(ii) The calibration methodology and
frequency of calibration; and

(iii) The statistical performance
metrics specified by HHS.

(2) The request must include the ex-
tent to which the methodology:

(i) Accurately explains the variation
in health care costs of a given popu-
lation;

(ii) Links risk factors to daily clin-
ical practice and is clinically meaning-
ful to providers;

(iii) Encourages favorable behavior
among providers and health plans and
discourages unfavorable behavior;

(iv) Uses data that is complete, high
in quality, and available in a timely
fashion;

(v) Is easy for stakeholders to under-
stand and implement;

(vi) Provides stable risk scores over
time and across plans; and

(vii) Minimizes administrative costs.

(b) Evaluation criteria for alternate risk
adjustment methodology. An alternate
risk adjustment methodology will be

elements specified in
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certified by HHS as a Federally cer-
tified risk adjustment methodology
based on the following criteria:

(1) The criteria listed in paragraph
(a)(2) of this section;

(2) Whether the methodology com-
plies with the requirements of this sub-
part D;

(3) Whether the methodology ac-
counts for risk selection across metal
levels; and

(4) Whether each of the elements of
the methodology are aligned.

(c) State renewal of alternate method-
ology. If a State is operating a risk ad-
justment program, the State may not
implement a recalibrated risk adjust-
ment model or otherwise alter its risk
adjustment methodology without first
obtaining HHS certification.

(1) Recalibration of the risk adjust-
ment model must be performed at least
as frequently as described in paragraph
(a)(1)(ii) of this section;

(2) A State request to implement a
recalibrated risk adjustment model or
otherwise alter its risk adjustment
methodology must include any changes
to the parameters described in para-
graph (a)(1) of this section.

[77 FR 17248, Mar. 23, 2012, as amended at 78
FR 15528, Mar. 11, 2013]

§153.340 Data collection under risk
adjustment.

(a) Data collection requirements. If a
State is operating a risk adjustment
program, the State must collect risk
adjustment data.

(b) Minimum standards. (1) If a State
is operating a risk adjustment pro-
gram, the State may vary the amount
and type of data collected, but the
State must collect or calculate indi-
vidual risk scores generated by the risk
adjustment model in the applicable
Federally certified risk adjustment
methodology;

(2) If a State is operating a risk ad-
justment program, the State must re-
quire that issuers offering risk adjust-
ment covered plans in the State com-
ply with data privacy and security
standards set forth in the applicable
risk adjustment data collection ap-
proach; and

(3) If a State is operating a risk ad-
justment program, the State must en-
sure that any collection of personally

§153.350

identifiable information is limited to
information reasonably necessary for
use in the applicable risk adjustment
model, calculation of plan average ac-
tuarial risk, or calculation of pay-
ments and charges. Except for purposes
of data validation, the State may not
collect or store any personally identifi-
able information for use as a unique
identifier for an enrollee’s data, unless
such information is masked or
encrypted by the issuer, with the key
to that masking or encryption with-
held from the State. Use and disclosure
of personally identifiable information
is limited to those purposes for which
the personally identifiable information
was collected (including for purposes of
data validation).

(4) If a State is operating a risk ad-
justment program, the State must im-
plement security standards that pro-
vide administrative, physical, and
technical safeguards for the individ-
ually identifiable information con-
sistent with the security standards de-
scribed at 45 CFR 164.308, 164.310, and
164.312.

[77 FR 17248, Mar. 23, 2012, as amended at 78
FR 15528, Mar. 11, 2013]

§153.350 Risk adjustment data valida-
tion standards.

(a) General requirement. The State, or
HHS on behalf of the State, must en-
sure proper implementation of any risk
adjustment software and ensure proper
validation of a statistically valid sam-
ple of risk adjustment data from each
issuer that offers at least one risk ad-
justment covered plan in that State.

(b) Adjustment to plan average actu-
arial risk. The State, or HHS on behalf
of the State, may adjust the plan aver-
age actuarial risk for a risk adjust-
ment covered plan based on errors dis-
covered with respect to implementa-
tion of risk adjustment software or as
a result of data validation conducted
pursuant to paragraph (a) of this sec-
tion.

(c) Adjustment to charges and pay-
ments. The State, or HHS on behalf of
the State, may adjust charges and pay-
ments to all risk adjustment covered
plan issuers based on the adjustments
calculated in paragraph (b) of this sec-
tion.
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(d) Appeals. The State, or HHS on be-
half of the State, must provide an ad-
ministrative process to appeal findings
with respect to the implementation of
risk adjustment software or data vali-
dation.

§153.360 Application of risk adjust-
ment to the small group market.

Enrollees in a risk adjustment cov-
ered plan must be assigned to the ap-
plicable risk pool in the State in which
the employer’s policy was filed and ap-
proved.

[78 FR 15528, Mar. 11, 2013]

§153.365 General oversight require-
ments for State-operated risk ad-
justment programs.

If a State is operating a risk adjust-
ment program, it must keep an ac-
counting of all receipts and expendi-
tures related to risk adjustment pay-
ments and charges and the administra-
tion of risk adjustment-related func-
tions and activities for each benefit
year.

[78 FR 65094, Oct. 30, 2013]

Subpart E—Health Insurance
Issuer and Group Health Plan
Standards Related to the Re-
insurance Program

§153.400 Reinsurance
funds.

contribution

(a) General requirement. Each contrib-
uting entity must make reinsurance
contributions annually: at the national
contribution rate for all reinsurance
contribution enrollees, in a manner
specified by HHS; and at the additional
State supplemental contribution rate if
the State has elected to collect addi-
tional contributions under
§153.220(d)(1), in a manner specified by
the State.

(1) In general, reinsurance contribu-
tions are required for major medical
coverage that is considered to be part
of a commercial book of business, but
are not required to be paid more than
once with respect to the same covered
life. In order to effectuate that prin-
ciple, a contributing entity must make
reinsurance contributions for lives cov-
ered by its self-insured group health

45 CFR Subtitle A (10-1-23 Edition)

plans and health insurance coverage
except to the extent that:

(i) Such plan or coverage is not major
medical coverage, subject to paragraph
(a)(3) of this section.

(ii) In the case of health insurance
coverage, such coverage is not consid-
ered to be part of an issuer’s commer-
cial book of business;

(iii) Such plan or coverage is expa-
triate health coverage, as defined by
the Secretary, or for the 2015 and 2016
benefit years only, is a self-insured
group health plan with respect to
which enrollment is limited to partici-
pants who reside outside of their home
country for at least 6 months of the
plan year, and any covered dependents;
or

(iv) In the case of employer-provided
health coverage, such coverage applies
to individuals with respect to which
benefits under Title XVIII of the Act
(Medicare) are primary under the Medi-
care Secondary Payor rules under sec-
tion 1862(b) of the Act and the regula-
tions issued thereunder.

(v) Such plan or coverage applies to
individuals with primary residence in a
territory that does not operate a rein-
surance program.

(vi) In the case of employer-provided
group health coverage:

(A) Such coverage applies to individ-
uals with individual market health in-
surance coverage for which reinsurance
contributions are required; or

(B) Such coverage is supplemental or
secondary to group health coverage for
which reinsurance contributions must
be made for the same covered lives.

(2) Accordingly, as specified in para-
graph (a)(1) of this section, a contrib-
uting entity is not required to make
contributions on behalf of the fol-
lowing:

(i) A self-insured group health plan or
health insurance coverage that con-
sists solely of excepted benefits as de-
fined by section 2791(c) of the PHS Act;

(ii) Coverage offered by an issuer
under contract to provide benefits
under any of the following titles of the
Act:

(A) Title XVIII (Medicare);

(B) Title XIX (Medicaid); or

(C) Title XXI (Children’s Health In-
surance Program);
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(iii) A Federal or State high-risk
pool, including the Pre-Existing Condi-
tion Insurance Plan Program;

(iv) Basic health plan coverage of-
fered by issuers under contract with a
State as described in section 1331 of the
Affordable Care Act;

(v) A health reimbursement arrange-
ment within the meaning of IRS Notice
200245 (2002-2 CB 93) or any subsequent
applicable guidance, that is integrated
with a self-insured group health plan or
health insurance coverage;

(vi) A health savings account within
the meaning of section 223(d) of the
Code;

(vii) A health flexible spending ar-
rangement within the meaning of sec-
tion 125 of the Code;

(viii) An employee assistance plan,
disease management program, oOr
wellness program that does not provide
major medical coverage;

(ix) A stop-loss policy or an indem-
nity reinsurance policy;

(x) TRICARE and other military
health benefits for active and retired
uniformed services personnel and their
dependents;

(xi) A plan or coverage provided by
an Indian Tribe to Tribal members and
their spouses and dependents (and
other persons of Indian descent closely
affiliated with the Tribe), in the capac-
ity of the Tribal members as Tribal
members (and not in their capacity as
current or former employees of the
Tribe or their dependents);

(xii) Health programs operated under
the authority of the Indian Health
Service; or

(xiii) A self-insured group health plan
or health insurance coverage that con-
sists solely of benefits for prescription
drugs.

3) Notwithstanding paragraph
(a)(1)(i) of this section, a health insur-
ance issuer must make reinsurance
contributions for lives covered by its
group health insurance coverage
whether or not the insurance coverage
constitutes major medical coverage,
if—

(i) The group health plan provides
health insurance coverage for those
covered lives through more than one
insurance policy that in combination
constitute major medical coverage;

§153.405

(ii) The lives are not covered by self-
insured coverage of the group health
plan (except for self-insured coverage
limited to excepted benefits); and

(iii) The health insurance coverage
under the policy offered by the health
insurance issuer constitutes the great-
est portion of inpatient hospitalization
benefits under the group health plan.

(b) Data requirements. Each contrib-
uting entity must submit to HHS data
required to substantiate the contribu-
tion amounts for the contributing enti-
ty, in the manner and timeframe speci-
fied by HHS.

(c) Determination of a debt. Any
amount owed to the Federal govern-
ment by a self-insured group health
plan (including a group health plan
that is partially self-insured and par-
tially insured, where the health insur-
ance coverage does not constitute
major medical coverage) and its affili-
ates for reinsurance is a determination
of a debt.

[78 FR 15528, Mar. 11, 2013, as amended at 78
FR 65094, Oct. 30, 2013; 79 FR 13835, Mar. 11,
2014; 80 FR 10862, Feb. 27, 2015]

§153.405 Calculation of reinsurance
contributions.

(a) In general. The reinsurance con-
tribution required from a contributing
entity for its reinsurance contribution
enrollees during a benefit year is cal-
culated by multiplying:

(1) The number of covered lives of re-
insurance contribution enrollees dur-
ing the applicable benefit year for all
plans and coverage described in
§153.400(a)(1) of the contributing enti-
ty; by

(2) The contribution rate for the ap-
plicable benefit year.

(b) Annual enrollment count. No later
than November 15 of benefit year 2014,
2015, or 2016, as applicable, or, if such
date is not a business day, the next
business day, a contributing entity
must submit an annual enrollment
count of the number of covered lives of
reinsurance contribution enrollees for
the applicable benefit year to HHS. The
count must be determined as specified
in paragraphs (d) through (g) of this
section, as applicable.

(c) Notification and payment. (1) Fol-
lowing submission of the annual enroll-
ment count described in paragraph (b)
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of this section, HHS will notify the
contributing entity of the reinsurance
contribution amount allocated to rein-
surance payments, administrative ex-
penses, and the U.S. Treasury to be
paid for the applicable benefit year.

(2) A contributing entity must remit
reinsurance contributions to HHS no
later than January 15, 2015, 2016, or
2017, as applicable, or, if such date is
not a business day, the next business
day, if making a combined contribu-
tion or the first payment of the bifur-
cated contribution, and no later than
November 15, 2015, 2016, or 2017, as ap-
plicable, or, if such date is not a busi-
ness day, the next business day, if
making the second payment of the bi-
furcated contribution.

(d) Procedures for counting covered
lives for health insurance issuers. A
health insurance issuer must use the
same method in a benefit year for all of
its health insurance plans in the State
(including both the individual and
group markets) for which reinsurance
contributions are required. To deter-
mine the number of covered lives of re-
insurance contribution enrollees under
all health insurance plans in a State
for a benefit year, a health insurance
issuer must use one of the following
methods:

(1) Adding the total number of lives
covered for each day of the first nine
months of the benefit year and dividing
that total by the number of days in the
first nine months;

(2) Adding the total number of lives
covered on any date (or more dates, if
an equal number of dates are used for
each quarter) during the same cor-
responding month in each of the first
three quarters of the benefit year, and
dividing that total by the number of
dates on which a count was made. For
this purpose, the same months must be
used for each quarter (for example Jan-
uary, April and July) and the date used
for the second and third quarter must
fall within the same week of the quar-
ter as the corresponding date used for
the first quarter; or

(3) Multiplying the average number
of policies in effect for the first nine
months of the benefit year by the ratio
of covered lives per policy in effect,
calculated using the prior National As-
sociation of Insurance Commissioners

45 CFR Subtitle A (10-1-23 Edition)

(NAIC) Supplemental Health Care Ex-
hibit (or a form filed with the issuer’s
State of domicile for the most recent
time period).

(e) Procedures for counting covered
lives for self-insured group health plans.
To determine the number of covered
lives of reinsurance contribution en-
rollees under a self-insured group
health plan for a benefit year, a plan
must use one of the following methods:

(1) One of the methods specified in ei-
ther paragraph (d)(1) or paragraph
(d)(2) of this section;

(2) Adding the total number of lives
covered on any date (or more dates, if
an equal number of dates are used for
each quarter) during the same cor-
responding month in each of the first
three quarters of the benefit year (pro-
vided that the date used for the second
and third quarters must fall within the
same week of the quarter as the cor-
responding date used for the first quar-
ter), and dividing that total by the
number of dates on which a count was
made, except that the number of lives
covered on a date is calculated by add-
ing the number of participants with
self-only coverage on the date to the
product of the number of participants
with coverage other than self-only cov-
erage on the date and a factor of 2.35.
For this purpose, the same months
must be used for each quarter (for ex-
ample, January, April, and July); or

(3) Using the number of lives covered
for the most current plan year cal-
culated based upon the ‘‘Annual Re-
turn/Report of Employee Benefit Plan”
filed with the Department of Labor
(Form 5500) for the last applicable time
period. For purposes of this paragraph
(e)(3), the number of lives covered for
the plan year for a plan offering only
self-only coverage equals the sum of
the total participants covered at the
beginning and end of the plan year, as
reported on the Form 5500, divided by 2,
and the number of lives covered for the
plan year for a plan offering self-only
coverage and coverage other than self-
only coverage equals the sum of the
total participants covered at the begin-
ning and the end of the plan year, as
reported on the Form 5500.

(f) Procedures for counting covered lives
for group health plans with a self-insured
coverage option and an insured coverage
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option. (1) To determine the number of
covered lives of reinsurance contribu-
tion enrollees under a group health
plan with a self-insured coverage op-
tion and an insured coverage option for
a benefit year, a plan must use one of
the methods specified in either para-
graph (d)(1) or paragraph (d)(2) of this
section.

(2) Notwithstanding paragraph (f)(1),
a plan with multiple coverage options
may use any of the counting methods
specified for self-insured coverage or
insured coverage, as applicable to each
option, if it determines the number of
covered lives under each option sepa-
rately as if each coverage option pro-
vided major medical coverage (not in-
cluding any coverage option that con-
sists solely of excepted benefits as de-
fined by section 2791(c) of the PHS Act,
that only provides benefits related to
prescription drugs, or that is a health
reimbursement arrangement, health
savings account, or health flexible
spending arrangement).

(8) Multiple group health plans main-
tained by the same plan sponsor—(1) Gen-
eral rule. If a plan sponsor maintains
two or more group health plans (in-
cluding one or more group health plans
that provide health insurance cov-
erage) that collectively provide major
medical coverage for the same covered
lives simultaneously, then those mul-
tiple plans must be treated as a single
group health plan for purposes of calcu-
lating any reinsurance contribution
amount due under this section. How-
ever, a plan sponsor may treat the mul-
tiple plans as separate group health
plans for purposes of calculating any
reinsurance contribution due under
this section if it determines the num-
ber of covered lives under each sepa-
rate group health plan as if the sepa-
rate group health plan provided major
medical coverage.

(2) Plan sponsor. For purposes of this
paragraph (g), the term ‘‘plan sponsor”’
means:

(i) The employer, in the case of a
plan established or maintained by a
single employer;

(ii) The employee organization, in
the case of a plan established or main-
tained by an employee organization;

§153.405

(iii) The joint board of trustees, in
the case of a multiemployer plan (as
defined in section 414(f) of the Code);

(iv) The committee, in the case of a
multiple employer welfare arrange-
ment;

(v) The cooperative or association
that establishes or maintains a plan es-
tablished or maintained by a rural
electric cooperative or rural coopera-
tive association (as such terms are de-
fined in section 3(40)(B) of ERISA);

(vi) The trustee, in the case of a plan
established or maintained by a vol-
untary employees’ beneficiary associa-
tion (meaning that the association is
not merely serving as a funding vehicle
for a plan that is established or main-
tained by an employer or other person);

(vii) In the case of a plan, the sponsor
of which is not described in paragraph
(2)(2)(1) through (g)(2)(vi) of this sec-
tion, the person identified by the terms
of the document under which the plan
is operated as the plan sponsor, or the
person designated by the terms of the
document under which the plan is oper-
ated as the plan sponsor, provided that
designation is made, and that person
has consented to the designation, by no
later than the date by which the count
of covered lives for that benefit year is
required to be provided, after which
date that designation for that benefit
year may not be changed or revoked,
and provided further that a person may
be designated as the plan sponsor only
if the person is one of the persons
maintaining the plan (for example, one
of the employers that is maintaining
the plan with one or more other em-
ployers or employee organizations); or

(viii) In the case of a plan, the spon-
sor of which is not described in para-
graph (g)(2)(i) through (g)(2)(vi) of this
section, and for which no identification
or designation of a plan sponsor has
been made under paragraph (g)(2)(i)(vii)
of this section, each employer that
maintains the plan (with respect to
employees of that employer), each em-
ployee organization that maintains the
plan (with respect to members of that
employee organization), and each
board of trustees, cooperative or asso-
ciation that maintains the plan.

(3) Ezxception. A plan sponsor is not
required to include as part of a single
group health plan as determined under
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paragraph (g)(1) of this section any
group health plan that consists solely
of excepted benefits as defined by sec-
tion 2791(c) of the PHS Act, that only
provides benefits related to prescrip-
tion drugs, or that is a health reim-
bursement arrangement, health sav-
ings account, or health flexible spend-
ing arrangement.

(4) Procedures for counting covered lives
for multiple group health plans treated as
a single group health plan. The rules in
this paragraph (g)(4) govern the deter-
mination of the average number of cov-
ered lives in a benefit year for any set
of multiple self-insured group health
plans or health insurance plans (or a
combination of one or more self-in-
sured group health plans and one or
more health insurance plans) that are
treated as a single group health plan
under paragraph (g)(1) of this section.

(i) Multiple group health plans includ-
ing an insured plan. If at least one of
the multiple plans is an insured plan,
the average number of covered lives of
reinsurance contribution enrollees
must be calculated using one of the
methods specified in either paragraph
(A)(A) or (2) of this section, applied
across the multiple plans as a whole.
The following information must be de-
termined by the plan sponsor:

(A) The average number of covered
lives calculated;

(B) The counting method used; and

(C) The names of the multiple plans
being treated as a single group health
plan as determined by the plan sponsor
and reported to HHS.

(i1) Multiple group health plans not in-
cluding an insured plan. If each of the
multiple plans is a self-insured group
health plan, the average number of
covered lives of reinsurance contribu-
tion enrollees must be calculated using
one of the methods specified either in
paragraph (e)(1) or (2) of this section,
applied across the multiple plans as a
whole. The following information must
be determined by the plan sponsor:

(A) The average number of covered
lives calculated;

(B) The counting method used; and

(C) The names of the multiple plans
being treated as a single group health
plan as determined by the plan spon-
sor.

45 CFR Subtitle A (10-1-23 Edition)

(h) Maintenance of records. A contrib-
uting entity must maintain documents
and records, whether paper, electronic,
or in other media, sufficient to sub-
stantiate the enrollment count sub-
mitted pursuant to this section for a
period of at least 10 years, and must
make those documents and records
available upon request from HHS, the
OIG, the Comptroller General, or their
designees, to any such entity, for pur-
poses of verification, investigation,
audit, or other review of reinsurance
contribution amounts.

(i) Audits. HHS or its designee may
audit a contributing entity to assess
its compliance with the requirements
of this subpart. A contributing entity
that uses a third party administrator,
administrative services-only con-
tractor, or other third party to assist
with its obligations under this subpart
must ensure that the third party ad-
ministrator, administrative services-
only contractor, or other third party
cooperates with any audit under this
section.

[78 FR 15528, Mar. 11, 2013, as amended at 78
FR 66655, Nov. 6, 2013; 78 FR 65094, Oct. 30,
2013; 78 FR 66655, Nov. 6, 2014; 79 FR 13835,
Mar. 11, 2014; 80 FR 10862, Feb. 27, 2015; 81 FR
12334, Mar. 8, 2016]

§153.410 Requests for
payment.

(a) General requirement. An issuer of a
reinsurance-eligible plan may make a
request for payment when that issuer’s
claims costs for an enrollee of that re-
insurance-eligible plan has met the cri-
teria for reinsurance payment set forth
in subpart B of this part and the HHS
notice of benefit and payment param-
eters and State notice of benefit and
payment parameters for the applicable
benefit year, if applicable.

(b) Manner of request. An issuer of a
reinsurance-eligible plan must make
requests for payment in accordance
with the requirements of the annual
HHS notice of benefit and payment pa-
rameters for the applicable benefit
year or the State notice of benefit and
payment parameters described in sub-
part B of this part, as applicable.

(c) Maintenance of records. An issuer
of a reinsurance-eligible plan must
maintain documents and records,
whether paper, electronic, or in other

reinsurance
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media, sufficient to substantiate the
requests for reinsurance payments
made pursuant to this section for a pe-
riod of at least 10 years, and must
make those documents and records
available upon request from HHS, the
OIG, the Comptroller General, or their
designees, or, in a State where the
State is operating reinsurance, the
State or its designee, to any such enti-
ty, for purposes of verification, inves-
tigation, audit, or other review of rein-
surance payment requests.

(d) Audits and compliance reviews. HHS
or its designee may audit or conduct a
compliance review of an issuer of a re-
insurance-eligible plan to assess its
compliance with the applicable re-
quirements of this subpart and subpart
H of this part. Compliance reviews con-
ducted under this section will follow
the standards set forth in §156.715 of
this subchapter.

(1) Notice of audit. HHS will provide
at least 30 calendar days advance no-
tice of its intent to conduct an audit of
an issuer of a reinsurance-eligible plan.

(i) Conferences. All audits will include
an entrance conference at which the
scope of the audit will be presented and
an exit conference at which the initial
audit findings will be discussed.

(ii) [Reserved]

(2) Compliance with audit activities. To
comply with an audit under this sec-
tion, the issuer must:

(i) Ensure that its relevant employ-
ees, agents, contractors, subcontrac-
tors, downstream entities, and dele-
gated entities cooperate with any audit
or compliance review under this sec-
tion;

(ii) Submit complete and accurate
data to HHS or its designees that is
necessary to complete the audit, in the
format and manner specified by HHS,
no later than 30 calendar days after the
initial audit response deadline estab-
lished by HHS at the entrance con-
ference described in paragraph (d)(1)(i)
of this section for the applicable ben-
efit year;

(iii) Respond to all audit notices, let-
ters, and inquiries, including requests
for supplemental or supporting infor-
mation, as requested by HHS, no later
than 15 calendar days after the date of
the notice, letter, request, or inquiry;
and

§153.410

(iv) In circumstances in which an
issuer cannot provide the requested
data or response to HHS within the
timeframes under paragraph (d)(2)(ii)
or (iii) of this section, as applicable,
the issuer may make a written request
for an extension to HHS. The extension
request must be submitted within the
timeframe established under paragraph
(d)(2)(ii) or (iii) of this section, as ap-
plicable, and must detail the reason for
the extension request and the good
cause in support of the request. If the
extension is granted, the issuer must
respond within the timeframe specified
in HHS’s notice granting the extension
of time.

(3) Preliminary audit findings. HHS
will share its preliminary audit find-
ings with the issuer, who will then
have 30 calendar days to respond to
such findings in the format and manner
specified by HHS.

(i) If the issuer does not dispute or
otherwise respond to the preliminary
findings, the audit findings will become
final.

(ii) If the issuer responds and dis-
putes the preliminary findings, HHS
will review and consider such response
and finalize the audit findings after
such review.

(4) Final audit findings. If an audit re-
sults in the inclusion of a finding in
the final audit report, the issuer must
comply with the actions set forth in
the final audit report in the manner
and timeframe established by HHS, and
the issuer must complete all of the fol-
lowing:

(i) Within 45 calendar days of the
issuance of the final audit report, pro-
vide a written corrective action plan to
HHS for approval.

(ii) Implement that plan.

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

(5) Failure to comply with audit activi-
ties. If an issuer fails to comply with
the audit activities set forth in this
subsection in the manner and time-
frames specified by HHS:

(i) HHS will notify the issuer of rein-
surance payments received that the
issuer has not adequately substan-
tiated; and
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(ii) HHS will notify the issuer that
HHS may recoup any payments identi-
fied in paragraph (5)(i) of this section.

[77 FR 17248, Mar. 23, 2012, as amended at 78
FR 15530, Mar. 11, 2013; 78 FR 65094, Oct. 30,
2013; 79 FR 13835, Mar. 11, 2014; 86 FR 24286,
May 5, 2021]

§153.420 Data collection.

(a) Data requirement. To be eligible
for reinsurance payments, an issuer of
a reinsurance-eligible plan must sub-
mit or make accessible all required re-
insurance data in accordance with the
reinsurance data collection approach
established by the State, or by HHS on
behalf of the State.

(b) Deadline for submission of data. An
issuer of a reinsurance-eligible plan
must submit or make accessible data
to be considered for reinsurance pay-
ments for the applicable benefit year
by April 30 of the year following the
end of the applicable benefit year.

[78 FR 15530, Mar. 11, 2013]

Subpart  F—Health Insurance
Issuer Standards Related to
the Risk Corridors Program

§153.500 Definitions.

The following definitions apply to
this subpart:

Adjustment percentage means, with re-
spect to a QHP:

(1) For benefit year 2014—

(i) For a QHP offered by a health in-
surance issuer with allowable costs of
at least 80 percent of after-tax pre-
mium in a transitional State, the per-
centage specified by HHS for such
QHPs in the transitional State; and
otherwise

(ii) Zero percent.

(2) For benefit year 2015, for a QHP
offered by a health insurance issuer in
any State, 2 percent.

(3) For benefit year 2016—

(i) For a QHP offered by a health in-
surance issuer with allowable costs of
at least 80 percent of after-tax pre-
mium, the percentage specified by
HHS; and otherwise

(ii) Zero percent.

Administrative costs mean, with re-
spect to a QHP, total non-claims costs
incurred by the QHP issuer for the

45 CFR Subtitle A (10-1-23 Edition)

QHP, including taxes and regulatory
fees.

After-tax premiums earned mean, with
respect to a QHP, premiums earned
with respect to the QHP minus taxes
and regulatory fees.

Allowable administrative costs mean,
with respect to a QHP, the sum of ad-
ministrative costs of the QHP, other
than taxes and regulatory fees, plus
profits earned by the QHP, which sum
is limited to the sum of 20 percent and
the adjustment percentage of after-tax
premiums earned with respect to the
QHP (including any premium tax credit
under any governmental program), plus
taxes and regulatory fees.

Allowable costs means, with respect to
a QHP, an amount equal to the pro rata
portion of the sum of incurred claims
within the meaning of §158.140 of this
subchapter (including adjustments for
any direct and indirect remuneration),
expenditures by the QHP issuer for the
QHP for activities that improve health
care quality as set forth in §158.150 of
this subchapter, expenditures by the
QHP issuer for the QHP related to
health information technology and
meaningful use requirements as set
forth in §158.151 of this subchapter, and
the adjustments set forth in §153.530(b);
in each case for all of the QHP issuer’s
non-grandfathered health plans in a
market within a State, allocated to the
QHP based on premiums earned.

Charge means the flow of funds from
QHP issuers to HHS.

Direct and indirect remuneration
means prescription drug rebates re-
ceived by a QHP issuer within the
meaning of §158.140(b)(1)(i) of this sub-
chapter.

Payment means the flow of funds
from HHS to QHP issuers.

Premiums earned mean, with respect
to a QHP, all monies paid by or for en-
rollees with respect to that plan as a
condition of receiving coverage, includ-
ing any fees or other contributions
paid by or for enrollees, within the
meaning of §158.130 of this subchapter.

Profits mean, with respect to a QHP,
the greater of:

(1) The sum of three percent and the
adjustment percentage of after-tax pre-
miums earned; and
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(2) Premiums earned of the QHP
minus the sum of allowable costs and
administrative costs of the QHP.

Qualified health plan or @QHP means,
with respect to the risk corridors pro-
gram only —

(1) A qualified health plan, as defined
at §155.20 of this subchapter;

(2) A health plan offered outside the
Exchange by an issuer that is the same
plan as a qualified health plan, as de-
fined at §155.20 of this subchapter, of-
fered through the Exchange by the
issuer. To be the same plan as a quali-
fied health plan (as defined at §155.20 of
this subchapter) means that the health
plan offered outside the Exchange has
identical benefits, premium, cost-shar-
ing structure, provider network, and
service area as the qualified health
plan (as defined at §155.20 of this sub-
chapter); or

(3) A health plan offered outside the
Exchange that is substantially the
same as a qualified health plan, as de-
fined at §155.20 of this subchapter, of-
fered through the Exchange by the
issuer. To be substantially the same as
a qualified health plan (as defined at
§1565.20 of this subchapter) means that
the health plan meets the criteria set
forth in paragraph (2) of this definition
with respect to the qualified health
plan, except that its benefits, premium,
cost-sharing structure, and provider
network may differ from those of the
qualified health plan (as defined at
§1565.20 of this subchapter) provided
that such differences are tied directly
and exclusively to Federal or State re-
quirements or prohibitions on the cov-
erage of benefits that apply differently
to plans depending on whether they are
offered through or outside an Ex-
change.

Risk corridors means any payment ad-
justment system based on the ratio of
allowable costs of a plan to the plan’s
target amount.

Target amount means, with respect to
a QHP, an amount equal to the total
premiums earned with respect to a
QHP, including any premium tax credit
under any governmental program, re-
duced by the allowable administrative
costs of the plan.

Tazxes and regulatory fees mean, with
respect to a QHP, Federal and State 1i-
censing and regulatory fees paid with

§153.510

respect to the QHP as described in
§158.161(a) of this subchapter, and Fed-
eral and State taxes and assessments
paid with respect to the QHP as de-
scribed in §158.162(a)(1) and (b)(1) of
this subchapter.

Transitional State means a State that
does not enforce compliance with
§147.102, §147.104, §147.106, §147.150,
§156.80, or subpart B of part 156 of this
subchapter for individual market and
small group health plans that renew
for a policy year starting between Jan-
uary 1, 2014, and October 1, 2014, in ac-
cordance with the transitional policy
outlined in the CMS letter dated No-
vember 14, 2013.

[77 FR 17248, Mar. 23, 2012, as amended at 78
FR 155630, 156550, Mar. 11, 2013; 78 FR 54133,
Aug. 30, 2013; 79 FR 13835, Mar. 11, 2014; 79 FR
30341, May 27, 2014; 80 FR 10863, Feb. 27, 2015]

§153.510 Risk corridors establishment
and payment methodology.

(a) General requirement. A QHP issuer
must adhere to the requirements set by
HHS in this subpart and in the annual
HHS notice of benefit and payment pa-
rameters for the establishment and ad-
ministration of a program of risk cor-
ridors for calendar years 2014, 2015, and
2016.

(b) HHS payments to health insurance
issuers. QHP issuers will receive pay-
ment from HHS in the following
amounts, under the following cir-
cumstances:

(1) When a QHP’s allowable costs for
any benefit year are more than 103 per-
cent but not more than 108 percent of
the target amount, HHS will pay the
QHP issuer an amount equal to 50 per-
cent of the allowable costs in excess of
103 percent of the target amount; and

(2) When a QHP’s allowable costs for
any benefit year are more than 108 per-
cent of the target amount, HHS will
pay to the QHP issuer an amount equal
to the sum of 2.5 percent of the target
amount plus 80 percent of allowable
costs in excess of 108 percent of the tar-
get amount.

(c) Health insurance issuers’ remittance
of charges. QHP issuers must remit

charges to HHS in the following
amounts, under the following cir-
cumstances:

(1) If a QHP’s allowable costs for any
benefit year are less than 97 percent
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but not less than 92 percent of the tar-
get amount, the QHP issuer must remit
charges to HHS in an amount equal to
50 percent of the difference between 97
percent of the target amount and the
allowable costs; and

(2) When a QHP’s allowable costs for
any benefit year are less than 92 per-
cent of the target amount, the QHP
issuer must remit charges to HHS in an
amount equal to the sum of 2.5 percent
of the target amount plus 80 percent of
the difference between 92 percent of the
target amount and the allowable costs.

(d) Charge submission deadline. A QHP
issuer must remit charges to HHS
within 30 days after notification of
such charges.

(e) A QHP issuer is not subject to the
provisions of this subpart with respect
to a stand-alone dental plan.

(f) Eligibility under health insurance
market rules. The provisions of this sub-
part apply only for plans offered by a
QHP issuer in the SHOP or the indi-
vidual or small group market, as deter-
mined according to the employee
counting method applicable under
State law, that are subject to the fol-
lowing provisions: §§147.102, 147.104,
147.106, 147.150, 156.80, and subpart B of
part 156 of this subchapter.

(g) Adjustment to risk corridors pay-
ments and charges. If an issuer reported
a certified estimate of 2014 cost-sharing
reductions on its 2014 MLR and Risk
Corridors Annual Reporting Form that
is lower than the actual value of cost-
sharing reductions calculated under
§1566.430(c) of this subchapter for the
2014 benefit year, HHS will make an ad-
justment to the amount of the issuer’s
2015 benefit year risk corridors pay-
ment or charge measured by the full
difference between the certified esti-
mate of 2014 cost-sharing reductions re-
ported and the actual value of cost-
sharing reductions provided as cal-
culated under §156.430(c) for the 2014
benefit year.

[77 FR 17248, Mar. 23, 2012, as amended at 78
FR 15530, Mar. 11, 2013; 78 FR 65094, Oct. 30,
2013; 79 FR 13836, Mar. 11, 2014; 81 FR 12334,
Mar. 8, 2016]

§153.520 Attribution and allocation of
revenue and expense items.

(a) Attribution to plans. Each item of
expense in the target amount with re-

45 CFR Subtitle A (10-1-23 Edition)

spect to a QHP must be reasonably at-
tributable to the operation of the QHP
issuer’s non-grandfathered health plans
in a market within a State, with the
attribution based on a generally ac-
cepted accounting method, consist-
ently applied. To the extent that a
QHP issuer utilizes a specific method
for allocating expenses for purposes of
§158.170 of this subchapter, the method
used for purposes of this paragraph
must be consistent.

(b) Allocation across plans. Each item
of expense in the target amount must
reflect an amount equal to the pro rata
portion of the aggregate amount of
such expense across all of the QHP
issuer’s non-grandfathered health plans
in a market within a State, allocated
to the QHP based on premiums earned.

(c) Disclosure of attribution and alloca-
tion methods. A QHP issuer must sub-
mit to HHS a report, in the manner
and timeframe specified in the annual
HHS notice of benefit and payment pa-
rameters, with a detailed description of
the methods and specific bases used to
perform the attributions and alloca-
tions set forth in paragraphs (a) and (b)
of this section.

(d) Attribution of reinsurance and risk
adjustment to benefit year. A QHP issuer
must attribute reinsurance payments
and risk adjustment payments and
charges to allowable costs for the ben-
efit year with respect to which the re-
insurance payments or risk adjustment
calculations apply.

(e) Maintenance of records. A QHP
issuer must maintain documents and
records, whether paper, electronic, or
in other media, sufficient to enable the
evaluation of the issuer’s compliance
with applicable risk corridors stand-
ards, for each benefit year for at least
10 years, and must make those docu-
ments and records available upon re-
quest from HHS, the OIG, the Comp-
troller General, or their designees, to
any such entity, for purposes of
verification, investigation, audit or
other review.

[77 FR 17248, Mar. 23, 2012, as amended at 78
FR 15530, 156550, Mar. 11, 2013; 78 FR 65094, Oct.
30, 2013]
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§153.530 Risk corridors data require-
ments.

(a) Premium data. A QHP issuer must
submit to HHS data on the premiums
earned with respect to each QHP that
the issuer offers in a manner specified
by HHS.

(b) Allowable costs. A QHP issuer must
submit to HHS data on the allowable
costs incurred with respect to the QHP
issuer’s non-grandfathered health plans
in a market within a State in a manner
specified by HHS. For purposes of this
subpart, allowable costs must be —

(1) Increased by any risk adjustment
charges paid by the issuer for the non-
grandfathered health plans under the
risk adjustment program established
under subpart D of this part.

(2) Reduced by —

(i) Any risk adjustment payments re-
ceived by the issuer for the non-grand-
fathered health plans under the risk
adjustment program established pursu-
ant to subpart D of this part;

(ii) Any reinsurance payments re-
ceived by the issuer for the non-grand-
fathered health plans under the transi-
tional reinsurance program established
under subpart C of this part;

(iii) A cost-sharing reduction amount
equal to the amount of cost-sharing re-
ductions for the benefit year as cal-
culated under §156.430(c) of this sub-
chapter, to the extent not reimbursed
to the provider furnishing the item or
service.

(iv) For the 2015 and 2016 benefit
years, any difference between—

(A) The sum of unpaid claims re-
serves and claims incurred but not re-
ported, as set forth in §§158.103 and
158.140(a)(2) and (3) of this subchapter,
that were reported on the MLR and
Risk Corridors Annual Reporting Form
for the year preceding the benefit year;
and

(B) The actual claims incurred during
the year preceding the benefit year and
paid between March 31 of the benefit
yvear and March 31 of the year following
the benefit year.

(c) Allowable administrative costs. A
QHP issuer must submit to HHS data
on the allowable administrative costs
incurred with respect to the QHP
issuer’s non-grandfathered health plans
in a market within a State in a manner
specified by HHS.

§153.610

(d) Timeframes. For each benefit year,
a QHP issuer must submit all informa-
tion required under paragraphs (a)
through (c) of this section by July 31 of
the year following the benefit year.

(e) Requirement to submit enrollment
data for risk corridors adjustment. A
health insurance issuer in the indi-
vidual or small group market of a tran-
sitional State must submit, in a man-
ner and timeframe specified by HHS,
the following:

(1) A count of its total enrollment in
the individual market and small group
market; and

(2) A count of its total enrollment in
individual market and small group
market policies that meet the criteria
for transitional policies outlined in the
CMS letter dated November 14, 2013.

[77 FR 17248, Mar. 23, 2012, as amended at 78
FR 15531, Mar. 11, 2013; 78 FR 65094, Oct. 30,
2013; 79 FR 13836, Mar. 11, 2014; 79 FR 37662,
July 2, 2014; 81 FR 12334, Mar. 8, 2016]

§153.540 Compliance with risk cor-
ridors standards.

HHS or its designee may audit a QHP
issuer to assess its compliance with the
requirements of this subpart. HHS will
conduct an audit in accordance with
the procedures set forth in §158.402(a)
through (e) of this subchapter.

[79 FR 13836, Mar. 11, 2014]

Subpart G—Health Insurance
Issuer Standards Related to
the Risk Adjustment Program

§153.600 [Reserved]

§153.610 Risk adjustment issuer re-
quirements.

(a) Data requirements. An issuer that
offers risk adjustment covered plans
must submit or make accessible all re-
quired risk adjustment data for those
risk adjustment covered plans in ac-
cordance with the risk adjustment data
collection approach established by the
State, or by HHS on behalf of the
State.

(b) Risk adjustment data storage. An
issuer that offers risk adjustment cov-
ered plans must store all required risk
adjustment data in accordance with
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the risk adjustment data collection ap-
proach established by the State, or by
HHS on behalf of the State.

(c) Issuer contracts. An issuer that of-
fers risk adjustment covered plans may
include in its contract with a provider,
supplier, physician, or other practi-
tioner, provisions that require such
contractor’s submission of complete
and accurate risk adjustment data in
the manner and timeframe established
by the State, or HHS on behalf of the
State. These provisions may include fi-
nancial penalties for failure to submit
complete, timely, or accurate data.

(d) Assessment of charges. An issuer
that offers risk adjustment covered
plans that has a net balance of risk ad-
justment charges payable, including
adjustments made pursuant to
§153.350(c), will be mnotified by the
State, or by HHS on behalf of the
State, of those net charges, and must
remit those risk adjustment charges to
the State, or to HHS on behalf of the
State, as applicable.

(e) Charge submission deadline. An
issuer must remit net charges to the
State, or HHS on behalf of the State,
within 30 days of notification of net
charges payable by the State, or HHS
on behalf of the State.

(f) Assessment and collection of user
fees for HHS risk adjustment operations.
Where HHS is operating risk adjust-
ment on behalf of a State, an issuer of
a risk adjustment covered plan (other
than a student health plan or a plan
not subject to 45 CFR 147.102, 147.104,
147.106, 156.80, and subpart B of part 156)
must, for each benefit year—

(1) Submit or make accessible to HHS
its monthly enrollment for the risk ad-
justment covered plan for the benefit
year through the risk adjustment data
collection approach established at
§153.610(a), in a manner and timeframe
specified by HHS; and

(2) Remit to HHS an amount equal to
the product of its monthly billable en-
rollment in the risk adjustment cov-
ered plan multiplied by the per-en-
rollee-per-month risk adjustment user
fee specified in the annual HHS notice
of benefit and payment parameters for
the applicable benefit year.

[77 FR 17248, Mar. 23, 2012, as amended at 78

FR 15531, Mar. 11, 2013; 81 FR 94174, Dec. 22,
2016]
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§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 and compliance reviews. HHS
or its designee may audit or conduct a
compliance review of an issuer of a risk
adjustment covered plan to assess its
compliance with respect to the applica-
ble requirements in this subpart and
subpart H of this part. Compliance re-
views conducted under this section will
follow the standards set forth in
§156.715 of this subchapter.

(1) Notice of audit. HHS will provide
at least 30 calendar days advance no-
tice of its intent to conduct an audit of
an issuer of a risk adjustment covered
plan.

(i) Conferences. All audits will include
an entrance conference at which the
scope of the audit will be presented and
an exit conference at which the initial
audit findings will be discussed.

(ii) [Reserved]

(2) Compliance with audit activities. To
comply with an audit under this sec-
tion, the issuer must:

(i) Ensure that its relevant employ-
ees, agents, contractors, subcontrac-
tors, downstream entities, and dele-
gated entities cooperate with any audit
or compliance review under this sec-
tion;

(ii) Submit complete and accurate
data to HHS or its designees that is
necessary to complete the audit, in the
format and manner specified by HHS,
no later than 30 calendar days after the
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initial audit response deadline estab-
lished by HHS at the audit entrance
conference described in paragraph
(¢)(1)(i) of this section for the applica-
ble benefit year;

(iii) Respond to all audit notices, let-
ters, and inquiries, including requests
for supplemental or supporting infor-
mation, as requested by HHS, no later
than 15 calendar days after the date of
the notice, letter, request, or inquiry;
and

(iv) In circumstances in which an
issuer cannot provide the requested
data or response to HHS within the
timeframes under paragraphs (c)(2)(ii)
or (iii) of this section, as applicable,
the issuer may make a written request
for an extension to HHS. The extension
request must be submitted within the
timeframe established under para-
graphs (c¢)(2)(ii) or (iii) of this section,
as applicable, and must detail the rea-
son for the extension request and the
good cause in support of the request. If
the extension is granted, the issuer
must respond within the timeframe
specified in HHS’s notice granting the
extension of time.

(38) Preliminary audit findings. HHS
will share its preliminary audit find-
ings with the issuer, who will then
have 30 calendar days to respond to
such findings in the format and manner
specified by HHS.

(i) If the issuer does not dispute or
otherwise respond to the preliminary
findings, the audit findings will become
final.

(ii) If the issuer responds and dis-
putes the preliminary findings, HHS
will review and consider such response
and finalize the audit findings after
such review.

(4) Final audit findings. If an audit re-
sults in the inclusion of a finding in
the final audit report, the issuer must
comply with the actions set forth in
the final audit report in the manner
and timeframe established by HHS, and
the issuer must complete all of the fol-
lowing:

(i) Within 45 calendar days of the
issuance of the final audit report, pro-
vide a written corrective action plan to
HHS for approval.

(ii) Implement that plan.

§153.630

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

(5) Failure to comply with audit activi-
ties. If an issuer fails to comply with
the audit activities set forth in this
subsection in the manner and time-
frames specified by HHS:

(i) HHS will notify the issuer of the
risk adjustment (including high-cost
risk pool) payments that the issuer has
not adequately substantiated; and

(ii) HHS will notify the issuer that
HHS may recoup any risk adjustment
(including high-cost risk pool) pay-
ments identified in paragraph (c)(5)(i)
of this section.

[77 FR 17245, Mar. 23, 2012, as amended at 78
FR 65095, Oct. 30, 2013; 79 FR 13836, Mar. 11,
2014; 86 FR 24287, May 5, 2021]

§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.
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(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.

(5) An initial validation audit must
be conducted by medical coders cer-
tified as such and in good standing by
a nationally recognized accrediting
agency.

(6) An issuer must provide the initial
validation auditor and the second vali-
dation auditor with all relevant source
enrollment documentation, all claims
and encounter data, and medical record
documentation from providers of serv-
ices to each enrollee in the applicable
sample without unreasonable delay and
in a manner that reasonably assures
confidentiality and security in trans-
mission. Notwithstanding any other
provision of this section, a qualified
provider that is licensed to diagnose
mental illness by the State and that is
prohibited from furnishing a complete
medical record by applicable State pri-
vacy laws concerning any enrollee’s
treatment for one or more mental or
behavioral health conditions may fur-
nish a signed mental or behavioral
health assessment that, to the extent
permissible under applicable Federal
and State privacy laws, should contain:
The enrollee’s name; sex; date of birth;
current status of all mental or behav-
ioral health diagnoses; and dates of
service. The mental or behavioral
health assessment should be signed by
the provider and submitted with an at-
testation that the provider is prohib-
ited from furnishing a complete med-
ical record by applicable State privacy
laws.

(7) The risk score of each enrollee in
the sample must be validated by—

(i) Validating the enrollee’s enroll-
ment data and demographic data in a
manner to be determined by HHS.

(ii) Validating enrollee health status
through review of all relevant medical

45 CFR Subtitle A (10-1-23 Edition)

record documentation. Medical record
documentation must originate from
the provider of the services and align
with dates of service for the medical
diagnoses, and reflect permitted pro-
viders and services. For purposes of
this section, ‘“‘medical record docu-
mentation’” means clinical documenta-
tion of hospital inpatient or outpatient
treatment or professional medical
treatment from which enrollee health
status is documented and related to ac-
cepted risk adjustment services that
occurred during a specified period of
time. Medical record documentation
must be generated under a face-to-face
or telehealth visit documented and au-
thenticated by a permitted provider of
services;

(iii) Beginning in the 2018 benefit
year, validating enrollee health status
through review of all relevant paid
pharmacy claims;

(iv) Validating medical records ac-
cording to industry standards for cod-
ing and reporting; and

(v) Having a senior reviewer confirm
any enrollee risk adjustment error dis-
covered during the initial validation
audit. For purposes of this section, a
‘‘senior reviewer” is a reviewer cer-
tified as a medical coder by a nation-
ally recognized accrediting agency who
possesses at least 5 years of experience
in medical coding. However, for valida-
tion of risk adjustment data for the
2014 and 2015 benefit years, a senior re-
viewer may possess 3 or more years of
experience.

(8) The initial wvalidation auditor
must measure and report to the issuer
and HHS, in a manner and timeframe
specified by HHS, its inter-rater reli-
ability rates among its reviewers. The
initial validation auditor must achieve
a consistency measure of at least 95
percent for his or her review outcomes,
except that for validation of risk ad-
justment data for the 2015 and 2016 ben-
efit years, the initial validation audi-
tor may meet an inter-rater reliability
standard of 85 percent for review out-
comes.

(9) HHS may impose civil money pen-
alties in accordance with the proce-
dures set forth in §156.805(b) through
(e) of this subchapter if an issuer of a
risk adjustment covered plan—
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(i) Fails to engage an initial valida-
tion auditor;

(ii) Fails to submit the results of an
initial validation audit to HHS;

(iii) Engages in misconduct or sub-
stantial non-compliance with the risk
adjustment data validation standards
and requirements applicable to issuers
of risk adjustment covered plans; or

(iv) Intentionally or recklessly mis-
represents or falsifies information that
it furnishes to HHS.

(10) If an issuer of a risk adjustment
covered plan fails to engage an initial
validation auditor or to submit the re-
sults of an initial validation audit to
HHS, HHS will impose a default data
validation charge.

(c) Second wvalidation audit. HHS will
select a subsample of the risk adjust-
ment data validated by the initial vali-
dation audit for a second validation
audit. The issuer must comply with,
and must ensure the initial validation
auditor complies with, standards for
such audit established by HHS, and
must cooperate with, and must ensure
that the initial validation auditor co-
operates with, HHS and the second val-
idation auditor in connection with
such audit.

(d) Risk adjustment data validation dis-
putes and appeals. (1) Within 15 cal-
endar days of notification of the initial
validation audit sample determined by
HHS, in the manner set forth by HHS,
an issuer must confirm the sample or
file a discrepancy report to dispute the
initial validation audit sample deter-
mined by HHS.

(2) Within 15 calendar days of the no-
tification of the findings of a second
validation audit (if applicable) by HHS,
in the manner set forth by HHS, an
issuer must confirm the findings of the
second validation audit (if applicable),
or file a discrepancy report to dispute
the findings of a second validation
audit (if applicable).

(3) Within 30 calendar days of the no-
tification by HHS of the calculation of
a risk score error rate, in the manner
set forth by HHS, an issuer must con-
firm the calculation of the risk score
error rate as a result of risk adjust-
ment data validation, or file a discrep-
ancy report to dispute the calculation
of a risk score error rate as a result of
risk adjustment data validation.

§153.630

(4) An issuer may appeal the findings
of a second validation audit (if applica-
ble) or the calculation of a risk score
error rate as result of risk adjustment
data validation, under the process set
forth in §156.1220 of this subchapter.

(e) Adjustment of payments and
charges. HHS may adjust payments and
charges for issuers that do not comply
with audit requirements and standards,
as specified in paragraphs (b) and (c) of
this section.

(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
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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
(2)(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 156531, 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
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.

environ-

45 CFR Subtitle A (10-1-23 Edition)

§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
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
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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

§153.710

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
under §153.630(d)(2) or (3), or any re-
quest for reconsideration under
§1566.1220(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
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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

45 CFR Subtitle A (10-1-23 Edition)

(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
applicable, must submit data to be con-
sidered for risk adjustment payments
and charges and reinsurance payments
for the applicable benefit year by April
30 of the year following the applicable
benefit year or, if such date is not a
business day, the next applicable busi-
ness day.

[87 FR 27387, May 6, 2022]

§153.740 Failure to comply with HHS-
operated risk adjustment and rein-
surance data requirements.

(a) Enforcement actions. If an issuer of
a risk adjustment covered plan or rein-
surance-eligible plan fails to establish
a dedicated distributed data environ-
ment in a manner and timeframe speci-
fied by HHS; fails to provide HHS with
access to the required data in such en-
vironment in accordance with
§153.700(a) or otherwise fails to comply
with the requirements of §§153.700
through 153.730; fails to adhere to the
reinsurance data submission require-
ments set forth in §153.420; or fails to
adhere to the risk adjustment data
submission and data storage require-
ments set forth in §§153.610 through
153.630, HHS may impose civil money
penalties in accordance with the proce-
dures set forth in §156.805 of this sub-
chapter. Civil monetary penalties will
not be imposed for non-compliance
with these requirements during the
2014 or 2015 calendar years under this
paragraph if the issuer has made good
faith efforts to comply with these re-
quirements.

(b) Default risk adjustment charge. If
an issuer of a risk adjustment covered
plan fails to establish a dedicated dis-
tributed data environment or fails to
provide HHS with access to the re-
quired data in such environment in ac-
cordance with §153.610(a), §153.700,
§153.710, or §153.730 such that HHS can-
not apply the applicable Federally cer-
tified risk adjustment methodology to
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calculate the risk adjustment payment
transfer amount for the risk adjust-
ment covered plan in a timely fashion,
HHS will assess a default risk adjust-
ment charge.

(c) Information sharing. HHS may con-
sult with and share information about
issuers of risk adjustment covered
plans and reinsurance-eligible plans
with other Federal and State regu-
latory and enforcement entities to the
extent the consultation or information
is necessary for purposes of Federal or
State oversight and enforcement ac-
tivities.

[78 FR 65095, Oct. 30, 2013, as amended at 80
FR 10863, Feb. 27, 2015]

PART 154—HEALTH INSURANCE
ISSUER RATE INCREASES: DISCLO-
SURE AND REVIEW REQUIRE-
MENTS

Subpart A—General Provisions

Sec.

154.101 Basis and scope.
154.102 Definitions.
154.103 Applicability.

Subpart B—Disclosure and Review
Provisions

154.200 Rate increases subject to review.

154.205 Unreasonable rate increases.

154.210 Review of rate increases subject to
review by CMS or by a State.

1564.215 Submission of rate filing justifica-
tion.

154.220 Timing of providing the rate filing
justification.

154.225 Determination by CMS or a State of
an unreasonable rate increase.

1564.230 Submission and posting of Final Jus-
tifications for unreasonable rate in-
creases.

Subpart C—Effective Rate Review
Programs

154.301 CMS’s determinations of Effective
Rate Review Programs.

AUTHORITY: Section 2794 of the Public
Health Service Act (42 USC 300gg-94).

SOURCE: 76 FR 29985, May 23, 2011, unless
otherwise noted.

§154.102

Subpart A—General Provisions

§154.101 Basis and scope.

(a) Basis. This part implements sec-
tion 2794 of the Public Health Service
(PHS) Act.

(b) Scope. This part establishes the
requirements for health insurance
issuers offering health insurance cov-
erage in the small group or individual
markets to report information con-
cerning unreasonable rate increases to
the Centers for Medicare & Medicaid
Services (CMS). This part further es-
tablishes the process by which it will
be determined whether the rate in-
creases are unreasonable rate increases
as defined in this part.

§154.102 Definitions.

As used in this part:

CMS means the Centers for Medicare
& Medicaid Services.

Effective Rate Review Program means a
State program that CMS has deter-
mined meets the requirements set
forth in §154.301(a) and (b) for the rel-
evant market segment in the State.

Federal medical loss ratio standard
means the applicable medical loss ratio
standard for the State and market seg-
ment involved, determined under sub-
part B of 45 CFR part 158.

Health insurance coverage has the
meaning given the term in section
2791(b)(1) of the PHS Act.

Health insurance issuer has the mean-
ing given the term in section 2791(b)(2)
of the PHS Act.

Individual market has the meaning
given the term in §144.103 of this sub-
chapter.

Plan has the meaning given the term
in §144.103 of this subchapter.

Product means a package of health
insurance coverage benefits with a dis-
crete set of rating and pricing meth-
odologies offered in a State. The term
product includes any product that is
discontinued and newly filed within a
12-month period when the changes to
the product meet the standards of
§147.106(e)(2) or (3) of this subchapter
(relating to uniform modification of
coverage).

Rate increase means, with respect to
rates filed—

(1) For coverage effective prior to
January 1, 2017, any increase of the
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